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CHAPTER |

INTRODUCTION

The functioning and growth of the Drugs and Pharmaccutical Industry in India over the pust tew vears weie
engaging the attention of Government for quite sometime, pariicularly with a view to finding out wa - and mean- 10
i Qucsuons about . perforinance

meet the growing 1cqui1cmcnls and broad social objectives before the country,
of the public sector units, multi-national firms’ gaining stronghold in this field, prices of locally produced medicines,

cte. were raised in the Parliament. Following a suggestion made in the Parlmment the Governinent of India in the
Ministry of Petroleum and Chemicals, set up a Committee by a Resolution No. 3 (26)/73 Ch. 1 dated the Xth Feb-
ruary, 1974, consisting of the followm{, members :(—
1. Shri Jaisukhlal Hathi Chairman

2. Shri Yashpal Kapur, M.P. Member
3. Shri Vasént Sathe, M.P. .
4. Dr. Ranca Sen, M.P. ”
5. Shri K.S. Chavda, M.P.

6. Shri C.M. Stephen, M.P. '
7. Dr. M.L. Dhar, Director, Central Drugs Research [nstitute, Lucknow.

8. Dr. B.D. Tilak, Director, National Chemical Laboratory, Poona. .
9. Shri 3.S. Marathe, Chairman, Bureau of Industrial Costs & Prices. .
10. Shri Vinod Kumar, Joint Secretary, Ministry of Petrolcum & Chemicals. .
11. Shri P.S. Ramachandran, Drugs Controller, D.G.H.S. "
12. Dr. B. Shali, Dy. Diractor General, D.G.T.D. ’ .
13. Dr. B.V. Ranga Rao, Centre for Studies in Sciencz Policy, Jawaharlal Nehru

University.

14. Shri M.K. Rangnekar, Commissioner, Food and Drug Administration,
ment of Maharashtra, Bombay.

15. Dr. P.R. Gupta, Adviser (Drugs), Ministry ol Petroleum & Chemicals.

Govern-

ar

Membaer-Secretary.

The Government of India appointed the above Committee to go into the various facets of the Drug Industry
in Indm with a view to promoting growth of the Drug Industry m umulaxly of the indian and small scale sectors.
improve technological development, take efiective Quality Control mcasures on drugs, reduce the prices of medicines.
as well as to rationalise the prices tructure, provide essential drugs throughout the country, and make available raw
materials to the industry particularly to the small-scale sector, etc.  Appointment of such a Committce was also
felt necessary in the context of the large-scale expansion of the drug and pharmaccutical industry envisaged during
the Fifth Five Year Plan period, with a view 1o ensuring the regulated and rapid growth of drug manufacture. The

terms of reference were as under :—

(i) To enquire into the progress made by the industry and the status achieved by it.

(i) To recommend measures necessary for ensuring ;hut the public sector attains a leadership role in the
manufacture of basic drugs and formalations, and in research and developmant.

(iii), To make recommendations for promoting the rapid growth of the drugs industry and, particularly, of the
Indian and Small Scale [ndustries Sector. In making its recommendations the Committee will keep in
view the need for a balanced regional dispersal of the industry.

(iv) To examine the present arrangements for the flow of new technology into the industry, and make recemmen-

dations therefor.
(v) To recommend measures for effective guality control of drugs, and for rendering assistance to small-scale

units in this regard.
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(vt) To examine the measures taken so far to reduce the prices of drugs for the consumer, and to recommend
such further measures as may be necessary to rationalise the prices of basic drugs and formulations.

(vin) To recommend measures for providing essential drugs and commor house-hold remedics te the general
public, supzaadly e rural arcas.

(v To recommend institutional and other arrangements to ensure equitable distribution of basic drugs and
raw nraterials especially 1o the Small Scale Scctor.

A copy ol the Governmzat Resolution satting up the Committee is at Annzxure L.

At the mecting held on 21st March, 1974, the Committee coopted Dr. B.B. Gaitonde, Director, Haffkine
lnsulu‘c Bombay. bhn P.S. Ramachandran, Dlugs Controller (India) retired from Government service but con-
tinued as a Member of the Committee. On the advice of the Minister of Health and Family Planning Dr. S.S.
Gothoskar, who succeeded as Drugs Controller (India) was coopted as a member in the meeting held on the Slh

January, 1975.

4. Tae first m22ting of th: Committez was hzld on the 6th March, 1974 wherein during the course of discussion
a Sub-Committze consisting of the following m.mbzrs, was set up to examine the question of issue of Permission/
No nhjection Letters and C.O.B Licences by Government

1. Shri K.S. Chavda, M.P.

2. Dr. Ranen Sen. M.P.

3. Dr. B V. Ruanga Rao

4. Savi P. S, Ramachandran - Convenor
Shri Jaisukhial Hathi as Chairman attended the mectings.

5. At the sccond meeting held on the 2ist March, 1974 the Comunittee finalised the various questionnaires
for is:ue to the various Organisations etc. A copy of each of the Questionnaires prepared and issed to the units
in the Organized Sector, Associations representing the Drug Industry, Indian Medical* Associations and other
Spccnahsts Organisations in the medical tield is at Annexures H—IV. Subscquently, another Qucsuonnmxc was
also issusd to the State Governma:its to clicit their views/suggestions (Annexure V).

6. While the work of the Committee was in progress an unfortunate ana tragic incident took place in Kanpur
following administration of a Transfusion solntion to some patients in a Hospital resulting in the death of some
persons.  As the question of quality of the medicine used was involved in this incident, both the Government and
the Committee felt that the question of quality control should be examined on a priority basis. Following the advice
of the Ministers of Health & Family Planning and Petroleum & Chemicals, the Committee took up the term of
reference, namely, “to recommend measures for effective quality control of drugs and rendering assistance to the
¢mall-scale units i this regard™, for immediate examination and to report to Government. A Sub-Committee
consisting of the following members was appointed on 2nd May 1974 to go into this question thoroughly and ex-
peditiously :—

1. Dr. Ranen Sen

2. Dr. M. L. Dhar

3. Shri M. K. Rangnekar

4, Dr. B B. Gaitonde

5. Dr. B. V. Ranga Rao

6. Shri P S. Ramachandran Convenor

The report of the Sub-Committee was considered by the Committee on Drugs and Pharmaceutical Industry on
the 16th May, 1974 and the report was submitted to Government on 25th May, 1974. The report is incorporated
as Chapter IX of this report.

7. With a view to obtaining first hand knowledge of the operations undertaken by the various sectors of the
Drug Industry and particularly to assess the problems faced by the Indian sector in expanding their drugs manue
facturing actlvny and also to obtain the views of the manufactururs and Assocnatxons/Organwauons of drug manu-
facturing units, the Committee undertook a tour to Maharashtra & Gujarat in June-July, 1974 and visited
some drugs and pharmaceutical manufacturing units both in the organised as well as the small-scale sector of the
industry. The Committec also held discussions with the Local Associations/Organizations of the drugs manu-
facturers, to obtain their views on the various aspects involved and particularly as to how this industry could grow
te mcfct the requirements of the country and also to assess the possibilities/potentiality of the Indian sector to devzlop
at a taster pace.
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8. The Committee made similar visits t¢ Rishikesh in August, 1974, Hyderabad and Madras in September
1974, Calcutta in September, October 1974 and Durgapur in November 1974, 1n Pimpri, Rishikesh and Hyderabad,
the Committee visited the public sectof units namely Hindustan Antibiotics Limited, Antibiotics Plants and Svathetic
Drugs Plants of the Indian Drugs and Pharmaccuiicals Limited.

9. Besides visiting the drog manufacturing, large and small scale units, siwated at the various places. the
Commitiee met the representatives of the Associations at Bombay. Baroda, Ahmedabad, Calcutta. Madras  and
Hyderabad., 1t also visited the Research cgntres of Cibu-Geigy, Sarabhais and Bengal Imnynil) separatetly, The
Committee also met the representatives of'C’rgzmisation of Pharmaceutical Producers of India T D~ clensment Council
of Drugs and Pharmaceuticals, Indian Drugs and Pharmaccuticals Limited, ‘State Trading Corporation, and the
Indian Medical Association. The names of the manufacturing units visited by the Committee and those of the various
Associations with whom discussions were held along with the dates, are shown in Annexure VI,

10. The Committee during the course of discussions, particularly on the question of making the esecntial medi-
cines available in adequate quantities to the wider section of the people inciuding those in the rural areas, felt that a
list should first be drawn up to identify the essential medicincs which are required to be produced in large quantities
for mass consamption. It considered that although the question of substitution of brand names by generic names
in respect of the medicines marketed by the Industry was not specifically mentioned in the terms of reference for this
Comnmittee, the subject followed clearly from the other terms of reference such as reduction/rationalisation of prices
of formulations for the consumers, making essential drugs available in larger quantities 10 the general public efc.
The Committec, thercfore, appointed a panef consisting of some of the members of the Commiittee and Specialists in
tihe medical ficld. from all over the country, The panel consisted of the following members :—

1. Dr. Ranen Sen, Mcember of Parliament.

2. Dr. A. B. Chowdhury, M.B.. PH.D, F.AM.S., F.N.A.. Dircctor, Calcutta School of Tropical Medicines
Chittranjan Avenue, Calcutta-12. ’

3. Dr. S. Padmavati, Director-Principal, Maulana Azad Mecdical College, New Delhi.

4. Dr. B. Ray Chaudhury. M.D. (Cal.» FRCP, Ph.D. (Edin), Associate Professor of Medicine, Institute of Post
Graduate Medical Education and Research, 22-Lower Circular Road, Calcutta-17. :

5. Dr. K.V, Thiruvengadam, B.Sc., M.D., FAMS, Professor of Medicine and Vice Principal, Stanley Medical
College, Physician, Government Stanley Hospital, Madras.

6. Shri P.S. Ramachandran, Drugs Controller (india), D.G.H.S., Ncw Delhi.

7. Dr. K.G. Nair, MD (Bombay) Ph.D. (Chicago) FACC (U.S.A.) FICA (U.S.A.). »f Director-Professor of
Medizine. Head Department of Cardiology and Radio-Isotope Umt. KEM lospital and Scth G.S. Mcdical
College, Bombay.,

8. Dr. BJ. Vakil. Hony. Professor, Gastroenterology. Grant Medical Colicge. Hospital, Bombuy,
9. Dr. B.B. Gaitonde, M.D.M.Sc. (Med.), F.A.Sc. Dircctor, HaiTkine Institute, Bombay. ... ... Convener

Dr. P.R. Gupta and Shri M.K. Rangnckar assisted tie panel in its work.

11. The teims of refeence for this panel were as follows :-—

(i) To reccommend measures for providing essential drugs and common house-hold remadicas to the general
public espccially in the rural areas, and

(i) whether it would bc in tl]e ngtional interest to substitute brand names by generic names and if so, the
manner and extent to which it should be done.

The Panel submitted its report on the 29th June, 1974, which was considered by the Committee on 25th July, 1974 and
2Ist and .!2nd January. 1975. The report as modified and adopted by the Commitice was sent to Governmert on
the 21st February, 1975. This constitutes Chapter X of the Report.

.. 2. The schedule of the programme of the Committee including its sittings on the Sub-committees, neeting
with tl_lc representatives of the Associations at Delhi are also shown in Aanexure VI,

. 13. The time for submission of the report was extended up to 7th February, 1975 and later upto 7th April
191.(5~_b{ Government Resolutions No. 3(26)/73-Ch. II dated the 23rd August, 1974 and Sth Februa[r)y, T97S“%€s_:~
péctively.

14, Thr{ Committee has tried to collect the data and statistics of production, capital invested, turnover, etc..
fror}l aythentlc sources and wherever possible, based on replies given in the Parliament. These may bc taken as
. Indicative and not exhaustive,



ANNCXURE 1
(Chapter T-fara 2)
TO BE PUBLISHED IN PART lI—SEC. 3—S5UB-SEC. (ii) OF THE GAZETTE OF

INDIA—EXTRAORDINARY ‘

No. 3(26)/73-Ch. 11

MINISTRY OF PETROLEUM & CHEMICALS
New Declhi, the 8th February, 1974
Resolution

. Subjects—Constitution of Committee on the drugs and pharmaceuticals industry.
In the context of the large-scale expar'su,n of the drugs and pharmaceuticals indutsry envisaged during the Fift}
Five Year Plan, with a view to ensuring the regulated and rapid growth of drugs manufacture, and further with a vie
to ensuring that all essential durgs are made available to the consumers at reasonable prices, Governmcnt have decide

to constitute a Commitiee with the following membership (—

1.

ccqo\_u\_.;.uw

10.
1.
12.
13.

14.

Shri Jaisukhlai Hathi, M.P. . . . . . . . . . . Chairman
. Shri Yashpal Kapur, M.P, . . . . . ) . . . . Member
. Shri Vasant Sathe, M.P. . . . . . .

Dy, Ranen Sen, M.P. . . . . . . . . . ; . .

Shri K.S. Chavda, M.P.

. Shri C.M. Stephen, M.P. . . .
. Dr. M.L. Dhar, Director, Central Drugs R«.suu(.h lmutuu Lucknow.
. Dr. B.D. Tilak, Director, National Chemical Laboratory, Poona. . . . -

Shri S.S. Marathe, Chairman, Bureau of Industrial Costs & Prices.

Shei Vinod Kumar, Joint Secretary, Ministry of Petroleum & Chemicals.

Shri P.S. Ramachandran, Drugs Controller, DGHS. .

Dr. B. Shah, Dy. Director General, D.G.T.D. .

Dr. B.V. Ranga Rao, Centre for Studies in Science l’ohcy Jdehdr]dl Nchxu Uni-

versity . ., . . .

Shri M.K. Rangnekar, Commlssnonu F ood and Drug Adxmmstmlnon Govemmcnt

of Maharashtra, Bombay.

. Dr. P.R. Gupta, Adviser (Drugs), Ministry of Petroleum & Chemicals. .. Member-Secretary.

2. The Committee will examine and report upon the following matters :—

(1) To enquire into the progress made by the industry and the status achieved by it.

(ii) To recommend measures necessary for ensuring that the public sector attains a leadership role in t

manufacture of basic drugs and formulations, and in research and development.

(iii) To make recommniendations for promoting the rapid growth of the drugs industry and, particularly, of 1

Indian and small scale industries sector. In making its reconunendations the Committee will keep in vi
the need for a balanced regional dispersal of the industry.

(iv) To examine the present arrangemeants for the flow of new technology into the industry, and make re

mmeandation therefor. .

(v) To recommend measures for effective quality controt of drugs, and for rendering assistance to small sc

units in this regard.

(vi) To examine the measurcs taken so far to reduce the prices of drugs for the consumer, and to recomn

such further measures as may be necessary (o rationalise the prices of basic drugs and formulatio:

(vii) To recommend measures for providing essential drugs and common house-hold remedies ta the gem

public, spectally in the rural arcas, i
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(viti) To recommend inst.itutional and other, arrangements to ensure equitable distribution cf basic drugs and
raw materials especially to the Small Scale Sector.

3. The Commiltee will ascertain and take into consideration the views of the State Governments and other
interests concenred, as may be found necessary.

4.- The Committee’s headguarters will be at New Delhi.

5. All Secretariat assistance required by the Committee will be provided by the Ministry of Petroleum and
Chemicals.

6. The Committee will meet as often as may, be considered necessary by the Chairman and shall submit its
final report to Government within six months. The Committee may also, at its discretion, submit interim reports
on speciic  mafterS from  time to time.

Sdy-
(P.K. DAVE)
Secretary to the Govt, of India

ORDER

Ordered that this Rcsoull‘ion be communicated to all the Ministries of Government of India, all State Govern-
ments, the Comptroller & Auditor General of India, Accountant General, Commerce, Works & Miscellancous, and

Accountant General, Central Revenues.
Ordered also that the Resolution be published in the Gazette of India for general information.

Sd/-
P.K. DEVE,
Secretary of Govt. of [rndia.



ANNEXURE H

Cruestionaaire |

s

(Chaptey 1200
oo Pledse gooecomploe Tae of dvnes pugvaiactueed By voo diniding them into c) pharmacopocial nrodue
and Cosmeies Roles) within the last five seurs and (¢ other non-pha
cach of these drugs in (1) (7 and (¢) produced b

Cd

() "New diugs” s deiinad v the Drag

macopoeial products and the value (cost 1ot wholesaicry of

vou during vour last (inancial »ear.

2. Piease dise out separitely the drugs winen vou nwanitfactured m 1952 and those manufactured  subsequentl

quoting the Government authority against which the expansion in manufucture has undertaken. i
3. Have you any products licensed to be manufactured under the Industries {Development and Regulationk

Act 1951 and whose manufacture has nos been commenced by you ? If so. please list those products with capacities.

4. What is the range of products other than drugs which are manufactured by vou ? Please specify such product
and their turnover for your last financial year under the following heads :--- ﬂ

(a) Laboratory chemicals

(b) Cosmetics

) Insecticides and Posticides

(d) Nutritional products

. {e) Confecuonary items

(f)  Other items

What is the amount of money spent by vour separately on tiie following during vour last financial vear®

(a) Office establishment (b Finance and  Accounts Depuartment (¢) Planning and Development (d) - Sales
Promotion {excluding cxpendituie covered under 6 and 7 below) (¢) Product  development (f) Produciion
of Drugs (g) Quality control (1) Rescarch (1) other heads.

6. What is the strength of the field force of medical representatives employed by vou o 1-1-74 and the annud

5.

expenditure thereon ?

7. What is the strength of the field force of sales promotion representatives emploved by you on 1-1-74 fo
non-druag items and vour annual expenditure thercon 7

8. Have vou any rescarch ovganisation ? I so. please give a brief resume of the nuture of the rescarch activitic
and the money spent on rescarch during vour Jasi financial yeur.  Ax a result of vour research in this country. wh
baisc durg'chemical is being manufactured by vou in this country 7 .

9. Huve vou been assisting the medivm and sovall-scade firms by getting intermediate raw-malteriul
pharmaceutical aids or pharmaceutical formulations manufactured by them 7 1 so. please supply details with th
names and addresses of {irms so assisted.

10. What is the value of vour import licence under the I'PC regulations for raw materials (1973-74) and what
the value of your export carnings during the same period 7 Also specify the quantities of items imported and t
value of cach under the 1'TC regulations,

11, What is the extent of foreign exchange remittances made by svou during 1973-74 (owards (a) profit for o
forcian cquity holders (b) patent royaltics (¢) know-how foe (d) scientific contribution and (¢) other heads.

12, Pleasc state whether yvou have opted for compliunce with para 7 of the Drugs (Prices Controly Order 19
or para 14+ 1In the Tatter case, what has been your progressive sales turnover during each of vour lust three compa
years and the dividends declared by vou for those years,

13. Have vou any suggestions 1o offer to make the Patents Act more useful to the drug industry in this countr;

14. Are you satisfied with the quality control measures over drugs taken by the Central and State Drug Conu
Administrations 7 Have vou any suggestions to make for improvement in this connection 7 Is there adequ:
rapport between the Drug Control Administration and the Industry ?

6
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IS0 In what way docs 1he industry conperate with the Drug Control Adminisiration in tackling spurie.:  drugs
s in swhat manner can Government's cfforts i thi diveetion be tightened ?

-I'v. ')EHEI" et eted wnd ot T rand e e - [l‘:f!:; oo [N IR R L U R LY TI TTRC
PrECtiies o pinsislans tad are o b asnien 8 B e alen of e dueetss L the faee ol these fa i
U TR O The .‘.;"l'illi(‘!] of biind AR R T T i 'U!!HE abolition s ol i_'(\'!'yf'\i(.'l'l_"\i {l(}‘-.i}?‘l'?‘i-.'; ti E
can the use of brand names e resiricted !

17. Szmpling of drugs by manufacturers to the medical profession it s reported.leads to malpractic: R
ent topess What will be vour reaction to stopring the distribution of such samples 7

8. What are your views on (a) the need to avoid multiplicity of drug formulations of the same COMP 00 o
(b) combinations of drugs and the need to prohibit irrational and ineftective combinations (¢) the desirza=:lity of

reducing the number of vitamin preparations to the absolute minimum and (d) prohibition of advertisement 2 drugs
in ihe lay press, in the public and through other audio-visual media ?

19. What role do you expect the public sector concerns (0 play in the development of the drug indusiry over
the next 10 years ?

20. Are vou satisfied with the performaneces of the STC and IDPL as canulising agencics for distribution of
raw-materials 7 In what way can tne wotking of whese organisations be improved ?

21 Are the Government depariments at the Centre, namely, the Ministry of Petroleum &  Cherrizuis, e
GTD and the Central Drug Control Organisation helpful and prompt in their dealing with the industry ?

i . . e o ==aducts

22, Do you own any other company 7 1 0. give pariculars of the names of such companies and the rreducts
manufactured by cach of them,

23, Have vou any associated companies 7 I so, give particulars of the names of such companies and  the
products manufuctured by cach of them.

24, Do vou think that in any particular case the country s resources are being wasted in obtaining ".cf;nmc:ﬂ

Anow-how from abroad when it could have been developed indigenously with oroper plaiming and guidance

25. The Drugs (Prices Control) Order 1970 has been welcomed by the general public.  Without detracting-
from the essential features of tiis order. have vou anv suggzestions to make for simplifying the implementation proce-
dure under this Qvder ?

26. What measures do you suggest for providing essential durgs and common houschold remedics to the general

public. especially in the rural arcas and to the weaker sections of the community. at reasonably cheap prices

270 What measures do vou suggest 1o increase the production of drugs and pharmaceutical products o as 1o
meet the quantitaiive requirement of the countey at the eng of the Fifth Five Yeur Plan.

28, In case your company has more than 26 foreign equity. please furnish the information also for the ques-

‘c

tions covered by the enclosed statement separately.

Statemant referred to i Question No. 28

1. Kindly supply photostat copies of :—

(a) Industrial Licences for drugs sccured under the Industries (Developrmient and Regulation) Act 1951,
(b) Permission/No objection letters granted by the concerned authoritics.

() Applications for diversification and replies received from Government.

td)  Applications made for COB licences and the ficences issued by Government.

Y. Please supply informadion as to the dates on which manufacturing licences under the Drugs and Cosmetics

Act were granted for the items covered by COB licences granted to vou,

3. Please supply details about the forcign personnel employed by you during the last five years together with
particulars of the salaries/honorarium and perquisites paid to them.

. -> . ~
4. Pleasc supply copies of your Balance Sheels for the last five years.
S. How many products arc marketed by vou under brand names ?

6. How many drug patents have been secaledyare under registration by vour principals in this couutrywo und
how many of these patens are being operated by vou in this country ?
PNz oof Pet. & Chem. /752 ‘



ANNEXURE 1
QUESTIONNAIRE I
(Chapter I—Para 5)

POoVha e vone Associrtion views on the role so o plad T the mad i and smadl-cale cota~ori o o
Pty o sdovelopinent T OWhat rele do vou envisage e inese seetors wthe future desclopmens of the ind sy
There is a common impression that hig firms. particularly the foreien ones. have so fay made the Major comri™ oo
yihe development of the indestey. Do you agree with this view ? Give reascns.

2. What are the handicaps that hamper the development of the medium and small-seale sertare ospeciaily in
attaming the rated capacities of production ? Please specify in terms of 1~

{a) Raw material supplies. (b) Packaging materials, (¢) Import of Machinery, laboratory chemicals and
cquipment, (d) the Patents Act () New Drug clearance, (f) Manufacture of basic drugs. (g) Import subs-
titution, (h) Export, (i) Financial resources, (j) ITC Regulations and procedures, and {k) any other aspects.

3. Do you suffer from the disability of obtaining sufficiently qualified technical personnel for manufacturing
your products ?

4. Testing facilities, product development, sales promotion techniques, dissemination of technical information
about drugs to doctors, professional management, planning for future development these aspects, it is said are not
given sufficient importance by the small and medium scale sectors of the industry,  What are your views on these )
observations and yvour suggestions to improve the performance of your member firms in this regard © In what was can
Government assist the industry in these fields ?

5. In the context of the development profiles that have been prepared for the drug industry over the neat 10
vears. what contributions ¢an the medium and small-scale sectors of the industry make ?

0. What measures to do you suggest to increase the production of drugs and pharmaceutical products so w3 to
meet the quantitative requirements of the country at the cnd of the Fifth Five Year Plan

7. Big firms, as they expand production of bulk drugs, can encourage small and medium scale firms by assis-
ting them with the know-how for development of intermediate raw materials, pharmaceutical aids. etc. Have you any
views on this poini, particularly as to how big firms ¢an be persuaded to help the small-scale and mediwm-scale firms 2

8. The Price Control Order in respect of drugs has been welcomed by the general public. What is the impact
o1 this Order on the medium and small-scale sectors of the industry ? Without detracting from the essential features off
the Price Controi Order. have you any suggestions to make for simplifving the implementation procedures under this
order ?

9. 1t is said that the prices of drugs could be maintained and cven lowered if drug firms can diversify into areas
such as nutritional products, luboratory chemicals, cosmetics, veterinary preparations, insecticides, etc.  Has vour
Association specific idea on these aspect< particularly in regard to the potentiality of the firms in the smail and medium-
scale seotors ? Can the Government (Central & State) assist in any way ?

10, Tl what muanner can the medium and small-scale firms promote drug research ? Do you think that the tacili-
ties for research and development in the fields of Fine Qrganic Chemicals and Microbiclogy are adequate for the re-
quirements of the small and medium scale sector of the industry  And what assistance do thete firms expect from
Government i this regard ? What are your view on having regional rescarch laboratories with government subsid ary ?

11, Are you satisfied with the guality control measures over drugs taken by the Central and State Drug Control
Administvations 7 Have yvou any suggestions to make for improvement in this connection?  Is there adequate
rapport between the Drug Controt Administration and the industry?

12, dnwhat way does the industry cooperate with the Drug Control Administration in tackling spurious drugs
and 1 what mauaer can Government's efforts in this direction be tightened ?

13. The medical profession in India, it is generally reported is not favourably disposed towards drugs manu;.
factured by the medium and small-scale sectors of the industry vis-a-vis those marketed by big companies and foreign
companies. What steps do members of your Association propose to take to win the confidence of the medical pro-
fassivnand to convinee them of the quality of drugs marketed by your member firms?

8
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14. Drugs marketed under brand names are generally expensive.  Brand names influence the prescribing prac-
tices of physicrans and are used a5 a lever to beost the  sales of their products by big firms, particularly the
I the face of these fieets, what are the views of vour Assochition on the abolition of brand names of

foreignt ones
to what exiens can tic wse of brand names be restricied ?

drugs” |(';..1‘ Ploholiiton is not considered adyvisible,

PrOAWae W s views ol vais Associntion s e thie s s o cid alsplicity UG wr oewniion . o (e

i
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(h) Combinations of drugs and the need o prohibit ivrational and ineffective combinations (u) the destrabili,
al reducing the number ol vitanun preparations to the absoluic minimum and (d) prohibition of advertisoment of

drugs inthe Ly pre inthe public and through other audiovivied media,

16, Distribation of samples of drugs by manufacturers o the medicul j)lOﬂ.bblOll 1t is reported, lead to mal-
prasticss of different types. What will be lhc, reaction of your Association to stopping the distribution of such samples

'

17. Wt role does your Association expect the public sector concerns to play ?

18. Arc you sitisfied with the performance of the STC and IDPL as canalising agencies for distribution of raw-

materials ? Do vou think that the svstem of allotment of canaliscd raw-malterials and indigenously maan.c'uud buik

drugs requires any modification to augment the supply of these items to the puerly Indisn sectov of the indusiry,
p.uuwhnly the small and medium sector 7 In what way can the working of these organisations be improved ?

Are the Government departiments at the Centre, namely, the Ministry of Petrc!cum and Cliemicals, 1.
DGTD and the Ceniral Drug Control Organisation helpful and prompt in their dealing with the industry 2
20. What measures do you suggest for providing essential drugs and common Licuschold remedies 1o tle

o

general pubiic, especially in the rural areas and to the weaker sedtions of the community, at reasoni.bly el prives ©



ANNEXURE IV
QUESTIONNAIRE i
(Chapter 1-——Para 5
1. What is your general impression about the drug industry in india and its performance

2. Has the industry satisfied your expectations in regard to the range of drugs effeved by it 7 In gend, . i o Goe
drugs marketed by the industry useful to the medical professien or of the type which could be considered as ““money
spinners’” ? ’

3. Ha$ your Association any observations to make on the quality control aspects of the drug industry in this
country in general and with special reference to :—- : :

(a) the multi-national firms operating in this country (such as CIBA-GEIGY, Glaxo, Boots, Sandoz, Cyznamid
Pfizer, etc.); ’

-

(b) the big firms of the Indian sector (such.ns Alembics, Bengal Immunity, Unichem, Sarabhai cic.); and
(¢) the small-scale sector in the drug industry ?

4. In the opinion of your Asssciation, are drug prices beyond the reach of the common man 7 Daes any secior
of the drug industry or do any categorics of drugs deserve speciu) mention in this conpection ?

5. Is the mzdizal profession “baffled” by the multiplicity ol the same type of preparations ? I so, can vour
Association sugzest any solution for this problem ? "

6. One way of minimising the multiplicity of drug formulations could be through wide-spread use by the medical
profession of the National Formulary of India published by the Ministry of Health, in the Government of India,
and with which representatives from various medical associations have been associaled. Docs your Associstion
feel that the National Formulary of India Las been put to proper use by the Medical profession 7 Oac of the criticisms
voiced is that this Formulary is biased towards use by doctors in Government hospitals and that the prescribing
practices of the physicians outside hospitals have not been given adequate consideraiion.  Has your Association any
suggestions for the improvement of the National Formulary ?

7. What is your Association’s view on combination of drugs ? Would you like any specific category of combi-
nations to be prohibited ?

8. What is the view of your Association on the useluluess of the vitumin products marketed by drug manu-
facturers 7 Is there any s:ope for restricting or regulating their number ?

o

9. Drugs marketed under brand names arc generally eapensive. Promotions of brand names, it is stated. in-
terferes with the prescribing practices of physicians. Further, brand names arc used as a lever to boost the sale of
products. In the face of these arguments, what is your Association’s views on abolition of brand names of drugs ?
If total ubolition is not considered advisable at this stage, what steps would you suggest for progressive abolition of

such names ?
10. There is criticism about the drugs being advertised :—
(a) through the All India Radio.
(b) in the lay press, and

(c) in strects, cinema houses, elc.
should advertisemznt of drugs through these media be prohibited or regulated in any specific manner ?

~

1. Scripts refating to advertisement of drugs broadcast through the All India Radio are at present s¢reened by
a Committee which includes a representative of the Indian Medical Association.  Has yeur Association any sugges-
tions to make for more stcingent screening of advertisement so as to prevent false, exaggerated or misleading claims
being made ? .

10
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12. What s the Association’s view on the usefulness of advertisements that are mailed by drug manufacturers
to the medical profession ? Since manufacturers include package inserts about the drug is there any need for mailing
of literature on drugs to doctors, especially as doctors are busy and scldom find time to go through them ?

13, Distributicn of samples of drugs to the medicai profession by drug manufacturers, it is reported. icad
. . g e e < . N
malpractives of dillerent fupes Would your Associadion stppurt s practice veing saprad 20 1 towd stopacge s
not ¢ asiderad advisable, ploase indicaie the manner in which distribution of drugs samples could be regulated.

4. What are your Associations” views on the quality control measures over drugs taken by Government
Is there any rapport between your Association and the Dieug Control Organisation at the Centre and the States
Has your Association any views on the improvement of quality control measures 7 Would it nor be venfinl if Mo dica]
Associations also arrange for study of drug manufacturing and convey their views to the Drug Control Organisations

15. In the opinion of your Association, what is the extent of prevalence of adulterated and counterfiet drugs in
the country 7 What remedial measures would you suggest for tackling the problem ?

16. It has been represcated that the dispensaries run by medical practitioners are deficient in the adequacy of
arrangements for dispensing operations, the qualifications and experience of the dispensing personnel at the con-
ditions of storage of drugs. What are the views of your Association on the dispensaries of medical practitioners

being licensed under the Drugs and Cosmetics Rules and subjected to the same regulatory measures as licensed dru 3
establishments?

17. Does vour Association have specific “Drug Panels” to study the problems relating to drugs and the drug
industry?  Does the journal of your Association devote itself. among other things. o subjects. such s the
development of the drug industry: the profits made by drug firms, particularly. the foreign ones: the cconomics of
prescribing drugs and the quality control measures observed by drug manufacturing firms?

I8, There is an impression that the meadical profession generally tilts towards the products  of fareign firms
and that this is pafily due to the high pressure sales promotional methods emnloyed by such firms and the massive
scale of sampling of drugs resorted to by them.  What is your Association’s reaction to this?

19. What mzasures do you suggest for providing essential drugs and common houschold remedies to the genera!
pubiic. especially in the rural areas and to the weaker sections of the community, at reasonably cheap prices?

20. What mezasures do you suggest for increasing the production of drugs and pharmaceutical products so
as to m:et the quantitative requivemznts of the countey at the end of the Fiflth Five Year Plan?

21, Does your Assosiatinn have any spacific view on drug research in this country”? Do vou think the facilities
for research and development in the fzlds of Fine Organic Chemicals and Microbiology adequate to meet the cotntny s
requireme:nts?  What are vour vizws o1 having Regional Reszarch Laboratories with Government subsidy?

22. Docs your Assosiation have any observations to muke on “New  Drugs™. their screening and their ¢linical

trials in this country?



ANNEXURE V

Qrestivnerite For The State Geverneients
(Chapter 1-—Para 3)

|. What are your views on the quality and availability of medicines produced by :
(a) Small-Scale units;

(b) Large wholly—owned Indian units;

(c) Large foreign coliaborating units; and

(d) Public-sector units riz, IDPL and HAL.

2. Please indicate in terms of value and quantity the purchases made for State Government hospitals/Dispen-
saries etc. from the above four categories of drugs manufacturers, during the last 3 years, separately.

3. What are your purchase poiicies?. Do you insist on procuring the medicines produced by the weil-known
foreign collaborating firms only? Or, have you been switching over from the well-established foreign collaborating
firms to Indian firms’ products, particularly those produced by the public sector units and small-scale firms? I not.
indicatc your reasons.

4. What arc your views about the availability of medicines 1n general? What measures you would like to sug-
g2t t2 imarove the supply/availability position of drugs and medicines particularly in the rural areas?

5. What measures do you consider necessary for improving the status of the public sector units, both in the
manufacture of bulk drugs and formulations, and other areas like propaganda, distribution of med,cines, rescarch
and development etc.? :

6. What steps, in your opinion, should be taken, for the following :—
(a) to produce all the bulk drugs in the quantities as required in the country;

(b) te prom>te rapid growth of this indnstry, particularly the Indian and small-scale sectors, keeping in view
he need for balanced regional dispersal of the indstury;

(c) to ensure the availability of essential drugs and common housc-hold remedies to the general public. ¢s-
pecially those in the rural arcas;

(d) to 2asure equirable distribution of basic drugs and raw materials, particularly for the small-scale sector
units.

7. Do you think the present quality control on drugs is effective? Il not, what measures would vou suggest
for effective quality control on drugs and for rendering assistance to the small-scale units, in particular, in this regard ?

3. Wazther any clforts have so far been made for setting up of any drug manufacturing unit under the State
¢rateol? I s>, the nam: of such unit along with their detailed activity and sales turnover may be indicated.

9. What measures would you recommend for adoption by the industry to reducc the price of medicines in
the country to the minimum possible level, keeping in view the requirements of funds for its further growth, Rescarch
and Development ctc.?

10. What are your views about the multi-drug formulations as are presently marketed by some of the manu-
facturers? Do you consider that the production of formultations should be limited to those only as givea in the
National Formulary of India?

I'l. What are your views on the use of Brand Names?

12, Aay other poiat to suggest?
12



ANNENURLE VI

Details of siltivgs of the Committee on Drugs and Pharmacewizal Industry  and its Sub-Commitices: visits to
various drug manufacturing units, ete,, and discussions held with officials of Government and representatives of

Associations Organisations.

6th March, 1974 | .
18th March, 1974 . .
21st March. 1974

8th April. 19743
17th April, 1974 % | .
29th April, 1974 ) )

2nd May. 1974 . .

14th May, 1974
15th May. 1974

16th May. 1574
I7th May, 1974 .

8th Jure. 19747
9th June. 1974 1

28th Tune, 1974 Bombayv

29th June, 1974 Bombay

(Chapter—I—Paras 9 & 12)

First mecting of Cotnmitteec on Drugs and Pharmaceutical Industry.
Meeting of the Sub-Committee for drafting questionnaires.

Second meeting of the Committee.

Meeting of the Sub-Committee on Permission/No Objection Letters and C.Q.B.
Licences.
‘Third meeting of the Committee on Drugs and Pharmaceutical Industry.

Meeting of the Sub-Committee on quality Cont rol of drugs and related matters.,

Fourth meeting of the Committee on Drugs and Pharmaceutical Industry.

Mecting of the Sub-Committee on Permission Letters.

Meetings of the Madical Panel on cssential drugs and abolition of brand names,
(Bombay).

Visits to :

M/s. Chemical, Industrial & Pharmacewtical Laboratories Limited, Bombay.
M/s. Abbott Laboratories, Bombay.

M/s. Hoechst Pharmaceuticals, Bombay.

M/s. Unique Pharmaceutical Lab., Bombay.

M/s. Nitson Laboratories, Bombay.

M/s. Sandoz (India) Limited, Bombay. Ciba Research Centre, Bombay.

Visits to :

My/s. HafTkine lunstitvte, Parel, Bombay,
M/s. Labs. Vifor, Bombay.

M/s. Unichem Labs,, Bombay.

13



30th  June, 1974 Bombay

Ist July, 1974 Pimpri

2nd July, 1974 Ahmedabad

3rd July, 1974 Baroda

4th July, 1974 Baroda

25th July, 1974 .
3ist August, 1974 Rishikesh

16th September.1974
Macras.

17th September, 1974
Madras.

18th September, 1974
Hyvderabad.

¢
19th September, 974
Hyderabad

14

»ieetings with
(i) Ail India Manufacturers  Organisation, Bombay.,

(n ludiun Diugs Manulacturers Assn., Bombay.
(iii) Indian Pharmaceutical Assn., Bombay.

Visit 1o

M/s. Themis Chemicals, Vapi.

M/s. Themis Orgasyn Chemicals, Vapi.

M/s. MAC Labs., Vapi.

Visit to :
Hindustan Antibiotics Limited, Pimpri.

Visits to :

M/s. Cadila Laboratories, Ahmedabad.

M/s. Gujarat Pharmaceutical and Chemicai Works, Ahmedabad.
Meeting with :

Pharmaceutical Manufacturers Association, Ahmadabad.

Visits to :

M/s. Alembic Chemicals Works, Baroda.
M/s. Vaccine Instituie, Baroda.

Drug Control Labs., Gujarat, Baroda.

Visits to :

Operations Research Centre, Baroda.
M/s. Sarabhai Chemicals, Baroda.
Sarabhai Research Centre, Baroda,

Fifth Meeting of the Committee on Drugs and Pharmaceutical Industry.

Iisit 1o :
Antibiotics Plant, Rishikesh.

Vis'ts to .

M/s. Orient Pharma Private Limited.

M/s. Mount Mettur Pharmaceuticals Limited.
M/s, Tamil Nadu Dadha Pharmaceuticals Ltd.

Visits 10 :

M/s. Medo Pharma.

M/s. Citadel Fine Pharmaceuticals Limited.

Meetings with :

Pharmaceuticals Chemical & Allied Manufacturers Association of South India.
Joint Council of Indian Pharmaceutical Trade.

Visits 1o :

Synthetic Drugs Plant, Hyderabad.

M/s. Bio-Chemical & Synthetic Products Limited.
M/s. Warner Hindustan Limited.

Meetings with :
All India Manufacturers’ Organisation A.P. State Board, Hyderabad, Andhra Pradesh.

Pharmaceutical & Chemical Manufacturers’ Associations.

Visits to :
M/s. Biological Evans Lxmlted Hyderabad.
M/s. Uni Sankyo Limited, Hyderabad

Discussions with
Minister of Health-—-AP and other Officers.
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30th September, 1974 . Visits to :
Calcuita, M/s. Dolphin Laboratories, Calcutta.

M/s. Orgonon Laboratorics, Calcutta.

M/s. Bengal Immurity Co., Calcutta.

Bengul Immuniy Rescarch Insutute, Caleutta.

Discussions wiili~~Hon’ble Minister of Health & Family Planning, West Bengal,
Courtesy call on Hon’ble Chief Minister, West Bengal.

Meeting with :

All India Manufacturers Organisation, (West Bengal State Board).

1st Octovor, 1974 Ca'eutta  Visits to
M/s. Smith Stanistreet, Calcuita.
M/s. Bengal Chemical & Pharmaceutical Works, Calcutta.
Central Drugs Laboratory, Calcutta.
M/s. Dey’s Medical Stores, Calcutta.
M/s. Dey-Se-Chem, Calcutta.
M/s. Calcutta Chemicals Limited, Calcutta.
Meeting with :
Indian Drugs Manufacturers Association.

Ind October, 1974 Calcutta  Discussions with :
(i) Director of Drugs Control, West Bengal.

(ii) Specialists in the ficid of niedical research.

3rd October. 1974 Calcutty  Visits to :
M/s. Accto Chemicals, Calcutta.
M/s. East India Pharmaceuticals Limited, Calcutta.
M/s. Standard Pharmaceuticals Limited, Calcutta,

19th October, 1974

20th Ccrober, 1974 Sixth Meeting of the Committee or Drugs and Pharmaceutcial Industry.
21st October, 1974
16th November, 1974 Visits to :

Durgapur. M/s. Durgapur Projects Limited, Durgapur.

M/s. Durgapur Chemicals Limited, Durgapur.
Discussions with the Senior Officials of the Undertakings.

ath January J S . .

5”: ngtj;: :g;g}} Seventh Mecting of the Committee on Drugs and Pharmaceutical Industry.

20th Jan ; 5j . . . .

2158 jjal:“??rr\\ 1199775J} Eighth Meeting of the Committes on Drugs and Pharmaceutical Industry.

22nd January, 1975 Mecting of the Sub-Committee on Permission/No Objection Letters etc.

7th February, 1975 Meeting of the Sub-Committee on Permission Letter/No Oi)jection Letter/COB
' Licences with the Secretaries of Ministry of I.D., DGTD and P & C.

§th February, 1975 Meeting of the Sub-Committee on Permission/No Objection Letters.

9th February, 1975 1

10th February, 1975 ! Ninth Meeting of the Committee on Drugs and Pharmaceutical Industry.

11th February 1975
12th February, 1975 |

25th February, 1975 —« Tenth Meeting of the Committee on Drugs and Pharmaceutical Industry.
26th February, 1975 S _

4th March, 1975 )

Sth March, 1975 Eleventh Meeting of the Cemmiittee on Drugs and Pharmaceutical Industry.
6th March, 1975 |
Sth April, 1975 Twelfth Meeting of' the Committee on Drugs and Pharmaceutical- Industry.

I—M of Pet. & Chemy 753



CHAPTER Ul

PROGRESS MADE AND STATUS ACHIEVED
by

THE PHARMACEU LI AL INDUSTRY

The drugs and Pharmaceutical industry in India is well established today. It now produces a wide range of
drugs including the sophisticated ones like antibiotics, hormones, vitamins in addition to a large number of other
synthetic chemo-therapeuticals. This industry has an important role to play in maintaining the health of the nation
and has the responsibility of meeting the expanding needs of the countiy.  The task before this industry, there-
fore, is not only to produce more medicines and provide them in the required quantitics but also to ensure that the
medicines produced arc of the right quality and would relieve the suffering patients of their illness at low cost,

2. The drug needs of the country are diverse and the industry has to meet all such demands. Because of the .:
diverse nature of the requirements, the industry has to adopt widely different and varied techniques for the pro- “
duction of the medicaments. These cover fermentation technology, synthetic operations, extraction and purifi- 3
cation of the active principles available in the plant and animal kingdom etc., besides converting these active ingre- 3
dients into the finished formulated dosage form of the right type. Basically, this is a highiy research-oriented chemi-

cal-based industry.

3. It would be worthwhile to trace the history of development of the drugs and pharmaceutical industryf
in India and the stages it has trekked in achieving the present status. It has d long way to go to achieve the objecti
placed before this industry, and indeed, it has to strive hard to make the country self-sufficient. ?

4. Modern system cf medicine embraces a large variety of products ranging from phyto-chemicals tdf
identifiable highly complex chemical substances like antibiotics, hormones etc. A beginning was made in the prod
duction of medicines required under the modern system by starting cinchona plantation in the States of Bengal and
Madras, presently known as West Bengal and Tamil Nadu respectively.  Factories we set up in the vicinity of thy
plantation areas for the extraction and purification of quinine. Even a brief resuine of this chemical-based industr§
would be incomplete if no rcference is made to the pioneering work done by late Acharya P.C. Rayv followed i
similar efforts of late Messrs T.K. Gajjar, B.D. Amin and Koti-bhaskar. Their efforts resulted in the establishmed
of units for local manufacture of galenicals and some other simple drugs. Cessation of imports during the first wo
war years gave impetus to the industry to produce the medicines locally. A new compound, urea-Stibamine, wa
developed through local R & D activity, which was found to be highly effective against Kala-azar, a soourge which
afflicting people much those days. The most remarkable success was achieved in the manufacture of Sera anf
Vaccines in the period that followed thereafter. Pioneering work in the field of phyto-chemicals was done by lat}
Col. R.N. Chopra. Manufacture of Caffeine from tea-waste, anaesthetics like other form alcohol and a few simpl
drugs based on coal-tar distillation products were also taken up in the country. In spite of such developments,
progress was far from being satisfactory. During the second world-war, the local industry made further progre}
by producing a number of other products indigenously out of the locally available raw materials. These were mais§
in the category of phyto-chemicals, although some progress was also made in the fields of synthetic drugs and biol
gical products. The country, by then, produced substantial quantities of Sera and Vaccines. Some industrial un§
also took up the manufacture of synthetic anti-dysentery drugs, anti-leprosy drugs and arsenicals. Side by si
formulating activities were also increasing considerably based on imported bulk drugs and several new formulatidy
were also developed locally. Here again, the bulk of the activity was confined only to the processing of impor8§
bulk drugs except for a few items which were produced from late intermediates. The slow progress of the local chemi§
industry also affected the growth of the pharmaceutical industry. Besides, the appearance of number of synthi
drugs and antibiotics, which were developed abroad and imported into the country, also tended to change the pati
of drug use in India. Thé medicines that were available out of indigenous production, failed to keep pace with

competition offered by the products of imported origin.

5. In the year 1953, the Government of India set up the Pharmaceutical Enquiry Committee with the foﬂo’
terms of reference :— ~ :

’ 16
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(iy To study the working of the existing pharmaceutical manufacturing conce-ms in India with particular
relerence oi—

{a} 1the demand for the drugs produced and their essentiality;
(1) the gaality of the drugs;

1) thecost of production;

(d) the cliiciency of the process employed; and

() whether the product is made from imported intermediates and penultimate products, or from basic
raw materials and chemicals.

(ii) To study the opzrations of foreign, and/or Indian concerns, who import drugs and pack them in the
country. The extent and tie-up betwzen the wholiy or partly owned Indida concerns with foreign
companies. o .

(3
.

(iif) To recommend steps for encouraging the manufacture of important drugs, which are imported into the
country.

(iv) To enquirc into the scheme of distribution of pharmacecutica! products, whether imported or manufuc-
tured or pucked in the country, the profit margin to trade or industry and the part played in this by purely
Iadian as well as other conceras.

(v) All ancillary matters connected with the above.

6. The above Committee, after a detailed enquiry, made certain recommendations as to how the various as.
pect and problems concerning this industry should be examined and handled for its growth in the country. I¢
also observed that the then existing pharmaceutical industry in Indja when compared with the industry in UK und
USA ¢ould be considered to be almost non-existent, It also noted that even after the end of the hostilities, the world
shortage of pharmaceuticals and drugs continued and the tempo of development of the pharmaceutical industry
was maintained in the couniry, and export markets for glandular products, alkaloids etc. were also developed. But .
this happy position did not continue for long. Competition from the better established and well-known pharma-
ceutical producers, in other countries soon replaced the Indian products from the export markets. Even within
the coun'ry, the Indian industry faced severe competition from foreign products/producers.

7. Inspite of the gorwth and progress made so far, the Indian sestor still faces competition from the foreign
units and the reasons are not far to seck. 1t _has been so becauss of the deeply entrenched impression created in
the minds of the mzdical profession by the well-established multi-national manufacturing concerns of their products
These multi-national units entered the Indian market with their vast resources with the result, that the Indian sector
of the indusiry now finds it difficult to compete with the former.

8. The Pharmacettical Enquiry Committee also suggested to make the production of the basic drugs ccono-
mical, each manufacturer of pharmaceuticals should endeavour to produce as many of the basic drugs as practical
from intermsdiates and basic raw materials in Quantities sufficient not only to meet his own requirements, but alse
to dovetail the production programme with the requirements of others in the country. While some of the ficms
did tend to undertake the manufacture of bulk drugs, they came across several difficulties due to lack of technology,
basic chemicals cts.

9. The drugs industry presently comprises of 116 units in the organised sector (units registered/licenced under
the Industries (Development and Regulation) Act, 1951 and more than 2500 units in the small scale sector. The
organised sector has 25 units with foreign equity exceeding 50% and 26 units with foreign equity of 50% orless. In
the small scale sector, 9 units have foreign equity exceeding 50%;, while 6 units have 50% or less of foreign equity.

10. According to the Industrial Policy Resolution of 1956, the pharmaceutical industry can be developed both
in the public and private sectors. The Government of India set up in 1954 the Hindustan Antibiotics Limited,
at Pimpri for the manufacture of antibiotics, and Indian Drugs and Pharmaceuticals Limited in 1961 with two drugs
manufacturing units, one at Hyderabad for the production of synthetic drugs and the other at Rishikesh for the pro-
duction of antibiotics, with the following objectives :-— C

(i) to make the oountry self-sufficient in drugs and pharmaoeuticals;
(ii) to free the country from foreign exploitation; and

(iii) to provide cheaper medicines in adequate quantity to the people.
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_ 11, Out of 116 units borne on the books of the Directorate General of Technical Development (DGTD) 64
units produce bulk drugs and formulations. While 15 manufacturer bulk drugs only, 18 others manufacture only
formulations and 5 have been recently jssued industria] licences or have been registered for m-nuficture of Hulk
drugs an formulations, There are 14 units which are engaged in the production of gelatine capsules, P asnnt
volumes expanders, sutures, ¢tc,, with or without other drug formulatjons. ’ '

12. The industry has been expanding its manufacturing activity, and the total turnover of this indusrry in
t;:pgc;h of bulk drugs during the year 1973, has been estimated at about Rs, 75 crores, and that of formulation- at
. ciores. '

13. The statement (Annexure—1) shows the names of the various antibiotics and other major bulk drugs pre-
seatly produced in the country. The statement also shows the production of individual units during the years 1970
1971, 1972 and 1973 along with their Jicensed capacities, as well as the further capacities which have been approved
under the Letters of Intent issucd. The targets for the yeais 1978-79 .and 1983-84 estimated by the Task Force set
up by the Planning Commission have also been shown in columns 4 and 5 of the statement. This statement, how
ever, doss not cover the data in respect of small-scale sector.

14. While the industrial units in the smali-scale sector are mostly engaged in the production of formulaiions,
some of the units are also producing bulk drugs, which are either formulated by themselves or oifered for sale o
other formulating units, both in the small-scale and organised sectors including the foreign units, The data furnished
by the small-scale sector units, in response to a querv made by the Ministry of Petroleum & Chemicals, has been
compiled in Annexure II, It will be seen theretrom, that a number of bulk drugs like Nicotinic acid/amide, |.N.H.
Paracetamol, Lignocaine, Phenyl butazone, Diazepam, Diphenhydramine, Diethy! Carbam cizine Citrate, Imi-
pramine, Meprobamate, Tolbutamide etc. are produced by this sector. These drugs are also produced by the orga-
nised sector of the industry, According to the data available, it is noted that in a number of cases the starting materials
utilised by the small-scale sector are the same as those used by the organised sector units while in some other cases,
they ditfer. Examples of the first catcgory i.e, where both the smali-scale sector and the organised sector units
utilise the same raw materials in the manufacuure of the concerned drugs, are as under :

Paracetamol . . . . . . . Diazepam
Di-iodo-oxy-Quinoline . . . . . . . Thiacetazone
Methanamine mandalate . . . . . .. Imipramine hydrochloride

Nicotinic acid/amide . . . . - Chlorpromazine Hydrochloride
Isonicotinic acid Hydrazide . .  Meprobamate

Oxy-phenybutazone
Names of the bulk drugs where the small-scale sector use later stagé raw materials as compared with those used by

the organised sector are :-—

Diethyl Carbamazine Citrate . . . . . . Sulphamethiazole
Sulphadiazine . .. . . . . . Aspirin
Piperazine salts Tolbutamidd
Riboflavine 5-Phos. Sodium . . . . Phenyl butazone
Phenpacetin ' -

15. The quantum of production ducing 1973 of bulk drugs, which are produced both by the smali-scale as
well as the organised sector units has been shown separately in Annexure IIZ, It will be seen that the production of
such drugs which are already undertaken in the small-scale sector alongwith the capacities licensed or covered by
letters of Intent issued in favour of the organised sector units if utilised fully would take care of the estimated require-

ments of such drugs for the 5th Plan period in,many casss. o i

16. The quantities of synthetic drugs and antibiotics produced by the different sectors of the indusiry. in 1973
are shown below :— !
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Wholly Indian

Units

huving

owned units foreign  equity

I-em Uit Puldic Secter  Ld wais with i more than
equiny partici- 50
pation upto 5007
1 1 3 4 s
1. Amibiotics
Penicillin MMU 116 SR 110.64
Streptomycin T 95.73 34.12 ..
Tetracyclines . T 24.21 7.04 58.02
Chloramphenicol . T . 15.82 31.37
Othors T 0.27 3.5
. Syuthetic Drugs
Sulphas T 670,13 453.81 136,75
Anti T.B. T 144.61 315.64 159. 64
Anti Dysentery . T 83.62 28.70
Anu-leprotiv T 1,07 7.09
Anti-dizbetics-Insuiin MMU 98,03
Svnthetics . . 53.02 9.8
Anti-malarils T 29.02 6.01 20.21
Anti-filartals T 1.04 6.61
Anzesthetics T 417.938 .
Anti-pyretics
Analgesics and Anti-gout T 276,43 1487.79 0.87
Anthelmintics . . T 66.53
Barbiturates T 2.18
Corticosteronds, hormornes . Kgs 31414 2262 .65
Phyto-chenicils T 5.95 42,15 0.13
Vigamin A . MAMU . 17.38
B 1 T 27.19 .
B2 T 1.21 .. ..
B2 | .. 55.08 123.60
C T 261358 ..
Folic Acid T 2.2 ve
Nicotinic acid/amide . T 14.92 86.18 ..
Vitamin D2/D3 . Kys. . 75,939 ..
E , T . 5.32
K . Kpgs. 366.40 ..
Paninenoi . T Q.60
Anti-histantinics . T 4.3 1.51
Dhiureiics T 0,67 0.63
Vasodilators . T 4.47
Anti-depressants T 6.85 4.78
Anti-hypertensive and CVS Drugs . T 1.00 .
Immunological agents T Producediby
Govt and Indian
units, "¢
__ Others T 115.60 117.16
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. -17. The production of various bulk drugs by the orgarised sector of .he industry during the year 1952, 1957,
1960, 1965,71970 and 1973 is indicated in Annexure IV. This shows the extent to which the industry has been able
to take up the production of the bulk drugs and the growth attainzd by it during this period. Whatever laudable
progress may have been achieved by this industry so far, it is still far from mcctini the requirements of the country.
The progress attained so far is not commen-urate with the increasing needs of the country particularly in respect
of the bulk drugs. Even for a number of itemns which are currently produced within the country substantial imports
are being made. The quantum of imports during the last 3 years in respect of the bulk drugs produced indi-
aenously, is shown in Aunexure V. This would give an idea of the extent to which the industry would need to gear
itself to mzet the country’s requirements. It would also be seen when compared with Annexure 1, that in respect
of a number of jtems, while capacities have been covered by industrial licences issued, there has been no proeduction
in 1973 in respect of certain items, while in oct of a number of other, the production achieved is much bslow
the approved capacitics. The reasons for non-implementation or under-implementation of proposals/capacities
arc many, such as delay in the procuremsnt of equipment/raw materials, poor technology, management problems,
uneconomic production, etc.

i8. 1t has been mentioned earlier that more than 2500 units are there in the smll-scale sector,  Although
authentic data are ncot available, their production is estimatsd to be about 209 of the over-all turnover of the indus-
try. Some of these cmall-scale units ars run by technologists and they are playing an important role in the pro-
duction ¢f bulk drugs from basic, stages as well as intermediates and pharmiceutical chemaicals required by this
industry. Such units would be able to play a vital role in the future growth of this industry by taking up the manu-
facture of additional new bulk drugs as well as in expanding the production of the existing items to help mect the
future requirements of the country. The pharmaceutical industry provides 8 wide opportunity fo this  class of
entrepieneurs, particularly in respect of items which involve relatively less capital investment and where techology
would pose no serious prablem for their manufacture, The small-scale sector could then be cxpected to make a
major break-through and contribute substantially to the nation’s efforts towards splf-reliance. Annexure il shows
the quartum of bulk drugs and pharmaceutical chemicals presently produced in this sector. The Committee during
its visits to the various parts of the counfry, ntoted with satisfaction that a number of small-scale units are con-
fining their manufacluring astivities only to the manufacture of bulk drugs, without the support of formulations
It is necessary to provide adequate incantives and assistance to this ssctor for its growth, particularly in the field

_of basic manufacture.

19. 1n spite of the considerable growth attained so far by this industry, a farge numbcr of butk drugs still require
10 be imported to meet the present deminds.  Aanexure VI shows the namss of the bulk drugs imported into the
country during the vear 1973-74. The items have been identified in the statements (a) those whose individual import:
were more than Rs. 10 lakhs ea :h and (b) those whose imports’ were valued between Rs. 5 lakiis and Rs 10 lakhs.
It will be seen therefrom that the following 6 antibiotics alone accounted for a total import of about Rs. § crores.

o (Rs. in lakhs)
1. Ampicillin . . . . . 160.69
2. Eryrhromycin . . . - . . . . . . . . . . . 66.39
3. Grutamycin . . . . . . . . . . . . . . . 42,23
4. Stroptomycin . . . . . . . . . . . . . . . 63.14
S. Tetragycline . . . . . . . . . . . . . . 73.59
6, Chloramphenicol . . . . . . . .. . . . . . . 86.54

Total . 492.58

. 30, The number of items whose individual imports were valued at more than Rs. 10 lakhs, is 38, while 26 ites
were imtported whose individual values ranged between Rs. S and Rs. 10 lakhs. To summarise, the following numt
of bulk drugs were imported during 1973-74, having individual value range as indicated against each :—

(Rs.in('.ﬂ
Above Re.50lakhs ., . . . 4 . e+ e e e s
Betweon Rs. 25 lakhs and Rs. 50 lakhseach . . . . . . . . . . . . io
Between' Rs. 10 Iakhs and Rs. 25 lakhs sach . A e . . . . . . . . 19

Between Rs. 5 lakhs and Rs. 10 lakhs each . e . . . . ) . . 26
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Spnerespect of a number of items where the imports during 1973-74 were more than Rs. 10 lakhs each, expansion: in
their local production has been taken on hand and the imports durmg_ the next year are expecth to come down
substantially with increased local output. The items covered under this category would be Analgin, Tetracycline,
“Streptomycin, Chloramphenicol, Chloroquin, Sulpha-'g_uamdme, S}Il_phamethoxypndazme, ’Vllamm C, and Ampi-
cillin. In respect of number of other products. additional capacitics haj,'e been approved for their manufact ure
.ard with the increased production their imporfs would aiso come dcwn in course of time. Examples under this
group are, Procaine, Dilaxonide, Panthenol, Vitamin E, Vitamin P, Metrqmdazoie, Diazepam and Frusemide,
In the case of the following bulk drugs, the projected requirements for the Fifth Plan period have been covered by

industrial licences and Letters of Intent issued.

Kanamycin Chloroquin/salis Vitamin B-1
Sulphaguanidine Analgin B-2
Sulphadimidine Indomethacin ) B-6
Sulphadimethoxine Probenecid Xanthinol Nicotinate
Ethambutol . Diazepam

Ethionamide Chlofibrate

Metronidazole . Folic acid

Diloxanide/Furoate

It is expected that the quantum of imports would come down after the units go into production,

21. Total imports of major bulk drugs during the last 3 years have been summarised as under, group-wise :—
(Rs. in lakhs)

S . Group of drugs 197172 197273 197374
No.
1. Antibiotics e e 884.16 615.97 571.82
2. Anaesthetics/analgesics . . . S 90.66 95.23 113.09
3. Aatiamoebic (dysentery) . . . . . . . . . . . . 23.76 35.28 40.55
4. Anti-cancer . . . . . . . . . . . . . . 4.77 8.11 8.47
5. Anddiabetics : Insuin . . ., . ... 32.41 7.06 7.37
Orals e 7.02 7.79 5.29
6. Anti-epileptics . . . . . . . . . . . . . . 2.70 5.22 6.23
T Amtileprosy . . . L. Nil Nil Nil
8 Anti-malarials . . . . . ... 77.21 129.64 64.37
9. Anti-histaminics . . . . . L. . . . . . . 15.76 24.35 18.38
10. Anti-T.B. . . . . ... 25.64 4.64 10.18
. Cardiac . . . .. L L. 4.70 7.54 10.06
12, Diuretics . . . . . . . . . . . . . . . 2.76 23.13 12.17
13. Hormones/Steroids . . . . . . L. . . . . . 86.43 78.58 98.17
14. Immunologicals e e e . . 12.41 12.25 5.98
I5. Sulphas . . . . ... 211.81 170.77 110.06
16. Tranquillizers . . . . . . . . ... 16.06 14.18 58.70
7. Vitamins . . . . . . . . . . . . . . . 199. 87 184.85 246.37
18. Barbiturates . . . . . . . . . . . . . 8.31 10.57. 7.82
19. X-Ray/Diognostic agents . . . . . . . . . . . . 2.26 6.49 9.50
W.Catguts . .. L 0.15 0.63 Nil

21. Others 400.33 31063  306.46

ToraL . 2109.17 1752.44 - 1711.03
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Expoits vs Imports‘:

22. Drugs and pharmaceutical industry is included in the list of priority industries which carry an export obL
gation. The individual units in this industry are liable to a2 cut in their import requirements/entitlements whose
export performance is less than 5% of their preduction during the previous year.,  Thz cuts imposed are on a slab
system as indicated below —

Export performance Cut imposed
1. No exports or export less than 1% . 20°%;
2. Export 1% or above, but less than 2% 15%
3, Export 2% or above, but less than 3% 16%
4. Export 3% or above, but less than 47, 7.5%
5. Export 4% or above, buat less than 59 . . . . . . 5%
6. Export 53 or above . . . . . . No cut.

23, The above cuts apply to the entitlements for imp;med raw materials required for the manufacture of
the products listed below ;:—

1. Antibiotics Preparations.

. Emeting prepatations.

. Quinine sulphate.

. Quinine preparations—others

. Strychnine preparations. : .
. Brucine preparations.

. Ayurvedic and Unani Medicines.

. Antacid and Digestive preparations.

. Cold, Cough and Bronchial preparations,

. Asthama, Catarrah and Hay Fever preparations,
. Gripe water. N

. Headache, Neuralgia vnd Pain Remelizs.

. Disinfectants.

. Salves, Ointments for Burns, Cuts etc.

15. Tonics, Blood Purifiers and Emulsions,

6. Proprietacy and Patent Medicines n.o.s.

17. Botanical drugs and derivatives.

o 0 NN B W N
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18. Beta Ionoze.
24. The cut as mentioned above would not apply to the raw matericl requirements in respect of otner end-
products of this industry. The export obligation, however, does not apply to :—
(i> small-scale units; ani
(ii) other units which have not completed 5 years of production.

25. Depending upon the export performance of the individual units this industry aiso enjoys a preferential
treatrent in respect of their imports of raw materials. In order to help production for exports, units which export
10%; or more of their production are entitled to the following facilities : — :

(i) expansion of their export production; and
(ii) import of their requiremeats from preferred sources of supply. N

Industrial units exporting 257/ or more of their production are eligible to import a higher quantum of their require-
ments against free foreign exchange. Normally, DGTD now allows imports of raw materials etc. in equal jpro-,
portions from both the General Currency Area (GCA) and Rupee Payment Area (RPA), i.e. the Actual =rs’”
_import licence values are divided equally, as 507 from the former and the balance of 509 from the latter. Inicase
of units exporting more than 10% of their production, the G.C.A. value is increased to 75% and correspondingly
. the'R.P.A. portion is reduced to 257, depending upon the availability of the required raw materials from the}zes-

. ‘pective sources, In case of esscntial raw materials, additional ad-hoc imports are also allowed in deserving -

- CReCS.

5T SN
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_ '26. According to the statistics ‘compiled by the Basic' Chemicals, Pharmaceuticals and Cosmetics Bxport
- Promotion Council. the cxports of drugs, pharmaccuticals and fine chemicals during the last 3 years have been a.
under :—

Yeat Rs. crores
197872 . . . . . . . . ) . . . . . . . 10.32
1972-73 . . . , . . . . . . . . . . . . 13.33
1973-714 | . . . . . . . . . . . . . . . . 37.5%

The details of the exports of drugs, pharmaceuticals and fine chemicals during these 3 years, have heen givon in
Anaexure VII. [¢ will be seen therefrom that 2 number of products viz. Streptomycin, Chloramphenicol, Oxy-
tetracycline, Anti-diabetic drugs other than Insulin, Chloroquin and its salts, some of the sulpha drugs, Salicylic
acid, Salicylamide and phyto-chemicals like Emetine, Quinine and its salts, Strychnine and Brucine alkaloids, Ber-
berine Hcl. etc. along with their preparations have also been exported besides a number of other drugs/formulations.
The above figures include the exports of medicinal castor oil during these years as under :—

Year {Rs.ferores)
1971-712 . . . . . . . . - . . . . . . o - 0.23
1972.73 . . . . . . . . . . . . . . . . . 2.0

- 197374, . . . . . . . . . . . . . . . . 21.13

27, D:ugs and pharmaceuticals produced in India are now being exported to 80 countrie, including the de-
veloped countries like UK, USA, West Germany, USSR, Japan and cthers, who buy mostly the basic drugs and
fine chemicals, Total exports of drugs and pharmaccuticals, excluding medicinal castor oil, accounted for about
3% of the indigenous production.

28. There was a remarkable increase in the cxport of Quinine salts. Exports in 1973-74 were of the value of
* Rs. 1.18 crores, as compared to Rs. 0.70 crores during 1972-73, the main buyers being West Germany, Hungary,
USSR and Bulgaria. )

29. There has also been a substantial increase in the export of crude drugs, exports having gone upto
Rs. 7.70 crores in 1973-74, 15 against Rs. 4.29 crores in 1972-73.  Major items were Psyllium husk/seeds and
Senna leaves and pods. ,

30. Annexure VII[ weuld give the details of exports of drugs, pharmaceaticals and fine chemicals effected
during the 6 monthly period April/Sept. 1974, as compared to the corresponding periods in the earlier two years
i.e. April—September, 1973 and April—September, 1972. The total exports, including medicinal castor oil, during
the ha!f vearly pariods of 1974, 1973 and 1972, have been as under : —

April—September, 1974 . . . . . . . . . . . . . . Rs. 25.3 crores
(estiniated)

April—September, 1973 . R . . . . . . . . . . . . Rs.17.64 crores

April—September, 1972 . . . . . Rs. 5.07crores

An analysis of exports during this half yearly period of the threc years would bring out the following data
which would show that there has been a considerable increase in the export of rhese items over the year :—

(Rs./Lakhs)
ftem April— April— April—
Sept.*74  Sept.’73  Sept.'72

Quinine salts/alkaloids | . . . .. ) .. .. . Cy 13947 55.71 31.36
Antibiotics and their preparations other than Streptomycin, Penicillin, Oxytetracycline and . 35.21 13.50 ' 9. 83
Chloramphenicol . . . . . . .

Nux Vomica alkaloids . . . . . . . . . . . . . 13.88 12.37 6.47
Certain sulpha drugs . . . . . . . . . . . . . 1.12 0.23 0.0z
Salicylic Acid . . . . . . . . . . . . . . . 18.02 Q.14 0.9
Medicinal Castor oil . . . . . . . . . . . . . 1569.89 1228.08 37.68
Saficylamide . . . . . . . . ... 4.13 -

. 31. Besides the general export obligation under the Trade Control Policy, certain specific export conditions
.are of late being imposed now while approving proposals under tae Industries (Development & Regulation) Act, -
for the manufacture of new drugs as well as for expansion, particulatly in the case of firms having majority foreign

oquity participation. - The quantum of export stipuletion imposed varies between 107 and 6‘8% depending upon
the nature of the product and its possible demand in the export market.

I—M of Pet. & Chem./75—4
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32. The data furnished below would show the groaing imbalance between import requirements of the industry
and the export earnings :—

} (R5. crores)
i“xpoits of drugs. pharmgccu:icais and fine cheicals

1963-64 ., 2.00

1965-66 . 4.80 [ "

1967-68 . 4.63 | incl. Med. castor oil

1969'70 - 713] i1 "

1971-72 . 10.33 ' »

lv:3-14 37.54 - "
Import of drugs and pharmaceuticals etc.

. ) (Rs./crores)

1963-64 . . . . . . . . . . . . . 13.17

1965-66 . . . . . . . . . . . . . 13.90

1967-68 . . . . . . . . . . . . . 2€.51

1969-70 . . . . . . . . . . . . . 26.19

1971-72 . . . . . . . . . . . . . 35.04

i973-74 . . . . . . . . . . . 37.50

It may be seen that while exports have gone up from Rs. 2.00 crores in 1963-64 to Rs. 37.54 (Rs. 16.41 crores,
excluding medicinal castor oil) in 1973-74, imports have gone up from Rs. 13.17 crores in 1963-64 to Rs. 37.50
crores in 1973-74. The production of finished formulations during this period increased frora Rs. 120.0 crores in
1963 to Rs. 370 crores in 1973, This would indicate that the industry has to strive hard to reduce the import bill
through increased production.

+

33. Distribution pattern of drug:

It would be interesting to ceview the shares of the various drugs. according to the different therapeutic
groups, in their sales through the trade channel. A study of the market survey undertaken by a commercial re-
scarch group would reveal the following interesting data. The study made by this research group is based on the
sales of finished medicinal preparations of about 120 companies effected through the trade channel. These data
were worked out on purchase records maintained by 532 chemists spread out all over India. These, however, do
not cover the off-take by the non-chemists i.c. the doctors, hospitals, Government agencies etc. The following
percentages agaiust the various categories of products during the vears 1969, 1971 and 1973 have been worked out :

Category of products 1969 1971 1973
1 2 3 4
1. Antibiotics . . . . . . . . . . . . . 20.7 19.3 19.9
2. Vitamins . . . . . . . . . . . . . . 12.7 12.1 11.7
3. Cough & Cold preparations 5.7 6.0 5.5.
4. Haematinics . 5.1 5.5 5.3
5. Tonics & Health restorers 4.7 5.0 52
6. Hormones . . . 5.1 4.8 4.8
7. Defmatological preparations 3.5 3.9 4.1
8. Analgesics . . . 3.5 3.7 3.8
9. Anti-rheumatics 2.9 3.1 K
10. Anti-diarrhocals 3.2 2.7 3.1
11. Dietetics . . . 3.4 3.1 2.6
12. Enzymecs and digestants 2.8 2.7 2.5
13. Cardio-vascular drugs 1.9 1.8 1.8%
14. Anti-spasmodics 1.4 1.5 1.8
15. Psyohotherapeutics 1.8 1.6 1.7
16. Opthalmologicals . . . . . . . . . . .. 1.6 1.9 1.7
17 Anti asthmatics S 1.4 1.6 1
18. Amoebicides . . . . . . B 0.9 1.3 1
19. Anti-T.B. preparations B 1.2 1.5
20. Antacids ., . . . . . . . . . . . . 1.2 1.4
" 21. Anti-fistaminies I . . . . . . . . . 1.2 1.4
1T 1.8 -
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¢~ 34. As mentioned earlier, in the computation of the above figures, only the sales effected through the retail
. trade channel have been taken into account. Significant purchases are also made by the Government agencies,
« hospitals and dcctors, which have not becn reflected in those estimates. The iow percentage in respect of Sulpho-
nomides and Anti-T.B. preparations could be due to the fact that such preparations are made available in jerge
quantities 10 the consumers through the hospitals and other Governmental agencies.

35. It would be seen from the above that about 229 of the market share is enjoyed by Vitamins, Tonics and
heaith restorers and hacmatinics, while about 209/ was shared by the antibiotics. There has been a decline in the
sales of Sulphas through the trade and an increase in the amoebicidals. [n the case of other categories of medicines,

the market share has been n.oie or less the same over the years, wii uauor changes.

Research and Development

36. It is well-known that the drugs and pharmaceutical industry is highly research-oriented and the key role
that R&D plays in this industry cannot be over-emphasized. The need for intensive research and development
work in any field of industrial activity is of utmost importance, but this is more so in the ficld of drugs and phar-

. maceuticals.
. 37. According to the present estimate, the expeaditure on research and development activity incurred by the
industry in India, is about Rs. 4.5 crores per annum, about 1.1 of the total turnover by the industry in 1973,
The expenditure is woefully inadequate when looked at from the angie of total turnover by this industry, vis-a-vis
the expenditure incurred on R&D in the developed countries and the turnover attained. While the expenditure
by any individual unit hzre does not exceed 5% of its turnover, except for Haffkines (14 %), the R&D expenses in-
curred by a number of units in the developed countries range between 12—15% of their turnover. Although some
of the foreign units opcrating here enjoy the benefits of research undertaken by their pareat organisations or asso-
ciated laboratories abroad, it is absolutely essential that these units also take up R&D activity in right earnest. -

38. An analysis of the data from 71 pharmaceutical companies in the organised sector revealed that while 54
companies have research and development departments, the remaining 17 companies have made no investments so

far in research and development programme,



ANNEXURE-I

Statement showing names of major drugs including Antibiotics, Capacities licenced, Prcduction targets etc.

(Chapter I[—Para 13)

SL .. Item Umt :I;;r-g-etrgf—r;quire- ﬂl:lame of units  Regis- Production Letter Total
No. ments tered/ of of
1978-79 1983-84 Licen- 1970 1971 1972 1973 Intent 7& 12
ced Ca-
pacity -
1)) ) (€)) “@ (3) 6) (4] 8) @ @qo (1D (t2) (13)
Antibiotics. C .
1. Peuicillin . . MMU 780 1560 {.D.P.L. 140 29.94 65.82 54.21 56.23
H.A.L. 84  60.97 55.47 ©£4.56 80.65
_ Alembic 10C 49.18 48.13 43.43 57.71
Standard 40 41.44 53.47 47.95 52.93 45
364 181.53 220.89 230.15 247.52 409
2, Streptomycin . T 825 1650 L.D.P.L. 85 15.67 22.00 30.89 24.50
H.A.L. 90 65.57 63.10 71.90 71.23
Synbiotics 62 76.44 92.80 24.92 82.46 108
Alembic 20 - ... 0.75 1.490 1.66
257 157.68 178.65 199.11 179.85 365
3. Chloramphenicol & its T 390 780 Parke Davis 20 Nil 9.51 9.70 11.79
Esters Bnehringer Kuoll 30 25.25 34.23 28.66 19.58
Dey-Se-Chem 53 12.37 2.81 Nil 15.35
Mac Labs. 0.8 0.29 0.49 2.70 0.47 24.2
Themis 5 New Uit
108.8 37.91 47.04 41.06 47.19 133.0
4. Tetracycline Hcl T 200 350 LD.P.H. 2s 7.88 11.73 14.52  14.58
*Includes Chlortctra- H.A.L. 1.5 Nil Nil Nil Nil
cycline & Dimethyl- Synbiotics 3 0.214 1.31 3.712 7.04 27
Chlortetracycline *Cyananid 10 4.31 8.64 7.03 2.63
Pfizer 5 Nil Nil Nil Nil
5. Oxytetracycline . T 88 160 Pfizer 9 25.35 2946 36.59 39.72
I.D.P.L. 25 6.05 11.95 3.08 10.63
6. lli)nimethyl-Chlorletracyc- T 23 46 Cyanamid 6.82 4.62 7.71 8.78
c
7. Chlortetracycline T ... LD.P.L. 70 Nil Nil Nil Nil
Cyanamid 0.63 1.59 0.75 0.89
*1.40 . 0.44*
*Veterinary Quality 148.5 52.65 69.30 73.30 90.7t 178.5
8. Amphotericin . T 3 6 Synbiotics 1 1.54 0.25 0.55 0.39 1
9. Neomycin Sulphate . T 10 1§ Syabiotics 0.3 0.742 0.57 0.66 0.31 2.7 3
: : H.A.L. 2.0 Nil <+ Nil Nil 5.00
70. Nystatin . . . T 3 4.8 LDPL. 10 w 0.62 074 027 e 10 i

26
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1). Ampicillin & other T
semi Svathetic Penicillins
12. Bagitracia . BU
13. Cycloserine . T
14. Ecythromycin Base & T
Esters
15. Griseofulvin . T
16. Hamycin Ksgs.
17. Kanamycin . T
18. Oleandomycin Kgs.
19. Doxycycline
20. Polymyxin Kgs.

21. Cephaloridine

22, Gentamycin

23. Rifampicin

24. Framyretin

25. Lincomycin

26. Aureofungin .

Sulpha Drugs.
1. Sulphadiazine . . T

2. Sulphacetamide & deri- T

vatives

3. Phthaly! Sulphathiazole T

- 4. Succinyl Sulphathiazole T

5. Suiphamerazine . T

“ (5) (6) N
33 10)  Panbdaxy 5
Cipla 0.73
H.A L. 5
Alembic 5
Uni-citen No ca-
pacity
fixed
23 46
8 16
30 69 Alembic 6
Themis 4
H.A.L.
Abbott
20 40 LD.P.L. 6
150 240 HALL. 250
0.8 1.6 Alembic 1
1506 2400
Ranbazy
LD.P.L.
130 260
H.A.L. 0.5
230 460 Atul 18D
May & Baker
Cibatul
80 160 LD.P.L. 50
East India I8
Bengal Immunity
Albert David
150 280 M.S.D. 3.5
I.D.P.L
Ciba
May & Baker
8 19 May & Baker
Merck Sharp &
Dohme 3.5
34 35

27

Q)

@ @ an
0.02  0.16 1.05 2.84
15.21 nit nil nil
Nil Nl Ni Nl
NI 0.79 4.33 20.89
5575 53,95  S51.04 42.47
Nil N 435 3009
5575 S4.74  59.72  94.45
737 19.35 32.22 0.8
13.69 10.75 11.42 5.70
00t Nl 006  Nil
Nil Nl Nl Nil
2110 30.10 43.70  6.50
Nil  Nil Nl Nil
—_ — Nil
Nil Nl Nl Nil

a1 a3
15.75
6
+4 20
€
250
1
2.5
5.0 7.3
30
100

50
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o (A

6. Sulppathiazole/Sodium T

7. Sulphafurazole
8. Sulphamethizole

9, Sulphasomidine/Sodium T

tuocluding Sulphamoxolc)

10. Sulphaphenazole/Sodium T

11. Sulphamoxole

12. Sulphaguanidine

13. Sulphamethoxy-
Pyridazine

14. Sulphadimethoxine

15. Sulphamecthaxozole

16. Sulnhanilamide .
17. Sulphadimidine/
Sodium . .

18. Sulphapyridine .

19. Sulphacetamide .
Phthalyl .

Anti T.B. Drugs.
1. Pas & its Sales

3 @
T 6
T i2
260
120
T 45
T 135
17
T 30
T
T 1010
T
T
Cibatul
Sulphadizine
Sulphathiazole

Sulphasomidine

Sulphaphenazole
Sulphamethazine

T 1000

)

7
13
465

350 Cibatul

70

145
19

55

2020

320

1200

(12)

(13)

(6 )] ® (€)] 10) an

May & Baker Nil Nij Nil Nil
Atul Products, 240 272 6317 93.05 159,97

Cibatul 127.58 55.07 120.13 1356.59
Ciba - — —  1.26

149.30 118,24 218.18 317.82
LD.P.L. 5 1.09 1.26
Ciba 54.74  68.95 82.93 61.79
Cibatul 456.43  21.39 97.02 21.66
German Reme-
dios 21.6* Nil Nil Nil Nil
101.17 103.34 177.95 83.45
40.t5 46.89 43.72 18.28
Ciba 36.11  54.55 40.80 19.8Y
L.D.P.L. —_ — —_— —
German Reme-
dies 7.73  10.91 15.52  38.02
L.D.P.L. 250 156.54 210.40 208.64 265.97
I.D.P.L. 30
Roche 18
Cipla 5.5
IL.D.Y.L.

IL.D.P.L. 150 8448 13690 13169 71.88
1.D.P.L. 500 126.37 225.79 218.8%3 328.81
May & Baker nil 0.12 nil  0.04
Cibatul nit nil nil nil
May & Baker 17.44  20.12 8.13 11.30
East [ndia 0.35 0.07 nil nii
Albert David 1.76 2.58 0.85 1.35
B.I nil nil 0.03 0.26
IL.D.P.L. 1§ — —_ 1.44 1.41

(Combincd Capacities for Sulpha Drugs)
Ciba Geigy 95T May & Baker
Sulphaphenazole Sulphadiazin:
Suiphathiazole Phthalyl Sulpha-
thiazole
Sulphasomidinc Succinyl
Sulphathiazole
Sulpha methyl Phenazole Sulphamerazine
Sulphapyridine
Sulphathizole
Haryana Chemicals —
A.M. Raja —
LD.P.L. 150 nil  36.25 98.69 135.90
Pfizer 110 95.26 84.54 93,94 119.33
Bio Evans 120 92.60 109.5t° 70.10 56.06
Bio Synth 100 95.50 104.40 67.70 51.16
Wander 300 182.76 150.84 153.94 135.82
780 465.12 485.54 484.37 498.27

50

150
500

210T
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Isoniazid (INH)Y

3. Thiacetazone

. Bthambutol

Pyrazinamide
Morphazinamide

Ethionimide

Prothionanude .
Anti Dysentry Drugs.

Halogenated Oxyquino-
lines
lodochloro—

Hydoxyquinolines

Dilodo Hydoxyquino-
lines

(Capacities shown against
cach unit cover both Di-
iodo and 10do-Oxy-
qu:nolines)

3. Di-Brome Hydoxyqui
noline

3)

= e e e e e e o e e e

T

)

268

70

1.22
12

450

)

S30

140

25

24

1.75

25

29

(6)

(10 an

12

@] ®) ®) (13)
Cal Chemicals - 0.05 nil nii ail
B.ngal Immusity 26 5.32 4.98 3.07 1.47
Chemo Pharima 35 9.18 20,66 23.99 26.55 65
Cipl= 10 0.7t 1.17 0.28 0.13
Bio Evans 9.96 9.96 12.64 15.31 11.72
Synbiotics 27 3.40 3.96 4.60 nil
LD.P.L. 20 nil nil nil nil
R.C.P.W. ta 0Ins 004 0.05 0.06
Plize. 30 nit 16,62 49.00 50.31
Suneeta 40 — 2292 25.14 6.24
Albert David — — nil nil nil
Warner Hindustan 50 nil nil nil nil
Dev. Corporation
of Konkan 100
293.56 28.715 83.00 121.44 96.48 458.56 ’
Bengal Immunity 25 nil nil nil nil
Bio Evans 30 nil 0.09 nil nil
Chemo Pharma 25 2.31 0.59 0.40 1.30
Unichem 12 2.65 8.16 15.00 i4.98
Albert David 0.6 0,05 0.04 0.07 0.06
Suneeta 30 — 8.12 12.39 10.11
I.D.P.L. —_ —_ 0.95 1.08 8. 71 R
1226 501 17.96 2894 35.16 127.6
Themis 15
LD.P.L. 15
Cyanamid
Sarabhai 1
Suneeta 12
P.C. Sharma 5 53
Uni Sankyo 3 3
Suneecta 12
Thqmis 8 20
Themis 2 2
{
East India 112 30.85 33.42 38.24 25.77
Atul 80 29.40 42.0.1 30.65 38.88
B.C.P.W, 6 0.35 0.45 0.30 0.29
Albert Davida 0.13 Nil Nil 0.38
Syn biotics 7.2 1.54 2.16 0.73 0.64
Hind Chemicals 7.2 Nit 0.13 0.02 0.15
Unichem 25 3.08 6.68
62.27 78.17 73.02 72.79
Albert David 1.72 2.59 1.19 1.63
East India 0.86 0.19 Nil Nit
May & Baker 4.2 4.32 1.57 5.35 4,57
Synbiotics 2.94 0.29 0.73 i.70
Bio Evans 29 2.93 2.22 220 1.47
B.C.P.W. 0.03 0.01 0.02 0.07
Bl 0.17 0.21 .. Nil
Therapeutic 120 — 410 2.55 4.40
LP.C.L. 8 - 0.20 0.73 3.56
Vs
398.6 12.97 11.38 12.77 17.40 393.6
Sandoz 28.8 -14.35 14.63 11.17 1026 11.2 40
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4 Brobenzoxaldine Sandor, 6,46 0.44 3,15 6.18
S, Fmctine & Dehyvdroe- Kus 900 i470 Burroughs Well- 250 1634 13220+ 16.69+ 23.83 750
metine come Nil 1.10
Whilfens 500
6. Metronidazole T 50 100 May & Baker 0.602 0.8 530 692 767 0.602
Indo Pharma 4 -
1.D.B.L. 10
Suneeta 10
Unichem . 6
Cipla 12
K.A. Reddy 10 73.204
7. Diloxamide/furoate T 35 55 Boots 12
Ranbaxy 24
Cipla 2.5 8.5
Anti Leprotics Drug.
1. Diamino-diphenyl Sul- T kI 30 B.W. 10.8 7.07 1.23 7.64 7.09
fone (DDS and deriva- B.C.P.W. 6.9 1,16 1.08 1.07
tives) Albert David -— Nil Nil Nil Ni!
B — Nil Nil Nit :
8.23 231 7.64 8.16 17.7
2. Clofazimine T
Anti Diabetics.
1. Tnsulin MU 3000 6000 Boots 1500 807.04 733.01 631.79 .898.03 — 1500 g
2. Tolbutamide T 75 100 Hoechst 72 40.93 28,99 58.07 57.62 '
B.CP.W. 1.2 Nil Nil Nil 0.05
Albert David 3 Nii Nil Ni! Nil i
Bio Evans 0.96 Nil Nil Nil Nil 77. 16$
1. Chlorprupainide T 40 70 Pfizer i 6.5 6.22 11.97 12,93 9.08
Albert David 1.0 Nil Nit Nil Nit 3
B.C.P.W, . 1.2 0.13 0.08 0.45 0.35
Bengal Immunity 0.6 — —_— — — i
LD.P.L. — _ —_ - —_ 15 243«&
4. Phenformin . T 15 30 B.L 1 0.30 0.03 Nil Ni! {5
5. Glybenclamide T Hoechst 0.2
LD.P.L. 5.0 7.2
Ant: Mala ials.
1. Quinine Salts Govt. Factory
Madras — 2119 11.69 12.73 8.71
West Bengal —  27.34 2452 1691 20.31
Cipla — 0.22 0.04 0.11  0.18
2. Amodiaquin T 55 116 Parke Davis 36 2406 1698 25.74 9.89
Albert David 1 Nil Nil  0.05 Nil
Suneeta 6 G.50 0.95
3. Chloroquin & its Salts T 150 225 Bayer 12 13.89 22,20 22.72 10.32 24
Bengal Immunity 10 1.88 Nil 1.1 2.63
Saneeta 18 — 0.75 2.25
IL.D.P.L. . 80
Themis 48
15.79 22,70 24.58 15.20
4. Primaquin T 1.8 2.5
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Anti Ui

1. Diethvicarbam 2zire T
Citrate

Anaesthetics:

" 1. Procaine HCL . T

2. Xylocaine/Lignocaine T

1, Ether BP Anaesthetic, T

3

4. Ethyl Chloride . T

5. Halothane .
6. Carbocaine
7. Marcaine . . .

8. Ketamine Hcl. . .
Analgesics, Antipyretics &
Anti Gour,

1. Aspirin - . . T

2. Sodiuni Salicylate . T

1. Phenacetin. . . T

4. Paracetamol . . T

1—M of Pet. & Chem./75—3

{4)

4%

200

530

150

1900

600

500

3

(5)

300

30

850

1R800

1200

200

800

(10}

(6) {7 [£3] (9) k)
Burroughs Well-

TR 2 4.3 n.57 T.A3 [
L. L. RV 312 bRt 0.6l Nt
Lini UCB 21 R 2.5 2. 1.0}

.22 17.26 0 1423 oS

Heechst 100 .4l 3974 67,39 1274

Hico Products 150 Nil Nil

LP.CL, 50 Nif 0.03
Ammar G.

AZIZ -—

Suhrid Geigy 1 1.95 3.20 3.23 3.05
Unichem 2 0.24 0.95 0.7} 1.17
224 414 3.90 4.22
Alembic 335 266,83 103.8%Q 348 40 347,00
Hyd. Chemicals 12,78 104 00 N.A. il
B.CIrW. 2.1 2.7 3,65 .09
282,31 215.50 252.05 138,69
Alembic 144 4501 27,50 2520 1200
Andhra Sugars — — — —_— -—
Alta 960 696.00 755.70 738.68 741 90
Martin & Harris 309 46,35 12227 13496 76.92
indosal 100 1907 AR.Y6 2R.22 Nil
G.M. Swamy
Harvana Chemi-
cals
761 .66 926.73 1001.86 821 82
Alta Labs,, 320 214,87 29,95 3I81.96 204,01
Indosal By Nit
Calcutta Chemi- — — —

cals 1.94 0.55
Nila Producis 0.97 0.2 — —
G.M. Swamy — - — —
OPL. 150 104,08 185,83 136.69 136 85
East India . 5o - - —
Calcutta Chemi-

cals 12,18 — —_ - -
Mohta
Chemo Pharma 48 {0.31 9.5 2.39 0.%3
LD.P.Y. 85 Nil 0.33  10.66
1.p.CL. 15 Nil Nil 1.92 9,08
Cipla — 1.12 Nil Nit Nit
Burroughs

Wellcome 3 2347 5.51 7.22 0.87
Themis 120 1.70 Nil Nit —
Duphar 10 1.15 0.54 097 0.238
Therapeutic —_ — 4.00 519 7.56
East India 50 — — — —_

331 37.77 19.88 2831 18.62

2y 0y
0
-
75 375
3
435
500
90
00
2450
50 470
0
100
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Methy! Salicylate .

. Analgin

Amidopprine

. Pethidine .

. Phiavibutazone

. Oxypheny! Butazone |
. Indomethacin
. Probenecid

. Allopurional

Dextropropoxyvphens |
T, Tricitorophos Sodium

. lbuprofen

Asthelmentics

. Pinerazine & itssalts,

. Bephanium

Napthoate

JTreibendazole

Niclosamide

Tetramizol:

Pyrantal
Tartarte

400

200

Hydoxy-

Pamoate/

7. Mesulphen

Rarbiturares

1. Phenobarbitone
2. Anylobarbitone
3. Secobarbitone .
4. Diallytbarbitone
5. Thiopentone
Anti-Depressants

1. Imipramipe

-

e T A T

Kgs.

1200

34
10
10

900

2400

330

230

30

70
20
20

1800

Alta
Albert David

Alla Labs.,

{ndosal
Calcutia
Chemicals
Haryana
Chemicals
G.M, Swamy
Alta
Calcutta
Chemicals
G.M. Swamy
I.NPL,
LD.P.IL.
Gluconale
Themis
Jim
Suhrid Geigy
Indo Pharma
P.C. Sharma
Suhrid Geigy

Themis
L.D.P.L.

Suneeta
1.D.P.I..
Uni Chem
Abbott

Boots
Gipla

I.D.P.L.

B.W.

Bayer

1L.D.PL.

L.D.PL.
i.D.P.L.

(b4} (8} 9)
120 15,00 16,00 26.00
00 437.90 1019.98 1615 .24
219.00
175 2,64 39.53 Nil
- 0.15 Nil Nil
250 87.85 103,98 155.89
— Nil 0.15 Nil
460 26.87 67.8 77.63
40 31.45 5.89 31.82
750 198 216 1o
30
50
n 2118  11.07 8.93
4
25
12 8.59
8
12000
6
€
2 ‘e
50 21.90 28.58 43.73
5
\ 0.12 1.45 nil
15 3.76 8.97 9.76

21.09
2.20

1324.32
227.00

Nil
Nil

195.00

Nil

136.72
2.86

11.70

7.23

66.53

nil

Ip

(agy  an - ax»

Grade

600
350

50

240

i~

65

15

10

1725

100

15¢

159

12
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2. Amiiryptuine . . Kes 260 X000  fhemis 200 00
3. Mcthaqualere R 26 49
4. Chlordiazcpoxide T 6 12 Ranbaxy 3
Roche 0.19
5. Diazepam . . . T 0.5 1 LD.P.L. .. ]
Cipla .. 0.7 i
Raibaxy 4.00 . ..
Roche .. ’ AN 5.7
. §. Chlorpromazine . T 12 24 May & Baker 2.5 1.11 2.73 .. 2.5
7. Phenoth-azines & its
Derivativss . . 2 4 May & Baker 0.5 1.29 2.05 .. 0.5
8. Meprobamate . . T 50 60 Suneeta 30 13.6 23.75 4.72
Geoffrey
Manners 1.8 1.42 2,13 3.3
9. Haloperidol
10. Dexebin
11. Thiothixene
12. Sintamil |, . . Kege. Ciba 310 310
13. Nitrazepam . . Kgs. Cipla 250 250
14. Trifluoperazine Hel.
Anti-Hypzrrensives and CVC  drugs
1. Methyi-Dopa | . T 50 100 Sunccta 12
LD.P.L. 10
Themis 12 34
2. Guanthidine . . Kugs. 35 70 Ciba 252 1 155 nil nil 282
3. Prenylaminc Lactatc . Kgs. 1600 3200 Hoechst 800 800
4. Isoxopurinc . . Kgs. 10C0 2000 Dupher 200 500
5. Clofibratc . . T 2 4  Theniis 2
Ranbaxy 4
Cipla 1 1.0
Bio Evans 4 o 2
ACCH
6. Mcphentermine . Kaes. 200 400
7. Propanalnl , 100
8. Salbutamoi . Kus Glaxo , 1 1
9. Practolo) T Cipla . !
Themis 5 6
Aunti-Histamines.
1. Pheniramine . T 6.5 13 Hoechst 4 1.92 2.06 1.87 1.44
2. Chlorpheniramine . T 16 32 Uni-Sankyo 2
Indo Pharma 4
3. Diphenhydramine . T 16 32 Unichem 3 0.82 2.45 0.46 1.43
Parke Davis 6 2.55 1.60 1.74 0.82 9
4. Mepyraminc Maleatc . May & Baker 2 — — 074 0.69 2
Vitamins. .
MMU 80 150 Roche 15 19.88 23.52 27.81 26.79 15
Glaxo 30 17.09 18.66 21.72 20.59 60
36.97 42.18 49.53 47.38
- /
LT, 100 200 LD.P. L. 60 5.39 15.74 19.47 27.39 60 120




~

Bendrofluazide

1) ) {3) (4 (5) (6) (7) (8) 9 (10) (1) (e
3. Vitamin B & derivati-
Ve . .r 4 18 L D.PL I3 1.45 223 1.63 1.21 2 24
FooN s e ! S0 400 DB L. S0
Themis 20
Sarabhai 12 82
S,V 312
(Crano & Hodroony o0 Kus, 300 A0 MSD ter 98,70 115.13 142.37 123.60
Themis 50 29.98 8.90 356.84 42.45
Alembic 20 6.44 9.17 11.05 3.17
Glaxo 6 0.59 nil nil nil
Synbiotics 13.2 5.15 5.35 8.03 9.46
233.2 140.84 138.55 218.29 '178.68 253 2
6. Folic Acid . LT s 15 LD.P. L. 3.5 0.40 1.04 1.57 2.12 4
7. Panthenol & . . T 60 90 Scarle 5.0 - - 0.34 0.60
Pantothenates - LD.P.L. 40 45
S. Vilamip C & Salts . T 200 1800 Sarabhai 120 194.6 241.87 254.56 261.58
H. A. L. 12 —_ — _— —
Sunceta 125 _ —_ — I
D. R. Gandhi 150
370 194.06 241.87 254,56 261.58 520
9. Vitamin D2 D3 Kus. 1009 2000 Duphnr 1000 91.87 71.07 141.4 7599 1000
30. Vitamin B . . T 9 18 Roche — 5.52
E. Merck 4
{1, Vitamin K Kus, 1140 2280 Atul Products 450 386 432 442 366.04
Glaxo .
12. Vitamin P .. 5 7 Ciba 50 nil pil  nil 54
E. Merck 4 .
13, Nicotinic Aad . . r 500 1200 Chemo Pharma 65 19,41 11.89 6.46 1.80 75
Cipla 12 6.39 22.73 3.86 13.54
Synbiotics 6.16 nit nil .. nil
B.C.P.W. 1.2 0.20 ° nil .. 0.33
I.P.C.L. 15 .. . 0.02 0.24
Therapeutic .. 0.19
14, Nicotinamide . Chemo Pharma 9.52 6.67 5.76  36.08
(Capacitics shown Cipla 5.46 6.90 5.C2 3.47
against sach individual Svnbiotics nil nil nil nil
Unit are combined for B.CP.W, nij 0.03 0.01 0.01
both Nicotinic  Acid I.D.P.L. 20 0.25 1.26 8.56 14.92 800
and Amide) I.P.C.L nil nil 0.15 nil
. Bio Evan 20 .. 0.27
WainerHindus-
tan 25 41.23 49.48 29.84
Suneeta 48 16.34 16.75 30.55
Fast India 10 . .. .. .. ..
H.C. Shah 100
D:v. Corpa. of
Khnkan 600
Diuretics
Hydrocitlorthiazide . T 40 30 East India 0.5 .. .. .. ..
Ciba 2 0.36 0.43 0.60 0.58
M.S.D. 3 0.8 0.02 0.04 0.05
20 Hydrottumethiazile . T 40 30 (*Inctudes Chlorthiazide also)
3. Polythiazdic . . T 16 23
4. Frusemide . . T 3.5 7 Hoechst 1.2 0.173 }
' LD.P.L. 10 112
5. Acetazolamide . . T ILD.P.L. 25 25;
6. Spiranolactone . Kys Searle - 28 36.55 41.07 4



35

(0}

e
) @) (33 e8! (3
o e e e e
/‘N”I‘I)”’/‘ frsotilons
1. L-Dopa I ] 2
2. Amantadine
Vasodilatory
1. Ephedrine . T 43 90
2. Theophyline/Amino-
phylline . . T 60 120
3. Xanthinol Nicotinate . T 6 12
Hormones & Stcroids
1. Ethisterone Kays. 4¥0 100
2. Nor-Ethisterone Kgs 192 400
3. Progestrone & Salt Kes 192 100
4. Norgestrol Kags 48 100
5. . Mestrenol/Ethiny! s
tradiol . . Kas 288 580
6. Testosterone Lsters Kys 680 1400
7. Methyl Testosterone 92 400
8. Lynestranol 150 3
Cortico Steroids
1. Cortisone . . . Kgs 6700 13000
2. Hydrocortisone . . 1500 9000
3. Prednisone . . 109 200
4. Prednisolene 1500 000
5. Triamcinbone/Aceto-
nide . . . 90 180
6. Dexamothasone Kes 1350 300
7. Betamethasone . Kgs S0 90
Others
L. Adrenaline Salts Kgs 96 190
2. Nor Adrenaline . Kes 12 20
3. Oxytocin MU 240 480

4. Tsoprenatine

Ranbaxy

Bochringer
Knoll

R.C.P.W.

Mechta Pharm

Khandchval

German Remedies

Cipla

Wyeth

Cibu
Cipla
Wyeth

Ciba
Wyeth

Ciba
Wycth
Cipla
Scarle
Searle

Ciba

Glaxo
M.S.D.

Glaxo
Wyeth
M.S.D.
Glaxo

M.S.D.
Wyeth

Glaxo
Wyeth
M.S.D.

M.S.D.
Glaxo

Burroughs
Wellcome

(7y

314

Twd 1w

102

6

48

18

() (E2)
0.23" 0.0y
nil nil
0.29 0.02

YA 1,70
670 1o 38
305.05 27.50
522.0% 17.40

3.10 .61

0.20 6.62

34,80 21.30

283.71 108,88

51.20 175.00
nil 7.50

41,95

7253 $7.3%

5.29 8.606

nif nil

37.56 13,33

nil 757.36
nil nil

11.47 2.68

nil nil
516.55  58.38
nil nil
nil nil
nit ril

752 13.94

04.35  73.26

30.08
(1970-
71)

(s10)}

4.45
nil
nil

nil

44
67.02
246.50

0.66

0.69

12.80
404.55
4.36
nil

.92

12.61
ni}
41.33
294 38
nif

39
nil
8.95
nil

594.97
nil

3.94
93.09

37.61
(1971-
72) .

(1)

4.47
nil
il

6.52

nil

2249
299 .87
527.60

2.35
0.67

13.64
363.67
14 27

nil

61 99

7.14
nil
52.01
183.89
nil
3.40
nil
10.75
nil
836.90
nil

18.25
133.%0

15.00
(1972-
73)

(12)

(13)
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1 2 3 4 5 6 7 8 9 10 10 2B
Drugs uf Vegetable Origin
1. Awropine 1
2. Homatropine ¢ Kgs. 75 120 Mehta Pharma G.87  Nil Nil Nil
3. Hyescine
4. Hvosyamine |
S. Buty! Hyoscine Hydro-
bremide . . Kus 75 i20
6. Digoxin Kgs 150 246 Sandoz Nil Nil 23.15 8.71
B & W. 8.28 9.82 6.52 4.60
Hind 0.01 Nil Nil Nil
7. Erogotamine 75 120
8. Cafleinc & Salts . T 160 350 B.C.2.W. 60 15.78 10.59 18.41 22.30
Mchta Pharma 0.07 0.016 0.03 Nit
Smith Stani-
street 4 1.25 1.05 0.10 0.30
Hind Chemicals Nil.
9. Morphine & Salts . T 1600 3200 Govt. Factory 1.00 0.56 0.75 0.66
Ghazipur )
10. Coxdeine & Salts . T 20 40  Govl. Factory 5.58 3.25 7.25 5.17
Ghazipur
11. Narcotinc & Salts
12, Papawcrines . . T 6 i2
+ 13, Reserpine Kuas. 20 40 Mechta Pharma Nil Nil Nil Nil
f4. Strychnine & Brucine T 60 100 Smith Stanin- 15 4.54 1.33 1.65 1.75
street
Mchta 92.20 8.54 11.41 13.63
Bio Evans 1.82 0.84 4.64 4.02
B.C.P.W. Nil Nil Nil
15. Quinidine Sulphate . T 15 30 Cipla 0.25 0,24 0.16 0.15
Govt. Factory
Tamil Nadu./ 0.13 0.05 0.07 0.12
\West Bengal
Sera & Vaccines
1. Tetanue Antitoxin MU 30000  €0000 Bengal Immunity 3046.2 J4445.4 8223.2  6201.33
Bio Evans 3is2 4487 889.10  4686.00
Deys 31.68 Nili Nitl Nil The qata iares-
B.C.P.W. 80.07 §0.11 97.43 187.64 pect ol Bio-
Haffkine 480.98 1068  1876.20 1687.00 logical product
¢ Chowyale — Nil Nil are  notcom-
plete.
6791.63 10080.51 16090.91 12745.17
2. Diptheria AT MU Bengal-
Immunity 584.61 497,22 562.69 438.08
Haffkine 68.55 149 331.44 355.00
Bio Evans
(Toxoid) Kgs. 302 200 340
B.C.P.W. 0.80 Nil 0.20
617.16 949.02
3. D.T.P.(Triple Vaccinc) M
Doscs 20 40
4. B.C.G. Vaccine " 06 130
5. Polio Vaccine . . - 20 40 Lit Lit Lit
6. Tetanus Toxoid . ' 32 70 Bio Evans 3465 5853 6465 5145.00
B.C.P.W. 8192.8 17.47 13.92  17.39
Glaxo 2123 1021 — Nil
Bengal Immunity 243.44 437.99 — 1497.00




1 2 3 1 5 6 7 R 9 1 12
4. Diphthera Toxind
g, Gas Gangrene
Anti-Epileptics
Phenyl Hvdantxoin &
derivatives T iz 34
Miscellaneons Drugs
1. Calcium Gluconate . T 400 800 Albert David 1.48 1.64 1.50 1.48
Sandox 71.9F 111.81 i20.63 112.66
Alembic 60 24.17 14.92, 17.30 19.30
Caleutia Chem Nil Nil Nil Nit
Anil Starch 150 48.60 4340 60.70 72.60
Baropharm £.36 5.18 0.03 11.45
Nila Products Nil Nil Nil Nil
2, Ferrous Gluconate . T 120 240 Baropharm 1.84 206 0.3 4.19
Nila Products 6.20 7.75 8.97 2.13
Sandoz 1583 17.20 31.84 4,50
Albert David Nit Nil Nit 0.2z
3. Ferrous Succwnate . T 25 50
4, Ferrous Fumarate |, T 5¢ 100 Rallis 1.2
Sandoz 20
Unichem 12
Chemo Pharma N.A
4. Ferrous Sulphate . T 240 400 ’
6. Nikethamide & Salts . T 25 30 [Cast India 1.15 0.09 Nil Nit
B.C.P.W, 0.26 0.06 0.12 0.18
Atul Products 6.62 1.08 2.70 4.2%
Standard Nii Nil Nil Nil
Ciba
7. Furazolidine . . T 30 60 Indoe Pharma 4
1.P.C1. Y
Power Cable 12
R. NWitrofurantoin . . T 48 90 Indo Pharma 3
1.P.C.L. g
S.K.F. k|
1.D.P.L. 10
Sarabhai 4
Day-Se-Chem 24
Power Cables 5
9. Nitrofurazone . . T Indo Pharma 4
i 1.b.PL. 1
10, Nalidixic Acid . - — Ranbaxy 10
P.J. Menezes 2.5
11. Azothioptine - —_
12, Iron Chaline Citrate . — —_
13, Trimethoprin — — B.W., 36
Cipla 1]
IL.D.P.L. 2
14, Sod. Cromoglycate . T — ~— Cipla 0.2
Anti-Micotics
1. Methotrexate . . Kaes. 200 400
2. Cyclophesphamide Kgs. 200 400
3. Hydroxy Urea
4. 6-Mercaptopurine
3. Testolactone
6. Thiotepa
7. Musiine Hel
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8. Chlatambucil
9. Mlelphalan
" Radio & X-Ray Contrast Media:
1. ilodipamide )
2. Di & Triazine Sal?s
. Kgs. 100 200

3. Sodium Meglumine

Iothalomate
4. Todoxyl

Enzymes:
1. Cellulase T 9 15
2. Papain T 75 120
3. Pancreatin T 30 50
4. Djastase T 45 30
5. Lipase T 6 10

Plasina Substitutes .
1. Dextran M. Lts. 1 1.6
2. Polivinyl Pyrolidone . T 38 60




ANNFXURT I
(Chaprer fl—-Para 11

Balle Dewe peadaction 1 the Smal. Sou's Secto.

. -S-N‘ N.um, of the bulk dru:, Nane of tirms Produacion Ty
l Pamcetamol . . . . L. Poona Pharm. Chem. Industrics 2640 Kgs. (1972-73)
i . 2. Mujherat Chemicals N.A,
g : '4 Tagle Pharmaceutical Workx 2916 Kegs. (19753-74)
Trichem Laboratories 1388 Kgs. (1973-74)
S Unique Pharmaceutical Labs. 714 30 Kgs. (1972-73)
6. British Pharmaceutical Works 1.abs. 806 Kgs. (1972)
7. Suly Chemicals ) 21000 Kgs. (1973)
8. Chadra Bhagat Chemicals 2300 Kgs. (1972-73)
9. Farmson Pharmaceuticals Pot. Lid. 40000 Kgs. (197374,
10. Liger Chemicals 8000 Kgs. (1973-74)
11. Pharma Synth Chemicals 5921 Kes, (1973
12. Suchem lLaboratories 2800 Ke.. (1973)
13. Atomplant Industries N.A.
14, Accto Chemicals 12900 Kgs< (19735 102285 30
2. Diethyl Charbamzine Citrane . L. Chemipharm 35 Kgs, (W973-70)
2, Trichem Laboratorics AN Kgs (1972.73) RERR
3. Dilodohydroxyquinoline . . L Cheminharm §364 Kes. (197374
2. Majherat Chemicals N.A.
3. Henit Cheimical Industrics N.A.
4, Tagle Pharmaccutical Works 4819 Kys. (197271
5. Mulraj G. Dungarsey and Co. 3000 Kg-. (1974)
6. British Pharmaceutical fabs. N8O Kgs (1973)
7. Universal Chemicials 1225 Kes (1073
N Chandry Bhagat Chemicals 2790 Ke-o (1977270
9. Suchem Laboratories 2 Koo (173
10, Suntev Industrics Py, Lad, SO Kes (197374
FE, Neoay Laboratories 0700 Ky~ (1973
12, ||.mg‘hly Chemical Industrie, Pt 1200 Ko (1972-73) RESUR!
4. Piperazine and its Salts 1. Chemipharm 3273 Kes. (197374
2, lvu.hcln Laboratorics 3555 Fﬂ.\. (1973.74)
3. Mulraj G, Dungarsey & Co. Pyt d. 5000 (1974
1. British Pharimaceuticsd 1 ahs, 1577 S SRS LRS!
5, Lipivessal Chemicals 30 M
6, Clintdra Bhagat Ciemicols 439 : )
7. Sachem I aboratories 150 LRI ERI
5. Vitamin 8 2-5 Phosphate Sodium . 1. Nivedita Chemicals Pyt 1id. SSN Kgs, (19737 S5
6. Phenas-tin e . I. Nivedita Chemicals Pvis 10d. 9i8 Kz (1972733
X 2. Trichem Labaratorics f370 Kps, (1972-7%)
N3 British Plivrmoceutical Lahe, 1775 Kgo.o (1973
T4 Phormasynth Chenvicals 4932 Kes. (1973
5. Suchem aboratorics 2080 Kas. (19730 )
6. Aceto Chemicals vt 11d. 22600 Kys (1973) i 40675
7. Calcium Lactate ., . . 1. Chemipharm 195 Kes. (1973.7:H
. 2. Crystal Chemicads 980 Kgs. (197374 1178
R, Chlogpheniramine Maleate | . 1. Chemipharm S4 Keso (197379 b
9. Diphenhydramine Hydrochloride I. Chemipharm 1137 Kgs. (197374 1137
10. Mcnadione . . . . . 1. Chemiplarm 068 Kgso (197273 "
L Methagualone . . . . L Chemipharn IO Keso (197374 Y
12, Methanamine Mandelate . . 1. Chemipharn, 1605 Kp- (197374
2. Pharmassmih Chemicals R Kes, (1873 din
13. Sulphatiazine . . . 1. Chemipharm 750 Kgs. (197374 .
2. Trichem Laboratories 837 Ky (197370 {387
i4. Suacinyl Sulphtthiazots | . . 1. Chemipharm 195 Kgs. (1973-79) 195
15, Papain [ True Food Corporation 30000 Kas. (197374
20 e Chem, Labs, o Lad, 19900 Kes, (1972273 A0
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16, Nicwia'c Acklamide

17. Chloramphenicol . '. C

18. Doniazid . . -

19. Berberine Hcl.

20. Oxypheabutazone .

21. Phthalvl Sulphathiazole |
233, Diazepam

23, Sulphamethizcle |
24, Ferrous Fumerate .

35, Aspicin . .
26, Magnesium Trisilicate I.P.

27. Imipramine Hydrochloride

28. Thiacetazone.
29 Pheny! Butazone

30. Chlorpromazine Hel.
31, Salicylamide . .
32, Dried Aluminium Hydroxide Gel.

.

33. Glycero Phosphates(Sodium, Potas-
sium, Calcium e'c.)

34, Meprobamate .

35. Telbutamide . .
36. Caffeine . . .
37, Todo Chivraphydroxyquin

1
2

3]

[

—

3 4 5
. Eagle Pharmaceutical Warks 725 Kus. (1973-74)
Motiai G, Tooserray M Lid 1573 Kes, (197073}
. Sulphara Phannacevticals & Theinicals 9448 Kgs., (1972-71)
. British Pharmacensical Iabs, 160 Kgs. (1973)
. Dekka Chem. India 800 Kgs. (1973)
., Atomplant Industrics 454 Kgs. (1973)
. Inter Chem. 3894.3 Kps. (1973)
. Pharmasyath Chemicals 3113.7 Kgs. (1973)
. Pharma Indiana Laboratories 7860 4 Kgs. (1973-74)
. Suchem Laboratorics 394 Kgs. (1979
Shroffs Industrial Chemicals Ltd. 382 Kgs. (1972-73)
. Basichem 684 Kgs. (1973-74)
. Biochem Agencies N.A.
. Trichem Laboratories 520 Kgs. (1973.714
. Unique Pharmaceutical Labs. 62.6 Kgs. (1973-T4}
. British Pharmaceutical Works 1575 8 Kgs (1973
Pharmasynth Cheniicals 7917 Kgs. (1973)
Eagle Pharmaceutical Works 661 Kpgs. (1973-74;
. Mulraj G. Dungarsey & Co. Pvt. Ltd. 1950 Kgs. (1973)
. Pharmacsyrith Chamicals 62€ Kgs. 1972
Bio Chem N.A.
Nr. Karan'hs Pliarma Chemical Industry 7370 Kgs. (1973
. Svnthe Chem. . N.A. :
. Kaiha & Allied Industries Pvt. Lid. 7150 Kgs. (1971
. Mulraj G. Dungarsey and Co. Tvt. Ltd. 25 Kgs. (1973)
. Unique Pharmaceutical Labs. 408 830 Kgs. (1973-74}
. British Pharmaceutical Labs. 1360 Kgs. (1972)
. Niison Laboratorics 45 Kgs, (1973
. Nitson Laboratories 1600 Kgs. (F:zb. io
March 1974)
. Universal Chemicals 1088 Kgs. (1973)
. Basi Chem. 42870 Kgs. (1973-74)
Gujarat Chemica!l TIndustries A
I{ansa Chamicals 50000 Kgs. (1973-79)
Inter Chem. 17 Kgs. (1973)
1. Pharmasynih Chemicals 7020 Kgs. (1973)
. Basichem Industrics 7310 Kgs. (1973-74)
. Pharmasynth Chemicals 1752.5 Kgs. (1973)
. Syntho Chem. N.A.
. Pharmasynth Chemicals 13.5 Kgs. (1973)
. Pharmasynth Chemicals 86 Kgs. (1972}
. Sovin Chemicals 29240 Kgs. (1973)
. India Alkafis Lid. 350 Kes. (1973)
. Unsar Pharmaccuticals 51200 Kgs. (1973-74)
. Basichem Industries 886 Kgs. (1973-74)
. Dr. Karanths Pharma 0 Kgs. (1973
. Associated Drug Co. P Lid. 25100 Kgs. (1973-7)
- Sunny Industries Pvi. Lid. 271 Kgs. {1973-74)
. Neogy Laboratories 16780 Kgs. (1973)

[ R
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ANNEXURE—IITI

canised @t SoataUve de Secturs viv-asuic Fifth

{Chaypter—[F—"Para—15)

Total Total

Plan Tavge..

- Total Capacinn Lilth
produe-  produc-  iadige- appreg) Pian
Item Uni: thon tn tien in s in the tare s
small- the orga-  produc-  orvenicld
scale niscd sec-  tion sector
sector tor
- _-[—“ ST - 2 ) 3 -——-—4--7?“_- VSW"M _776
1. Paracetamol . . . . . - . . T 102.28 18.62 126.90 431 400
2. DCC . . . . . . . T 3.48 7.65 11.13 56 45
3 Halogt;natcd-s-hydroxyq::inolinc. . . T 45.94 100.5 146.44 L 450
4. Piperazine & salrs, . . . . . T 14.04 66.53 80.57 115 118
$, Vitanin B2 . . . . T 0.558 1.2 1.76% 24 24
6. Phenacetin T 40,67 136 85 177.52 H A 500}
7. Nirotinic Acid/amide . T 2943 101.40 13058 174 N
8. INH/Isoniaziu T 17.75 96.48% t14.23 43830 265
9. Oxyphenbulazone T .402 725 7.659 T2 S
107 Pathalyl Sulphathiaca e v 139 NIl 1.360 153 % 130
11. Diazepam Kus. 15 35 <7 SN
12. Ferrous Fumerate . T 1393 43,93 2 a0
13. Aspirin T NOAL S .82 82} .82 1409 14
1.4 Paenyl Butazone | T 1.73 P76 13,43 [ 200
15. Thiacetazone r 14.33 .16 49 .49 12758 70
16, Salicylamide j! 0034 2162 20,70 1293 -
17. PAS & its sahs T N.AL 495 .27 49s.27 150 VG
18. Tolbutamide T 0.310 57.67 57 .93 “T6 U3
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AMLNURE Y
Pro bt el Bk Drwgy decing 1957 1957 19600 1965, 1970 & 1973
(Chapier 51 Mara 17)
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Sk [tem Uni 1952 1957 1960 1965 1970 1973
No.
1 2 3 4 5 6 7 R 9
I. Antibiotics .
. Penicillin . . . . . . . MMU . i7.5 39.70 103 182 247
2. Streptomycin . . . . . . . T . .. .. 100.7 158 173,
3. Tctracyclin . . . . . . R .. 1.93 2.220 21.79 3 - 90.
4. Chloramphenicol . . . . . . T . 1.5 3.813 29.38 k}:; 47
5. Amphotericin . . . . . . . Kaes. . . .. .. 1542 3w
4, Frythromycin . . . . . . . Kus, o .. .. o 24 2840
T, Neiomycin Sukphate . . . . . Kus. .. . . . 742 30
&
16, Anti Dysentry Drugs.
1. Halogenated Oxyquinvlines . . . . T 4.5 20019 21.619 70.07 30 100
L1, Auti Diabetic Drugs:
1. Tolbutamide . . . . . . LT . . .. 16.76 41 57.
3, Chlarpropamile . . . . . F . . . 1.79 6 9,
3, lnsulin . . . . . . . . MMU .. . .. 513 75 807 8
1V, Anti-Leprosy Drugs ;

1. DDS and its derivilics . . . . . . T 0,54 249 7.413 3.55 8 ¥,
V. Aati Pyretics & Anagesics : !
1. Acetyl Salicylic Acid r 76,312 413.40 762 ¥21.
2, Paenacelin . T 15,558 3.52 104 136
3. Pamacetamol - T KH] 15.
3. Analgin . N T . .. . . 27 136,
5. S»d. Salicycate T 3.z 118.05 319.16 N.A. N.A. 204,

v Pethiling Hel Kgs 193 24

VE. Arti T.8. Drugs :
I. INH . . . . . . . . . T 1.03 14,82 29.047 56.32 29 96
2. PAS &its Salts . . . . . . . T . 42.89 82.988 333.90 466 498
3. Thiacetazonc . . . . . . . T : 5 35
Vil. Anaesthetics : N §
1. Procaine Hel, . . . . . . T . .. - 49.17 24 b1¥:
1. Xylo:aine/Lignocaine . . . . . . T .. .. . 0.448 1.72 4%.1
VILL, Synthetic Hformonces: . . . . . . Kase 163 813 1997 240
IX. Anti Malarials: . . . . . . .T . 0.06 .. 13 10 24
1. Chloroquin & Amodiquin :
X. Aikloids & Allied Drugs: *!_
1. Cafféine . . . . : . . . T 2.7%0 5.28 12.668  15.23 17.11 2
2. Emetine Hcl. . . . . : . . Kgs. .. 72 188 278 165
3. Ephedrine . . . . . . . . Ke 18 17 23 3228 519 M
4. Quinine . . . . T .. .. 9,291  47.719 49.02 24
— - o em—m = — ——_—— - -




5. Strychnine & Brucine
6. Reserpine

X[. Sulpha Drugs »

i. Sulphadiazine

2. Sulphapyrdidine

3. Sulphadimidine

4. Sulphathiazole . . . .
§. Sulphanilamide | . . .
6. Sulphasomidine .

7. Sulphaguanidine .

8. Sulphaphenazole .

9. Other Sulpha Drugs

XU, Vitamins:

. Vitamin A .

. Vitamin B-12

. Vitamin C .

. Nicetinic acid/amide . . .
. Vitamin B-2 . . . . . .
. Vitamin B-1

. Vitamin D-2 and D-3

. Vitamin B-6

. Folic Acid .

D00 N AN LN e

, XIUI. Other Drugs:

. Calcium gluconate/Lactobionate .
. Ferrous gluconate

. Nikethamide .

. Diethy! carbamazinc citrate .
Meprobamate

. Amidopyrin

. Phenobarbitone

. Pethidine Hcl.

Diplhienyl Hydramire He.

A N R N

3 5 6
. T 8.+3 4.64 14,304
Kgs. 0.27 9.03
T 14.008
T 13.134
T - ..
T 75.236
T 41.87 114.32 ..
T 27.816
T . ..
T
. T

MMU 14.5
Kgs. 5.22
T .. . ..
T 0.94 0.18 0.213
T

T

Kgs.

Kgs.

T

T 1351 61.415
T 18.142
T 0.35 3.24 3.108
T .

T

T

T

. Kgs.
T

7 8 9
21.30  15.57 19. 40
N.A.

107.71 56 94,45
19.06 17 11.30
.. 126 328.81
45.27 149 317.82
e 84 71.88
62.56 101 83.45
157 265.97

76 38.1

. - 20

23.5 37 47.38
43.7 141 178.68
93.79 194 261.58
S7.47 82 " 101.40
. 1.45% 1.21
5.39 27.39

.. 92 75.99

1351 . .
0.40 2.12

130.14 155 217.49
25.651 23 11.04
8.690 8 5.08
4.83 11 7.65
3.74 Nil. 2.13
3 2.86

4 9.18

198 240

3.374 2.25




ANNIXURE V
STATUMENT SHOWING THE INMPORTS OF RULK DRUGS DURING 197172 TO 1273 74 WHICH ARE ALSO
MANUFACTURED INDIGLNOUSLY

(Chapter LI—Para 17)

SL Namze of the Drug Ac- 1971-72 1973-74
No. ounting _
Unit Quantity Value Quantity Value Quantity Value
in Rs. in Rs. in Rs.
1 2 3 4 5 6 7 8 9
1. Pethidine Hcl. . Kgs. 323.784 70,101 280,918 67,847 133.22 8,76.277
2. Fiocaine Hel. s 23,781 6,36,794 12,680 4,54,015 15,633 5,53,851
3. Analgin (metamizol) . 1,30.66 56,65,350 1,42,670 54,89,223 2,19,034 64,738,675
4. Phenyl Butazone ' 22,209.2 10,10,878 24,776.01 9,83.577 1,190.26 65,209
5. Oxy Phenlutazone 'y 2,366.3 0.25,843 5919.2 15,43,032 9,845.6 23,67,153
6. Emectine . " — — — — 800 4,424
7. Phenacetin ' 13,650 1,70,556 — — - .
3. Chloramphenicol ' 65,635 1,68,78,618 64,470.5 91,111,847 * 41,00 49,24,126
9. Chloramplienicol Palmitate ' 19,048 45,79,718 35,652 49,09,112 20,390 26,82,694
10. Chloramphenicol Succinate . ’ 400 1,80,860 400 81,295 3,100 10,46,004
11. Chlor-tetracycline ' 55 30,992 447.6 1,23,316 180 66,196
12. Oxy-tetracycline . 54,190 1,07,57,567 1,517.3 2,83,453 N Nit
13. Tetracycline Hcl. v 44,365.5 1,16,41,190 20,126 86,15,109 54,025 73,59,808
14, Penicillin G Sodium M.U 1,00,00,000 19,96,98¢0 Nil Nil Nil Nil
15. Penicillin G Potussium ' 3,00,00,000 3919,674 93,90.030 11,71,851 5,18,149 70,845
16, Streptomycin Sulphate Kgs 83,703 .4 1,79,09,884 92,205.74 16,96,495 51,945 63,41,19¢
17. Neomycin . . . 2,554.61 7,719,524 26167 778,007 4,458.025 15,13,919
1&. Erythromycin (Bulk) . 2,577.82 1,18,61,613 14,421 1,14,10,128 9,007 65,39 081
19. Ampicillin (Bulk) . 2,776,038 - 21,03,551 6,837.5 47,138,379 24,592.31 1,62,69,030
20. Insutin Crystaliin Plain M.U 471,14 20,75,640 152 004 7050411 15.0326 735,556
21. Tolbutamide Kygs 12,884 2,93,094 6,201 155,062 1,618 34,196
22. Chlorprepamide ’e . 2,444,5 1 42,156 1,948 1,27.612 756 50,66
23, Phenformin Hcl. . ” 1,554.06 2,12,728 29,55.29 4,483,689  2,584.03 2.49,349
24. Chloroquin’s Salts (Bulk) . " 52,648.53 76,83,303 99,335.64 1,27,05,977 48,052.17 69,334,231
25. Mepyramine Maleate N 097.5 $7,198 361 54,606 556 1,02,03p
26. Diphenydramine Hzl " 1,718 95,047 1,535.642 73,830 1,401 74,116 .
27. FPromethazine (Base & Hcl) . 174.3 26,159 585 83,028 125 26,97
28. Promethazine B. Chloro- v
Theophylinate . . " 95 27,603 26.28 6,600 23.85 9,208
29. Isoniazid (INH) . 3,100 93,000 1,300 32,502 Nit Ni
(A) PAS & Its salts ' 71,000 8,589,903 —_ —_ — —
30. Digoxin Gms. 3,453 1,53,712 2,201 1,03,797 3,532 1,53,879
31. Cafieinc . . Kegs 57,150 14,38,277 25,000 8,00,493 Nil Nil
32. Hydrochlo:thiazide ' 25 2,029 03.81 3,510 400 20,02)
33. Spironolactone . 18.5 2,310,492 1 10,634 h) 24,900
24. Prednisone " Nil Nil 9.03 44,935 1,650 5,803
35. Predaisolone . " Nil Nil 20,918 86,733 Nil Nil
36. Dexamethasone » 99.45 37,99,5(4 47.598 20,22,947 9 00,858 32,19,410
37. Ethistcrone . 188.672 3.7.,615 238.43 422,143 246.31" 8,59,111
38. [Hydrocortisonc . 89.48 3,67,561 100.6 3,06,155 23.8 " 55297
39. A drenaline & its Salts " 20.83 1,00,264 2 25,846 40 35,557
40. Diptheria Antitoxin (Bulk) " 281 1,00,112 1,177.46 4,00,171 548.540 2,33,295
41. Tetanus Antitoxin (Bulk) . " 3,529.5 8,89,633 3,677.4 7,38,855 810 1,93,600
42, Phthalyl Sulphacctamide . 1,925 84,552 . 2,300 92,301 2,000 97,379
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1 2 3 4 5 7 8 9
43. Sulphathiazole . K 25267 8,21.356 2975 74,375 Nil Nil
44, susciny! Sathathia st 2090 R1,256 il Nil 1.5 (0,556
45, Suiphaguinading . 56,080 1275000 1.00,850 16.16,764 60 000 10,08,000
46. Sulphadimidine " 1:48,500 %6,02,990 1,24,900 29,68,111 _43.500 10.74,359
47. Sulphadiazine . 43,410 28,725,623 1,035 55,545 Nil Nil
48. Sulphaso:nidine " 13,120 6,16,047 54,949 22,37,980 18.127.55 9.63,452
49. Sulphapicuwcuie . 14,545 12,77,347 8,687 10,10,130 1,879 2,01,974
50. Sulphamethizole ' 3,525 3,19,473 12,357 9,71,348 11,293 6,99,961
51, Meprobamate . . " — — — — 194.2 4,273
52, Pronlorpoazine Maleate

& Ethane Sulphate " 32.5 14,479 55.4 25,958 126.5 71,748
€3, Folic Acid - 1,612,921 9,36,666 _ Nit Nil 506 2,18,384
54. Yenthcnol ' 5,541.3 7,15,406 6,758 6,42,116 7,195 7,93,013
55. Nicotinamide B . 465.7 22,567 22,160 10,12,137 Nil Nil
56, Vitamin ‘B1’ . 35,718.83 $6,9¢,913 14,216 " 16,19,012 26,626G.5 24,95,213
57, Vitamin B2 . " 2,169.7 4,70,023 5,189 11,01,399 11,250 24,15,822
58. Riboflavin 5 Phos-391iun . 1,172.9 7,77.033 Nil Nil 625 3,70,633
59, Vitamin B 12 Gims. 449 1,07,379 Nit Nil 15.77 2,34,973
60. Vitamin C Kags. 1,33,633.2 33,93,650 2,80,625 1.04,64,494 3.05,000 1,12,64,591
61. Vitamia 1D MV 52,92,280.42 77,172 11,76,555 53,371 1,883,100 37,299
62, Vitamin B Kgs. 5,121 7,98,760 30,9C,760 4,45,791 5,629.008 8,60,683
63. Vitamin K 83 4.809 48 12,311 19 2,149
64. Vitamin P . 5,038.2 7,52,847 3,770.5 4,61,389 5,265 7,51,890
65. Phenobarbitone 236.5 16,075 130 9,987 Nil Nil
66. Phenobarbitone Sodium 331.3 21915 5,750 1,75,812 Nil Nil
67. Ephedrine . 2,694.2 21,28,449 9,687.40 16,66,161 12.967.425 27,14,882
68. Mntronidazole " 7,152.4 831,183 . 16,255.3 21,65,815 25,583.78 31,97,012
69. Nikethamide (ceramine) " 32 1,280 187.5 13,137 2,388 1,132,311
70. Pipcrazine Hexahydrate “ 12,020 38,032 6,800 53.622 1.06,950 8,37,684

. 71. Diazepam 94.5 26,785 638.05 1,51,598 3,110.31 7,69,351

72. Fursemide - 1,183.45 29,13,859 1,293.2 18,52,577 1,406.63 7,95,795
73. Calcium Lactabionate " 82 5441 21.75 2,321 Nil Nif
74. Calcium Lactate 4,525 20.537 3,975 20,356 Nil Nil
75. Chloropromazine Hcl. " 2,207.17 4,13,542 1,836.50 3,09,835 2,455.51 3,93,834
76. Guamthidine Sulphate . 10 14,160 2 3,782 10 18,201
77. Clofibrate . 668.38 3,06,052 1,319 5,02,653 £,210.3

414,244
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S. No.

. Analgin . .

. Oxy-phanyl-butazone

. Chloramphenicol & estes
. Tetracycline/Hcl. .

. Streptamycine Sulphate
. Griseofulvin
Neomycin

. Framycetin .

. Erythromycin

, Chloroquin/Salts .

. Ergot alkaloids

. Dexamethasone

. Triaminolore

. Nor-ethysteronc . .
. Phthaly! Sulphathiazole
. Sulphaguanidine .

. Sulphadimidine

. Sulphamethoxy Pyridazine
. Thioridazine (Melleril) .
. Pentoihenates, Na/ca

. Vitamin Bl

. Vitamin B2 .

. Vitamin BG

. Vitamin C . .

. Polyvinyl Pynolidone

. Ephedrine

27. Ethionamide

. Glucose anhydrous

. Isoxuprine .

. Methyl Dopa

31. Metronidazole

32. Amitriptyline

33. Ampicillin .,

34. Isoptine . . .
35. Centamycin Sulphate
36. Nogestrol

37. Pyrazinamide

18. Purinctho!

P T S '
NE O N OO A A ND DI OVE AR D W —

Item

S. No.

— _.l s

1. Pethidine Hcl.
2. Procaine Hcl.
3. Diloxanide/Furoate

ANNEXURE VT
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4. Cyloserine D Tartrate .
5, Cyclophosphamide

6. Insulin, Plain .
7. Chlorpheniramine maleate
8. Aminophyltine

9, Ethysterone

10. Diosaganiu .

11. Sulpha-merazine .

12. Sulphasomidinc

13. Sulphamethizole .

14, Penthenol

15. Vitamin E

16. Vitamin P

17. Avapyrazine

18. Bisumuth Salts

19. Dydrogesterone

20. Furazoldone .

21. Piperazine Hexahydrate
22, Diazepam

23. Furosemide

24, Thiabendazole

25. Doxycycline .

26. L-Dopa

I—M of Pet. & Chem./75—7

47

3

486kg.
140

[N FIN

NN
[RERIN

246, 3kg.
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3.33
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. 1 2 3 4 s
541.6318 Vaccire Yellow Fever 1.2 .. 11.1
541.6329 Bacterial Vaccine n.e.s. 45.3 90.1 56.5
541.6331 Bacteriological Products n.e.s. . 1.0 . ..
541.7001 Ayurvedic & Unani Medicines . 1536.4 1959.5 1193.1

1 ¥'541.7002  Homeopathic Medicines . 66.8 298 .8 69 6
» 541 7003 Acetarsol B.P.C. (Stovarsol). .. 6.5 ..
. I‘ §1 541.7004 Acetyl Salicylic Acid/Aspirin 633.7 823.4 692.5
. 541.7005 Antarid & Digestive Prepns. 34.6 17.1 29.8
‘”’1:,541 7006  Antidiabetic Drugs other than Insulin 631.2 3112.7 4162.1
B ”54! 7007  Anti Histonines - 1.9 © 9.9 173.4
i 541.7011 Anti Malerial Chloroqume & Chloroqumc Phesphate 17.0 66.1 25.6
541.7012 Anti Malerial Quinoline derivatives n.c.s. . . 390.9 31.0 -
541.7015 Asthma, Cattarh & Hay Fever prepns. 37.8 30.5 7.1
541.7017 Calcium PAS .. 12,1 .
541.7021 Chemical, Medicinal Contracepuvc Foam Tablcts 44.8 10.4 168.9
541.7022 Civomical & Medicinal Contraceptive Jellies Paste, Cream etc. .. 1.4 ..
541.7023 Cold, Cough, Bronchial prepns. except salves ointments & vaccines 81.8 62.0 143 .9
541.7025 Dehydrocholic Acid . . 17.4 1.0
541.7026 Diethy! Carbamazine Cirtus Acidus . .. . .. 5.0
541.7028 Gripe water 145.9 135.6 187.8
541.7031 Headache, Neuralgia & Pam Remcdlcs 319.2 28.9 170.2
541.7034 Iron Almonium Citrate . .. .. 70.2
541.7036 Jodire Tincture 50.3 10.6 717
541.7041 Leptazol B.P. . .. 6.7
5417042 Magnesium Trisilicate 157.7 154.1 137.6
541.7046 Milk of Megnesia 9.2 ..
541.7052 Potassium Glycerophosphate .. . 2.0
541.705% Phthalyl Sulphathiazole . 19.6 65.0 31.7
£41.7058 Sulphacitamide 0.7
541.7063 Sulphanilamide 16.3
541.7064 Sulphathiazole .. 214.2
541.706S Sulphadiazine 16.0 ..
541.7366 Sulphamerazmc/Sulphamc.b)ldxazme .. - 06
541.7067 Sulpha Drugs n.e.s. 137.1 17.9 21.2

541.7068 Salicylamide 17.1 .. ..
541.7071 Salves & Ointment for Burns Culs ctc. 110.3 81.1 96.1
541.7072 Salves & Ointments for Cough, Cold & Bromhlal prepns. 590.7 924 .3 734.4
541.7073 Sodium P.A.S. . 16.0 . 14.7
541.7076 Tonics, Blood Purifiers, Emulsmn Appeuscrs etc. 132.8 28.1 71.1
541.7081 Proprietory & Patent Medicines 22175.9 5985.5 6863.4
541.7082 Botanical Drugs, Derivatives & Synthétic Equlvalent prepns. 21.5 120.5 62.9
541.7083 Drugs, Animal Origin, Synthetic Equivalent prepns. n.c.s. 11.4 6.5
541.7084 Organic Acids & prepns. n.e.s. . 340 3.3 .
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1 2 3 4 5
541.5085 Drrugs, Medicines, Chemicals Containing Spitit ri.c.s. 2007.9 962.6 23X
541.70%9 Other Mudicamenis 69712.6  55500.0 4130F
541.9101 Adhesive Bandages . 872.3 84.9 647’
541.9102  Adhesive Tape (Medicinal) ’ 24719 121 15K
sA1 0103 Poultice of Kaolin 4.1 20.1 rl
541.9104  Lint Medicated . . . . . . .. 3639 469.9 408"
541,9105 Plaster of Paris . . . . . . . . 723.8 265.1 87,
541.9109 Bandages n.e.s. . . . . . . . . . 13916.1 6189.1 2605,
541.9901 Dental Coment é other Dental Filiings . . . 148.3 Bl.6 105 g
541.9902 - First Aid Boxes Kiis .. 219,3 1
541.9905 Sterile Surgice | Catgut etc. . . . 279 38.4 420
658.5601 Whadding & Articles of Wadding/Absorbent Cotton . N 6365.5 359.6 4,
512.1308 Chloroform 10.3 ..
512.2304 Menthol . . 1361.8 321.7
512.3104 Ether Solvent/Etayl Lther
512.4323 Beta Ionone 4031.8 8103.0
512.5106 Beanz! Benzoate . . . . . . 38.6 4.5
512.5107 Bismuth Compounds of Monoacids 197.5 ..
512.5142 Undecylenic Acid . . . . . . 639.2 170.1
512.5301 Calcium Gluconate 2.5
5$12.5302 Citric Acid . . . . . . . . . 103.0
512.5308 Methyl Salicylate . 245.9 81.9
512.5012 Petassium Citrate . 215.6 48.3
512.5014 Salicylic Acid 197.6 20.8
512.5316 Sodium Salicylate . . . . . . . . 322.2 309.6
512.6301 Calcium Glycerophosphate . . . . . . 32.2 i
512.7413 Phenacetin . . 230,
512.8512 Dehydroxy Quinoline . . . . . . . Ve 1.8
512.8517 Hydroxy Quinoline Sa'ts . k* - ..
512.8527 Alpba Picoline . . . . . . . . 79.1 STI’
512.9103 Papain Pure e 554.6 1.2 9
514.1601  Potassium lodide . .. .. 187.4 '
514,1609 Todides, Oxyiodies, lodates, Periodates others . 0.1
514.9200 Hydrogen Peroxide .. 7.9
8991301 Emoty Gelatine Capsules 88.4 90.8
599.2100 Disinfectants . . . . . . 66.1 912.9 1
4212.5000 Medicinal Castor Qil (compiled from the customs lists) . . . 211308.3 20364.2 23
Re-Export
541.7099 Other Medicaments 44.9 219.5

37.54,24.8 13,52,11.2 1




ANNEXURE—VI
(Chapter Il —Para 30)

Izaport During )
(1n 000 Rs.

- T Apr./ Apr./ Apr./
Sept. 74 Sept. '73 Sep'. ‘72
(Est.) (Act.) (Acl.)
0 r 2 3 a
Drugs, Pharmaceuticals & Fine Chemicals
Salt and other derivatives of nicotine 640.1 132.7
Vitamin B | 42.2
vitamin B Complex . 14.5 4.8 3.8
vitamin < 1.7
Provitamin, Vitamin natural vi reproduced n.e.s. 3.8 92.1 9} .3
Chloramphenicol & its prepns. . 72.4 445.0
Erythromycin 1.5
Oxytetracycline & its prepns. 1566.0 2507.4
Penicillin & 1ts prepns. 63.9 4.9
Streptomyein & its prepns. 488.8 156.4
Otiier Antibiotics & their prepns. 2521.4 1350.3 983.5
Cs:ains alkaloid, salt & derivatives 17.0
Ephedrine Hydiochloride . . . . . . . 152.2 351.5
Ergot Alkaleid L 20.0
Salt other derivatives of ergot 1.5
Emetinc alkaloids §3.0 10.8 §.5
Sait other derivatives of ciictine 33.7
Quinine alkaloids .. 1661.6 ..
Salt and Derivatives of quiniue n.c.s. 3099.4  1986.5  2063.7
Quinine Silphate 10847.6 1922.9 1072.7
Rauwolfia alkaloids & prepns. 14.6 90.2
Strychnine alkaloids/salts. 192.0 403.9 373.3
Salt & other derivatives of nux vomica alkaloid/Brucine 1196.7 833.1 274.2
Berberine Hydrochloride 186.6 352.3 286.4
Vegetable alkaloids . 260.9 240.3
Hormones—others 35.4
Digoxin ., 261.2
Blood Plasma 43.7 5.9
Liquid Extract of Liver 5.5 0.7 4.1
Ferrous Sulphate 56.8
Organo Therapeutic glands or other organs & their extracts—others 5.0 6.6
Antitoxins ' ) 4.3
1.6

Tetanus Scrums

—
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. 1 2 3 4
Antibacterial Serums & Antiservms in.c.s. . . . . . . . . . . .. 203.3 2321
Vaccine Cholera 0.4
Serra Vaccine other . 71.9 . .
Bacterial Vaccine n.e.s. 34.9 44.2
Bacterialogical products n.e.s. . .. 1.0 ..
Ayrvedic & Unani medicines e 613.5  354.5 - 709.7
Homeopathic Medicines o . . . . 10.9 38.3 135.5
Acetylc Salicylic Acid/Aspirin . . . . . . . . L 195.3  433.8
Antacid & Digestive prepns. .. 6.0 8.9
Anti Jiabstic drugs other than insulin 527.6 630.0 515.8
Anti Histamines 0.7 9.8
Anti ralarials chloroquine & chloroquine phosphate 287.0 7.0 2.8
Asthma, Catarrah & hay fever prepns. . 30.0 8.8
Chemical, medicinal contraceptive, foam tablets - .o 44.7 0.3
Chemical & medicinal contraceptive Jellies, paste, creams etc. . . . . . . . .. 2.4
Cold, cough & pronchial prepns. except salves, ointments & vaccines 35.2 21.4
Dchydrochyic Acid . .. 17.4 ..
Gripe Water . . . 69.4 42.2 79.2
Headache, neuralgia & pain remedics . R . . . . . . 475.2 19.3 23.3
Todine Tinctuce ’ .. 1.4 0.4
Magnesium Trisilicate .o . 64.4  43.5 93.9
Milk of Magunesia . . . . . . . . . . . . . . . ve .. 9.2
Phthaly!l Sulphathiazol . . . . . . .. e 65.0
Sulphadiazine . 16.0 -
Sulpha Drugs n.e.s. . 12's 23.7 0.2
Salves & Ointments for buras, cuts etc. 45.0 50.4 26.7

365.0 702.7

Salves & Ointments for cough, cold & Bronchial prepns. ..
57.9 47.5 14.4

Proprietory & Patent Medicines . . . . . . . . . . . . 726.2 2663.9 1757.1
. .. . 1.1

Batanical drugs, derivatives & synthetic equivalent prepns.

Tonics, bloo 4 nurifiers, emulsions, appetisers

D:rugs, mzlicines, chemicals containing spirit n.e.s. 1131.4 291.9

Wailding and Articles of wadding/ Absorbent cotton ] . 231.1
Adhesive Bandages . . . . . . . . . . . . 69.2 14.0
Adhesive Tape (Medicinal) . . . . . . . . . . . . . "94.2 24.0
Pouitice of Kaoline . . . . . . .. 20.1
Lint Medicated 16847.8 r 12\7.5 434.4
Plaster of Paris . . . . . . . . . . . . . . . 352.4 27.4
Bandages n.e.s. . . . . . . . . . . . . . . . 4658.5  1210.7
antal Cement & Other dental fillings . . . .ot . . . . . 36.1 9.7
Sterile Surgical catgut etc. . . S . . . LT . J .. 30.8
Calcium Compounds/prepns. S . . . . . . . . . . 106.2 ~© .. .
Harinless medicines . 40256.6 ..
Drugs Intermediates . . . . . . . . . . . . - 463.8 .. e

Other mdicaments . 7194.4  27919.2  23664.9

-
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i 2 3 4
Mentho! . 1113.7 .. -
Reta [onoae 70895 15540 4927.5
Henzyl Beazoale . 0.7 36.5
Bismuth Compounds of Monoacids 1193.9 .
" Undecylenic Acid 269.2° 40.4 116.1
Citric Acid . 241.0
Methyl Salicyiate . ‘e 103 .4 9.9
Sodium Citrate . 50.6 . o
Potassium Citrate 145.8 152.5 31.8
Salicylic Acid 1802.8 14,2 9.3
Sodium Salicylate 44.2 234.2 233.7
Calcium Glycerophosphate . 10.0 .
Acriflavin . 12.1
Alpha Picotine . .. 1266
Papain Pure 133.6 139.9 0.7
Potassium Todide . ; . 185.5
lodides, Oxyiodides, [odates & Perio-Jates—others . 0.1
Hydrogen Peroxides . . . 8.0
Paracetamol . . . . 430.4 .
Empty Gelatine Capsules . . .o i
Disinfectants . . 5.3 59.2 615.5
Medicinal Castor Oit . . . . . . £156989.2 122908.1 3768.3
Soluble Sadtum Saccharine . 1064.1 .
Cineole . . . . 286.9 . ‘e
Phenolphthalein B.P. 286.0
Salicylamide . . 413.8 .
Fine Cazmicals . . . . . . 351.7 .
253056.5 176460.9 50732.4

_;&



CHAPTER lii
PUBLIC SECTOR

i. This chapter is devoted to the second term of reference of this Committee.  This term of reference require
that the Commitice recommands the measures necessary for ensuring that the public sector attains a leadership role t
the manufacture of basic drugs and formulations and in research and developmant.

2. The public sector has to play an important role in the industrial development of the country.  Subjzct to th
overall consideration of resources, the programme in the public sector envisages further expansion in high priority field
to fulfil the gap and correct existing imbalaices in the industrial structure to mset the social needs of the country
The Industrial Policy Resolution, 1956, takes into account the need to prevent monopoly and concentration of econo-
mic power in the hands of a small number of individuals.

3. The Committee notes that the public sector has achieved an overall production of substantial capacity
particularly in the field of synthetic drugs, and has demonstrated the competence of this sector to handle the growing
needs of the/country in this highly technology-intensive area of drug production. -

4. In order that the public sector muy enter the field of manufacture of basic drugs and formulations n a big
way, as is recommended in this chapter, with a view to making essential m>dicines available to large masses of our
people at reasonable prices, it will be necessary to remave some of the constraints and deficiencies in the public sector

units.

5. The Committee has suggested measures necessary to mike the public scctor more efficient, in respact of or-
ganisational set-up, and management patterns, taking into consideration the deficiencies, difficulties and disabilities
from which the public sector units are suffering at present.  The Committee has also suggested the areas in which the
public sector should expand so that it can effectively serve the objectives and attain a commanding height in the manu-
. facture of bulk drugs and formulations. Measures have been suggested to bring about technological improvements

and for appropriate organisation of research and dzvelopment in the ficld of drug industry. The importance of uti-
lizing various public sector laboratories and institutions has also been dealt with.  In view of the fact that this sector
must grow in Magaitude to fulfil national needs, the Committee has suggested the establishmant of National Drug
Autirority (NDA) a central organisation which will lay down and coordinate the policies of manufacturing programmes,
as well as the sale and distribution systems of the products produced in public sector units. The composition and

functions of the Authority has besn discussed in Chapter IV.

6. Pattern of production of the domineering units in the private sector, which consist predominantly of multi-
national subsidiaries or their branches or their equity partners in India, indicates that the primary objective of these
units is trade based almost entirely in the economically preferable arca of formulations from bulk drugs, largely im-
ported from their principals, rather than on the production of the bulk drugs themselves.  Government, therefore,
decided that, in the interests of the health and well-being of the people of this country, more units for the production
of drugs be started in the public sector. It was perhaps f2It that health carc was a national charge and the ethics of
production of drugs should have essentially the character of mecting national needs as distinet from trade and commer-
cial angle. Further, such nceds should be met by a determined eftori to produce bulk drugs from primary raw mate-
rials and intermediates.  The Planning Commission, in additicn to recommending the development of chemical indus-
try in general (drug in their basic form are chemicals) also emphasized that high priority should be given to manufac-
ture, within the country, of bulk synthetic drugs rather than the formulation of imported drugs.

and pharma cuticals complex in this coun-

and Pharmaceuticals Limited (lI_)rll’L).:{
1c

7. This emphasized the desirability of the setting up of a large drugs

try and resulted in the establishmant of a public sector enter prise, Indian Drugs. als 1 °d
where production storted in 1968, Earlier, Hindustan Antibiotics Ltd., Pimpri, started production in 1955.

Ccmmittee on Public Undertakings said in their 22nd report ¢

“The setting up of th: drug minufacturing units and surgical instrumznts factory in the public sector was .mter}gi'
ed to serve the triple objectives, namely to bring down the prices by largz scale production of high quality life-
saving drugs, to provide facilities for medical relief to the people on a mass scale in consonance with the declar-
ed objestives of the Government in this regard and finally, not enly to achieve self-sufficiency but also to produc';:

an exporfable surplus and earn foreign cxchange.”
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8. Daspite production of about Rs. 370 crores worth of pharmaceuticals during 1973, it is estimated that modern

drugs reach only abaut 209 of our people. This weuld imply that the majority of people, particularly in the rural -
areas and cconomiclly weakor sections of the society derive little advantage from the modcrn systems of medicines
and to that extent their suffering remzins unabated. This immadiately throws into focus ihe magnitudc of made-
quacy of our nw'isnal offort in the vinal area of not onlv sacial hat also econamic consequence to adr poeple. It iy
thus clewr tiat produstion of ailopathic drugs, in terms of the magnitude of the needs of the country has barely begun
in India and that the fizld is wids op ea for enlightened leadership to make bold efforts and take up the challunge.

on a national ssale, and meet this vial problem by proper planning.

9. The National Committee on Science and Technology (NCST) and the Task Force appointed by the Planning
Commission, have, during the last two years carricd out studies of the existing product pattern in pharmaceutical and
drugs industry. The Comumittee feels that the basic data used by the NCST and the Task Force conforms to existant
pattern of market nceds rather than the real social needs of the country. The Committee is of the view that there is
urgent need to institutinalize data collection and base the national preduction targets in terms of the needs indenti-
fied by such a systemu.  However, for the present, the Committee accepts the projection of the Task Forcc for drawing
up the more imm:diate production plans. The NCST and the Task Force identified the needs of the nation over the
next 5 to 10 years. Both the groups concluded that it is necessary to maintain a sustained growth rate of at least 15%
in this industry with high emphasis on the production of bulk drugs. They have also suggested the need to fix tar-
gets and adjudge the growth rate in quantitative terms and not in terms of rupee value. This Committee wishes
to emphasize the necessity of fixing growth targets and judging the growth rate in terms of individual quantitics. This
is necessary becaase of the changing value of rupze.  Presentziion of growtii in terms of rupee value can, as it has
been done in the past, present a distorted picturc and induce an unjustified sense of achievement and complacency.

10. The above two Committees have rightly emphasized the need to dove-tail the development progammes of the
drug industry with those of the chemical industry on which the former is largely dependent. Besides supporting this
plea, the Committee is of the opinion that extensive development in the field of critical plant materials, as will be
indicated later in this report, should be given hign priority.

11. In respect of chemicals, needed as raw materials for the production of bulk drugs, Hincustan Organic Chem-
icals (H.0.C.). Indian Petrochemicals Corporation Ltd. (IPCL) and such other units in the public sector as may be
concerned now or in the future, with the production of vital solvents like alcohols, organic acids, e¢ster, anhydrides,
etc. basic chemicals like benzene, toluent, xylenes, napthalenc and related intermediates, pyridines, etc. ; mineral
acids would need to be materially sirenghened in terms of an annual growth rate of at least 15%. This has been
emphasized in ithe relevant NCST report. it is essential that all these products, arising out of the efiorts of either the
public sector or the private sector units, shoud mecet the priority needs of the tulk drugs industry.

12. As has been mentioned clsewhere in this report, formulation activity reprcscnts the high pay-cff sector of
the pharmaceutical industry and bulk drugs manufa ture given comparatively low profits. Inevitably, therefore, en-
trepreneurs who enter the pharmaceutical industry, usually prefer formulation activity. An analysis of the working
of a number of drug manufacturing units in this country has rcvealed that the ratio of capital invested to sales turn-
over in the formualtion sector averages out at about 1: 2.6 with an upper limit of as highas 1: 7.75. Itis cst;mutcd
that a purely formulation unit recovers the entire invested capital in a 2-4 year period. @n the other hand. in bulk
drug production, under the best of cirmdumstances, sales turnover to capital ratio does not usually excced the 1:1
figure and in many cases, in the eavly development stages, this ratio is much lower.

13. 1tis evident, therefore, that a manufacturer whose basic philosophy is materially trade oriented, would usually
try to remain in the formulation sector and keep the less paying basic drug manufacture at the lowest level of produc-

tuon priority.

14. 1t has been estimated by NCST that in order to register a formulation production growth rate of 1574 lead-
ing to a total production of Rs. 700 crores from  the present production of about Rs. 370 crores..
at the end of the Fifth Plan period, capital requirements will be of the order of
only Rs. 100 crores. Where as that group has also estimated that for achicving a targetted production of the value
of Rs. 200 crores worth of bulk drugs from the present Rs. 75 crores, additional investment requirements will be au
high as Rs. 150 crores.  The conclusions are obvious. :

'15. 1t is not, therefore, surprising that for the past many years, foreign or foreign-cquity holding companies have,
by and large, resisted the governmental suggestions to enter the basic drug production in a big way. Experncnqc.h.as
shown that even when these units undertake the manufacture of bulk drugs, they tend to linger long at the very initial
phase of manufacture of bulk drugs from penultimate or near-penultimate intermediates imported often at high cost
essentially from their principals abroad. A

1—M of Pet. & Chem./75—.8
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16. Ananalysis of the effort invested in the production of bulk drugs by the different sectors of the industry )
vides snme revealing data. In 1973, thé organised sector of the drugs and pharmaceutical industry in India, prodt,
a total of 3300 tons of bulk drugs. These included natural products, synethetic drugs, steroids, antibiotics, etc.
total value of this preducticn was ahout RS, 70 srores.

17. The figures for bulk drug production in the small scale sector, in terms of tonnage, are not uyailahlc. H
ever, their total production is rated at about Rs. 5 crot es in terms of money value :dnd could be cstimated at ;}l:
500 tonnes including a fairly high percentage of synthetic bulk drugs. It is interesting that out of the productio
500 tonnes by the small scale sector, only about 39 was produced by the fcreign and foreign majority units in
sector and about 97 % by the Indian units. ST

18. Analysis of the production figures of 5300* tonnes produced in the orgznised sector reveals that :
(i) The public sector units produced about 1500 tons of bulk drugs valued at Rs. 24 crores;

(ii) The Indian and the Indian-majority units manufactured 3200 tons of bulk drugs valued at Rs. 27 cr
and. '

(iii) 'The foreign and foreign-majority equity units produced about 600 tons of bulk drugs valued at Rs.
crores. g .

19. The above figures would indicate that whereas the public sector and the purely Indian and Indian majo
sectors produced large tonnage of drugs of relatively lower value, the foreign and foreign-majority units opcra:
in general, selectively in the area of low tonnage high rupee-value bulk drugs. They contributed less than 12%
the total production of bulk drugs in the organised sector and recovered'as much as about 279 of the turn-over
rupee value.

20. Tn contrast to the efforts of the various units in bulk drugs production, it is interes}ing t_hat a hundred.:
sixteen units comprising 25 totally foreign or foreign-majority equity firms and 91 other units with either relativ
minority foreign equity or totally Indian units, the “organised” sector, accounted in 1973, for about Rs. 296 crc
(80%%) of the total turnover. Over half of this was shared by the 25 firms with total foreign or majority {oreign eqt
and other half was accounted for by the remaining 91 units including about Rs. 20 crores worth of formulatit
produced in the public sector. OQut of the remaining Rs. 74 crore turnover (20;), 9 fully foreign or foreign-majo:
companies in the small scale sector, accounted for over about Rs. 18 crores (24 %), and the remaining nearly 2
units shared between them a turnover of about Rs. 56 crores. Analysis of about 486 uuits in the small scale sec
listed in the publication on Indian Pharmaceatical Industry for 1973 compited and published by Developnm.
Council for Drugs and Pharmaceuticals, Govt. of India, reveals ihat 260 companies, constituting over 52 %
these listed units, had an individual turnover of rupess one to five lakhs. These figures indicate that the large majo:
of the remaining over 2000 units operate oaly as tny tablet or tincure makers with no showing whatsoever
the overall economics of the pharmaceuticals and drugs industry. N

21. These relative figures, both for bulk drugs production and formulations, lead to the inescapable conc
sion that the multinationals have not only concentrated their effort in the production of formulations, but even
their minor effort in bulk drug production, they have limited their activities only to low-tonrage high-rupee-va
bulk drugs. Some of which are, of course, essential and technology intensive such as steroids, vitamins A, B
etc. It is evident that it is the Indian and Indian majority sector, and in particular the two public sector units, 1}
have made the major contribution in the critical area of bulk drug production, which constitutes the base plank
the pharmaceutical industry.

22. There are three broad areas at present under which the various drugs may be considered :
(i) Those derived from higher plants;
(i1} Those derived from micro-organisms, lower plants and animal sources; and
(iii) Synthetics.
23. Drugs derived from plant sources will include in this report, an important insecticide e.g. extract of P:

thrum flower heads. The latter has added to its importance recently because of the threat of the spread of ma

ria in this country and because the malarial parasite -carrying mosquito has become resistant to most of the avd
able synthetic insecticites. )

24. In the order of importance, plants of medicinal value may be listed as follows :
1. Pyrethrum-as source for mosquitecides.

. * . . . - ) * 3
*These figures do not include the turnover of immunological agents in Govt. institutions ot private %t
usits and of Insulin, Non-pharmacopoeial grade salicylic acid and ether,
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1

2. {(a) Dioscorea specits e.g. D. delteides, ) D. as source of intermediates for the synthetsis of thera-
floribunda and D. composita. > peutically active steriods including antifertility
(b) Salanunt khasiamumn ] steroids.

3. Cincliona for quinine and gquinidine,
4, Poppy for opium alksloids e.g. morphine, codeine and noscapine,
b d Ergoi ol Rye, (Claviceps purpurea) for ergot alkaloids, ergotamine, crgometrine, clc,
6. Dighalis species D, fanata and D. purpurea for cardiac glycosides e.g. digoxin, digitalin, ctc.
J ipecac for the produciion of cmetine.
8. Dubosia and atropa species (A. belladonna and A. accuminate) for atropine and hyoscine.
9. Tca dust and tca waste for caffeinc.
10. Nuxvonmica for strychnine and brucine.
11. Glycyrrhiza for new anti-inflammatories and a possible anticarcinogenic agent.
12, Vinca rosea for the anti cancer alkaloids vineristin, vinblastin, etc.
13, 1.2mon grass for carotenoids for the preparation of Vitamin A.
14, Rauvolliz for hiypertensive and CNS aclive total alkaloids and resetpine,
25, Of the above fourieen plant materials, eight, namely, dioscorea species (or sclanum species), cinchonaf,

poppy, crgot, digitalis, ipecac, dubosia (or atropa) species and  lemon grass are the sources for essential drugs
identified by this Comunittee,

26. Five of the above plant. materials, namely, pyrethrum, cinchona, poppy, ergot of rye and ipecac have been
and continue 1o be cultivated entirely by the various State agencies. Threc groups of plant materials, namely, dio-
scorea speeies and solanum khasianum, digital is and atropa species are under various siages of cultivation (experi-
mental-commercial) partly under State auspices and partly by the private sector industry.

27, Teu waste and tea dust are obtained from privately owned (ea plaatations and rauvolfia, nuxvomica and
vinea are collected almost entircly from the areas where these grow naturally.  Only marginal effort has been made
in the State sector for th: experimental cultivation of glycyrrhiza.  Lemon grass is wholly cultivated in the private
sctor,

28. The relative importance of these plant materials needs hardly to be emphasized.  These have been taken
note of by the NCST : the magriitude of needs of most of these for the future have been estimated and the arca of
land and other facilities raquired for their economic cultivation have also been worked out and due recommendations
made by NCST. .

oA

29. This Conunitl‘ecﬁs of the view that the biologically valuable materials derived from the above plant sources
are not likely to be repluced by any cheaper or Iess tloxic substitutes in the foreseeable future. The Committee.
therefore, strongly cndorses (he recommendations of the NCST in this matter. The NCST’s recommendations
(Annexure 1) indicate a large layout of cultivable land for these plant materials. 1t is estimated that about 4400
hectaras will need to be brought under cultivation, in stages, for pyrethrum, dioscorea, ipecac, ergot, atropa species,
glycyrrhiz, etc. It is necessary that acquiring land for this purpose, at the State level, should be appropriately in-
corporated in the afforestation policies and land reforms by the State Governments.

30. The Commnittee feels that the =xisting arca of 8,000 hectares available for cinchona plantation necds urgent
atlention for improvement in the variety of the cultivated cinchona species (Java variety is reported to produce 16-17 2,
total alkaoids whereas the Indian varicty produces an average of only 3.5-4% alkaleids), as also in the production
technology by the Governments of West Bengal and Tamil Nadu. Lt is necessary to expand this plantation to a
larger area. There is need for doubling the area for ipecac (produetivity has gone down from 30,000 kg. of ipecac
and is reported to be 18,000 kg. at present) in West Bengal and of consolidating the existing arecas under poppy in
the poppy growing States of U.P., Bihar and Madhya Pradesh and the processing of opium at the Ghazipur factory.

31. Technologies for the processing of the above plant materials for their respegtive eAd-products (except for
ergot and vinca for which active work is already a foot under the auspices of the CSIR) are all available though
there is need to streamline these processes for better economic productivity. 'The Committee notes that appropriate
technological skill for all these is already available in the country. While attributing the present shortfalls of pro-
duction of the various products outlined above to inadequacy of effort in cultivation, the Committee feels that
if updating of production technologies had gone apace for the items already under production, and this was per-
fectly possible withio the country) the present production should have been much better. '
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s 32. In view of the vital and growing importance of the products derived from the above plant materials and the

fact that cultivation of these plants, is technology, finance and labour intensive with comparatively low returns,
this activity should be taken up in a determined and businesclike manner under the public sector. In case of a State
enterprise, cquity might he flnnted for participation by Indian nationals or Indian private companies.  Such joint
.units should be managed by trained personnel. Past experience has demnonstrated the preference of the private
scctor entrepreneurs, in respect of cultivation, oniy for such plant materials as may prodnce the high activity,
low bulk and high money valuc intermediates of final bulk drugs c.g. dioscorca specics for the expensive steroids,
digitalis for the expensive digoxin and lemon grass for Vitamin A. Incidentally, land requirements for these specific
items are also relatively low. ’

33. Drugs derived from lower plants/micro-organisms and animal sources 1nay be sub-divided into (i) anti-
biotics (if) products from animal tissues such as insulin, pancreatin, trypsin, chymotrypsin, etc. and (iii) immunologi-
cal agents, namely, sera, vaccine, antitoxins and toxoids.

34. Antibiotics acsount for the most important products of this class. Licensed capacities as also production
of the more important antibiotics in 1972 and 1973 are given in Annexures 11 and ill, whish also reflect the estimated
needs of the four essential antibiotizs namsly, penicillin, the tetracyclines, chloramphenicol and streptomycin,
for the years 1978-79 and 1983-84, as projected ky the Task Force. Relevant figures in the annexures indicate that as
at present, of the total licensed capacity for bulk preduction for penivilii, 2% (224 MMU) is in the public sector
and 38% (140 MMU) is in the ludian and Indian majority scctors. Foreign and foreign majority units have ot
participated in the production of this antibiotic.

35. Licensed capacity for streptomycin (257 tonnes), in 1973 was shared between the public sector units (175
tounes, equivalent to 68%() and the Indian and Indian mojority units (82 tonnes, equivalent to 32%).  Foreign mujority
units did not participate in the production of this antibiotic esther.

36. Licensed capacity for tetracyclines in 1973, which stood at a total of 149 tonnes, included licensed capacity
for 70 tonnes of chlorotetracycline which was originally programmed for production in the public sector and remiained
un-utilised till 1973. In effect, the total capacity for marketable tetracyclines stood at 79 tonnes of which capacity
for 52 tonnes was in the public sector and 27 tonnes largely in the foreign majority units. i

37. Licensed capacity in 1973 for the production of chloramphenicol was 109 tonnes and lay entirely in the
private sector.

38. The public sector produced about 137 MMU of penicillin accounting for about 61 94 utilization of the licensed
capacity and the Indian and Indian majority sector produced about 111 MMU, equivalent to about 799 utilization
ofthe licensed capaoity. :

39. Production of strcptomycin in the public sector amounted ‘o about 96 tonnes equivalent to about 55%
of their licensed capacity, whereas the Indian and Indian majority private sector units contributed 84 tonnes represent-
ing 102% utilization of their licensed capacity.

40. Public scctor produced abour 25.0 toanes of tefracyclines and accounted for the utilization of about 48%
of its installed capacity for saleable tetracylcines (its licensed capacity of 70 tonnes for the non-marketable chlorig
tracycline is not included in this calculation). The private sector, consisting very largely of foreign majority units
produced about 65 tonnes of tetracyclines representing 2407 utilization of their licensed capacity.

41. Production of chloramphenicol was entirely in the private scctor and was of the order of 47 tonnes, represet
ting about 43% utilization of the licensed capacity.

42. Annexure I shows that import for penicillin was negligible whereas there were substantial imports for th_‘z
other threc antibiotics. These figures indicate that with near 10094 utilization of licensed capacities, we should hay
been able to meet and even exceed our present national needs for all these antibiotics.

. ' C
_ 43. Recent production figures of 1.D.P.L. are indicative of the realization by this unit that with appropriat
care, utilization of the installed capacities can be materially improved. Over the 12 month period ending Octobet
1974, streptomycin production registered an increase of about 189 and that of tetracycline an increase of about 80
compared with the corresponding production figures for the 12 month period ending October, 1973 (Annexure. v
It is necessary that this unit should immediately utilize the 70 tonnes capacity, originally created for the preduction §
chlortetracyoline, for the production of tetracycline and oxytetrasycline. .
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44. In respect of other major antibiotics, namely erythromycin and-ampicillin which were imported to the extent
of Rs. 1.6 crores in 1972-73 and mare than Rs. 2.2 crores in 1973-74, the Comnittee is of the opinion that the public
sector units must undertake their production also.  In respect of erythromycin, against a licensed capeity of 10 tonnes
in 1973, production amounted to about 3.0 tonnes, and for ampicillin, against a licenscd capagity of 16 tonnes, a
heginning has now bean niade for its production by HAL. 1t is relevant t note zhal.lhe pu_o}_tc sector unit (HAL)
e been granted « capasity of ix tonne. for ciythromycin and 5 toanes of semi-svatietic penciliins including ampici-
Hin.  1Cis wdersiood tha DPL have included the production of erythiomycin, amoicillin and deoxy-oxytetracycline
to the extents of 10, 10 and 5 tonnes. resnectively, in their produstion programms.  Proj2ctions for erythromycin
and ampicillin requireme:ats are 30 anld 35 wanss respetively for 1978-79 and 60 tonnes and 100 tonnes respectively
for 1983-84.

45. While reviewing the production programme of the public sector units producing antibiotics, the Committee
felt that there was considerable overlap in their spectrum of products and that this contributed to scme extent to
their inability to congcentrate and specialise'on a given line of products. The Committee, therefore, fecls that the
public s2ctor uuits should divide, between themselves, the responsibilities for the production of individual items so
that they may attain the required level of cpecialisation and sophistication in their respective lines of effort. The
Committee hopes thay this would iead to better economic working for the production of antibiotics in the public .
sector units whereby cach of the public sector units does not duplicate the production pattern of another unit. In
general, the narrow spectrum antibiotics such as penicillin, streptomycin, and penicillin derivatives, could be assigch
to HAL while broad spactrum antibiotics such as tetracycline, derivatives of tetracycline and other newer antibiotics
should be allogated to IDPL.

46. The Commitlee notes that the presen lissussd capasity for the produciion of penisillin, streptomyein and
tetracycline is about 660 tonnes (cach MMU of penicillin is calculated to be equivalent to 0.7 tonne) and estima-
ted requirements for 1978-79 amout 1o 1675 tonnss. -

47. In view of the growing importance of erythromycin, semi-synthetic penicillin and deoxy-oxtetracycline
and the fact that the public sector units are already engaged in the production of penicillin and oxytetracycline, the
starting matcerials for the two latter aatibiotics, the Committee feels that even though these drugs do rot
figurc in the essential drugs lis!, the public sector must carry the major responsibility for ths production of these
and other useful antibiotics as may appcar in therapeutics {rom time to time.

48. Drugs from natural sources include such important items as Vitamin B12, products derived from slaughter-
house waste like insulin, pancreatin, teypsin, pepsin, etc., and immunological agents including sera, vaccines, antitoxins
and toxoids. : ;

49. Vitamin B12 and some of the enzymes like diastase, amylase, lipase, cellulase, etc. belong strictly to the
class of essential materials that lend themselves to production involving fermentation processes. Of these, only
Vitamin Bi2 is listed in the essential drugs list and this is the major therapeutically useful item in this group. Vitamin
B12 is being produced indigenously and some capacity is at the moment available for diastase also. Against a
total licensed capacity for Vitamin B12 of 233 kg., production in: 1975 was of the order of 179 kg. Estimatcd require-
nients for Vitamin B12 have been placed at 300 kg. in the year 1978-79 and 600 kg. in 1983-84.  Considering the low
figure for present imports, it would scem that the installed capacity could, with appropriate planned expausion, meet
the national requirements.

50. Enzyme production has heavy economic implications outsice the fieid of drugs and phatmaceuticals. The

Committec would like to stress the need for the creation of active centies for enzyme production to be preceded by
the setting up of a strong centre for R & D in enzymology and enzyms technology as recommended by the NCST.
the Committee docs not, however, consider it necessary to make any specific recommendations in this regard because
the usc of enzymes as drugs is only marginal.
) St. In respect of slaughter house products e.g. insulin, pancreatin, trypsin, heparin, etc. cflortat their production
15 oaly murginal at present.  Insulin is manufactured from imported pancreas in quantitics of about 900 M.U.
agatast a licensed capacity of 1500 M.U.  Estimated requirements are 3000 M.U. in 1978-79 and 6000 M.U. in 1983
84. A joint team of scientists working under the auspices of CSIR and ICAR at the Vallabh Bhai Patel Chest Discases
Research Institute, Delhi. the HafTkine Institute, Bombay and the Central Drug Research Institute, Lucknow are
right now engaged in working oyt the production details and ecomonics of a process for the production of insulin
from sheep, hog and ox pancreas. It is felt that since production of insulin and other slaughter-house waste products
is bound up with upgrading of abattoirs in the larger cities and because of the need to set up the primary extraétion
units for such products in the immediate vicinity of slaughter houses (the tissue degencrates rapidly with time and must
becollected and frozenand preferably processed immediately afteran animal is slaughtercd), thisentire work ol
development of these sensitive products may be allocated to the Biochemicals units at S.V.P. Institute, Delhi
in collaboration with the Haffkine Institute and other institutions where adequate scaling up facilities exist.
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«1.27 .52, Sera, vaccines, antitoxins and toxoids are produced in this country in governmental institutions and
the private sector (Annexure V). These include vaccines against-samil pox, cholera, antitetanus serum and  tox.

* antidiphtheria scrum and toxoid and antirabic vaccine and triple antigen and oral polio vaccing etc. This Commit
feels that the institutional centres such as Haffkine Institute, Bonway, Central Research Institute, Kasauli. Pasl
Institute, Shillong, Kirg Institute, Guindy, Pasteur Institute, Coanoer, Vuccine Institittes at Bangalore, Caicu
Shillong. Namkum (Bihar). ctc.. and the private Indian units should be sterngthencd to meet the domestic ne
and cven for export in terms of the projections for the Fifth and Sixth Five Year Plan.

53. Synthetic Drugs represent today the king-pin of the entire drugs and pharmaceutical industry. Early
attempts to copy and then improve on nature launched the’era of modern chemotherapy quite carly in the histe
of modern drug development. Asdistinct from products drawn from natural sources, the area 'oi synthet
provides the premise of possibilities of molecular design to combat the diverse variety pf pathological conditic
with logic. Such possibilities of design can of course only follow, with a degree of certainty, the resolution of p.
siological and the corresponding pathological processes in specific molecular terms. Even though possibiiities
such mnlecular resolution lie right now in a twilight area because of inadequacies in the presently availabie expt
mental methods of molecular biology, some progress on correlation between molecular structure and physgologx
acitivity, does permit a fair degree of logical approaches in chemotherapy.- The spectacular array of synthetic dru
now available for the treatment of disease, dominate the entire spectrum of the means of treatinent in modern thera;

54. 'The simpler synthetic analgesics, hypnotics, antipyretics, antiprotozoal agents, etc., were followed by
powerful antibacterial sulfa drugs and then came the whole variety of drugs effective on the diseases of. or clos
related to cardiovascular system, the central nervous system, hormonal imbalances, etc.  And, today synthctic dr
dominate the entire field of therapcutics and their role is bound to grow with advances in methods of experimer
molecular biology and chemistry.

55. Because of their vary nature, synthetic drugs are directly derived f{rom fine chemicals indus
and depend for their production on a variety of chemicals, which arise in 1nost cases, from down-stre:
products of the chemical industry itself. It is for this reason primarily that all over the world, synthe
drugs industry forms, in a high percentage of cases, a subsidiary of the organic chemical industry

56. In India, chemical industry is still at the stage of development. The necd for drugs cannot, however,
postponed and production of synthetic drugs has to go on.

57. The Comunittee noted with satisfaction that in addition to HOC and 1PCL, the recovery of chemicals fr
coal tar at Durgapur had been undertalien on a fairly large scale. The Committee is of the opinion that appropri
units for preparing basic interniediates from the down-stream products of the Durgapur Plant would help substa
tially in the setting up of a bulk drug manufacturing unit in the Eastern region. In the context that new unitz shot
be established mainly on considerations of economic viability, Durgapur holds good promisc.

58. The multi-national units of the drugs and pharmaceutical industry have dominated, in this country,

the field of synthetic drugs and by far the largest component of their formulation activities lics in this area. M
of these multinational units, both in the small and large sectors, have concentrated their activities on the produ
marketed by their overseas parent organisations and have almost completely cornered the Indian market for the
respeciive products. They have also built up enormous markets on the sale of a large varicty of other formulatio
e.g. tonics, combinations of vitamins etc. Even where purely Indian units in the medium and thc small scale sect
produce equivalent formulations, they face the greatest difficulty in obtaining the relevant bulk drugs from the mt
tinationals, but more particularly in facing high pressure and costly sales practices of the latter. ’

59. In the last few years, there has been a further tendency in multinational units to introduce newer produc
of similar activities with marginal differences. Since such products are patented, they are usually priced high ar
allowed to be formulated for a period of 2 years by importing the basic bulk drug from their principals at a hi
price. The Committee is of the opinion that while considering the licensing of the manufacture of new drugs, de
loped abroad the main consideration should be that the proposed new drugs has distinci advantages over the 2xi
ing range of drugs. The Committec further recommends that the therapeutic character of such new drugs shou
be scrutinised by a Committec of experts.

the multinational units to produce bulk synthetic drugs in this conntry and share these with other formulators. R¢
ponse of theé. multinationals during the earlier years was negative, or, poor. However, in recent years somé of;

multinational . units did enter the ficld of bulk drug production obviously because of the emergence of the publ
sector.” Eveii 50, they were usually, highly selective and chose low-tonnage, high money-value bulk items and staftt
to’ manufactiire these, frequently from penultimate or near-penultimate infermediates imported, usually, from the
corresponding’ principals, at high costs. This position 1? only slightly better today. ;

60. From the early days of our independence, the Government of India have been endeavouring to pers;?i
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61. As against the poor performance of multinational units in the field of bulk drugs, the efiort of the private
Indian and Indian majority sector has been a great deal more impressive and satisfyirfg. Some of these units scll
their entire productior of bulk d. ... « (urmulators or share these with other formwulators. There are of course
several units it this sector also whioee entire bulk drug produciion activity iz limited oy their captive use

62. The Commiittee noted that when public sector entered the field of production of synthetic bulk drugs -
1968, there wus need to modify production technologies to coaform to cconomic compulsions of a competing eco
nomy. The public sector has met this chellange effectively.  They have revised the technology for their production
of almost all the products and worked out the technology for several other products.  Their initial licensed capacity
was rated to produce 5>1 tonnes covering 16 jitems. The revised licensed capacity for the production of 20 bulk
drugs stood at 1988 tonnes. In 1973, they produced 1212 tonnes of 17 bulk drugs (Annexure VI). Out of this pro-
duction, the public scctor distributed about 600 tonnes in 1973, 1o other formulators. This represent about 509
of their total production of bulk drugs. This commendable performance of the public sector technologists is re-
assuring. Tt is clear that technological competence has developed to an appropriate level in the public sector to
permit entrusting this sector with heavier responsibilities with confidence.

63. Formulation activity of synthetic bulk drugs production in the public sector has, however, been at a low
cbb. Thereis need clearly for the public sector to upscale this activity materially by increasing the range of
products to include injectibles, storile ointments etc.

64. This Commitiee has identified 44 drugs derived purcly from synthetic sources, as essential drugs. Re-
quirements of these ecsential drugs for the Fifth & Sixth Five Year Plan periods are given in Annexure VII,

65. Out of thesc 44 synthetic drugs, 7 are produced exclusively in the public sector and 6 others are produced
both in the public and private sector. Out of the remaining 31 drugs, 20 drugs are produced in varying quantities
in the private sector only. Licensed capacity and production figures for 1973 are also given in Annexure VII. These
figures reveal big gaps in the production of our present requirements of synthetic bulk drugs even though the licensed
capacities are substantially high. Furthermore, production of a fair number of these drugs is carried out at pre-
sent from imported intermediates.

66. As has been indicated earlier in this chapter, the public sector manufacture 13 out of 44 essential synthetic
drugs. These thirtcen drugs formed the bulk of thieir production of 17 items which the public sector unit at Hyde-
rabad produced in 1973. Quantitics so produced are given in Annexure VI.  The anncxure also lists the projected
requirements of these dirugs for 1978-79 and 1983-84 as estimated by the Task Force.  Out of these 13 items, 7 items,
nanely, Sulfadimidine, Vitamin Bl, Vitamin B2, Folic acid, Phenobarbitone/sodium, Analgin and Piperazines are
being manufactured exclusively in the public sector and 4 items namely Nicotinamide, Thiacetazone, PAS, Parace-
tamol, Suifacetamide and Diethyl carbamazine citrate are also manufactured in the private sector.,

67. Licensed capacity for the 7 cssential items producted in the public scctor is about 803 tonnes and total
production of these amounted to about 572 tonnes in 1973, Imports for these 7 items of 1972-73 stood at about
305 tonnes.

68. Projected requirement for 1978-79 for the production of these 7 items add up to 1683 tonnes and proposed
%xgpansion programmes in the public sector for the production of these items is of the order of 1696 tonnes for 1978-

69. It would thus be clear that with full utilization of the existing and projected capacities, the public sector
would meet the entire projected needs, for these items of the country by 1978-79. Projected figures of the Task
Force. for these seven items for 1983-84 stand at 3383 tonnes.

. 70. The Committec reccommends that the public sector must take the responsibility of expanding the produc-
tton of these seven important drugs to meet the increasing requirements of the nation and free the country from
import of these drugs. It is clearly understood that this additional production representing over four-fold increase
over the present capacity during the next ten years, will need to be achieved by judicious expansion of the present
capacities and by setting up of new production units where necessary.

71. The Committee notes that out of the remaining six items, projected requirements for 1978-79 for Thia-
cttazone and Diethyl carbamazine citrate would be adquately met by the capacities already licensed for these two
drugs if the licensed capacities are fully utilized. The Committee recommend that first option for the production
of the remaining 3 items namely, Nicotinamide, Paracetamol and PAS, should be given to the purely Indian sector
and, if, however, it is found necessary, this may be shared between the public sector and the private Indian sector;
the exact quantum of production of the individual items being determined by mutural consultation between the con-
eerned public sector unit/units and the private Indian sector units. In respect of sulfacetamide, the Committee
feels that this drug should be produced in the public sector to meet the projected requirements. ‘
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72. The Committee recommends that in addition to the above, the following eight drugs, appearing in g
essential drugs list and whi¢h arc currently largely imported (Annexure V) should also be produced in the publ
sector in quartities projected for the V & VI plan periods taking into account the quantiies for which capacitj
have already been licensed. :

4

1. Nitrofurantoin, 2. Nitrofurazone. 3. Fursemide., 4. Pyridoxine Hydrochloride, s, Thcoph_\l}ini

6. Phthalyl sulfathiazole, 7. Aminophyiline, 8. Calcium pantothenate. ‘ é

73. Public sector already holds letters of intent for the production of Nitrofurantoin, Nitrofuraze-~ Furg
mide, Pyridoxine hydrochloride, Calcium pantothenate, Phthalyl sulfathiazole, Aminophylline and theophyllig
in quantities given in Annexure VIIIL. 5

|
1

74. The Committee understands that the public sector manufacturing units and national research laboraton‘ei
have already developed laboratory scale technology for the production of nitrofurantoin, nitrofurazone, fursemid,
and pyridoxine hydrochloride and some of these technologies are in the test operation stage at the pilot plant leve]
The Committee further understands that the public sector and a national laboratory (NCL) have the necessa
technology for the production of Phthalyl sulfathiazole, Aminophylline and Theophylline and a national laboraton
(RRL, Jorhat) had developed a laboratory scale technology for Calcium pantothenate. The Committce recom niend;
that immediate steps be taken {o coordinate the work already done on these drugs in the abovc mentioned Jabora
tories to upscale these processes through pilot plant and protofype large scale production within the next 24 months
Should it be found necessary, for reasons of time, or if any of above technology is found not to conform to economi
working, the Committee recommends that such technology be imported by the concerned public sector unit on 3
priority basis. The Committee also recommends that licences should be immediately given on a priority basis -to
the public sector for import of raw matcrials for these drugs wherever import is necessary.  In respect of Pyridoxine,
the Committee notes that the country is spending substantial foreign exchange. The Committee feels that it is neces.
sary that the production of this important item should be expedited, particularly because of its short supply in the
international market. The Committec recommends that the available indigenous technology should be assessed
within the next six months by the concerned Ministry/NDA and necessary decision in respect of import, or other-
wise, of the technology, should bz taken as early as possible. :

)

75. Metronidazole is being produced in a quantity of 7.7 tonnes against a licensed capacity of 0.6 tonnes from
the pentultimate imported 2-methyl 1-4-nitroimidazole in the private sector by a wholly foreign company against a
requirement of 33 tonncs as judged from the import figures of 25.5 tonnes in the year 1973-74.  One Indian unit-
holds a licence for the production of 4 tonnes but it does not appear to have started production so far. Projectad
requirements of this drug stand at 50 tonnes for 1978-79 and 100 tonnes for 1983-84. The Committee understands:
that a public sector unit has completed the laboratory scale studies for its production starting from the basic stage
of glyoxal. The Committee recommends that the production of this important drug should be undertaken in the:
public sector and high priority should be given to immediate upscaling of the laboratory process, and. if necessarv,
the relevant technology may be imnorted. B

76. Chloroquin is at present produced in the private sector in some quantity (about 15 tonnes in 1973). AT‘
foreign unit and ons Indian unit prepare it from the late imported intermediates riz.-7chloro-4-hvdroxyquinoline *
and novaldiamine. Another Indian producer of this drug. however, produces it from the basic stage viz. m-chlo-:
roaniline. The import figure of 99 toancs in 1972-73 for this important drug emphasize the need of producing it |
in the country from basic indigenous materials. Against a total licenced capacity of 40 tonnes available today,
projected needs for 1978-79 are estimated at 150 tonnes and for 1983-84 this figure stands at 225 tonnes. The Com-1
mittee is strongly of the opinion that while facilities should be provided to purely Indian units to reach their licensed .

<:a]2iacl:i9t%13f%f1 chloroquin, public sector must undertake its production in a big way and fulfil the targets for 1978-79
an -84.

ot

77. Against a licensed capacity of 294 toanes for INH, production was of the order of 96 tonnes in the pri\-atchz
organised sector for 1973 and there were practically no imports. The rest of the need was met by the small scale |

SIQI%-(;L As at present, there would appear to bz no need to create any additional capacity for the production of

78. Licensed capacities, actual production figures and imports, as in 1972-73, in respect of the 20 items produced
only in the private sector, at present, are shown in Annexure VII. Corresponding projected figures, in respect of;these :
&

items for 1978-79 and 1983-84 are also given therein. |

79. Oui of these 20 items, licensed and/or installed capacities of Methyl salicylate, ‘Lignocaine, D ‘o %
- Vitamin D2/D3, Tolbutamide and Mephentermine sulfate approximate to the projected mqui%emcntl; ’for-'tgg'fygaeﬁ
1978-79, though actual production in several cases does not reach anywhere near the licensed capacity;” There is i

need that the licensees be required to work upto the licensed capacities. No additional capacities for these. items ;
would be necessary at present, ’ -
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80. Halogenated-8-oxy-quinolines, Acetyl salicylic acid, Pethidine and Vitamin :C are also largely under-pro-
duced at present (compared o the licensed/installed capacitics-—Annexure VII). Projected requirements of these
drugs for 1978-79 and particularly 1983-84 are of the order of 200—3009 of the preseatly licensed capacity. The
Commnittee recommends that cxpansion of production of these items, to conform to national requirements for 1978-79
and 1983-84 should be handled entirely in 1he public sector and the Indian-private secto..

81. There appear to be no. or in a few cases. smali installed capacities for the production of the relatively
low-tonnage essential drugs, namely, Primaquin, Chloropromazine, Succinyl choline chloride, Thiopental, Adre-
naline, Nor-adrenaline, Oxytocin, Chlorpheniramine maleate and hydrochlorthiazide. The Committece recom-
mends that the items (some of these are highly technology intensive) should be producad in the public sector to meet
the national requirements. The Committee notes that ephedrine is being manufactured at present by a foreign unit
from imported phenyl acetyl carbinol in a quantity far short of their licensed capacity of 13 tonnes. The Committec
understands that a national laboratory (CDRI) has evolved a fermentation process for the production of this inter-
mediate and its conversion by. synthetic methods into ephedrine. The Committee further understands that up-
scaling of this work is being carried out in collaboration with an Indian unit in the private sector. The Committee
recommends that in order to meet the estimated needs for 1978-79 of 49 tonnes, ephedrine hydrochloridc may be
manufactured in the private Indian sector, who may also expand, if necessary.

82. There are a number of other drugs, not included in the essential drugs list, that are either imported into
the country in fairly large quantities or are high sales items. These include sulpha-methoxazole, indomethacir.,
ethamutol, diazepam, chlordiazapoxide, secobarbitonc, trimethoprim, methyl dopa, etc. The Committee is .of the
opinion that whereas it is desirable that public sector units may participate in the production and formulation of this
class of drugs, production of each such item should however by examined on merits by N.D.A.

83. Raw materials and intermediates required for the production of essential synthetic drugs are dealt witii in
Chapter VI. Recommendations of the Commitiee in respect of their production in various sectors of the industry
and also for their distribution are also given therein.

84. f?xisling and recommended capacites for the production of the essential synthetic drugs, identified by
the Committee for production in the public sector, are shown in Annexure IX.

85. The Committee recommends that at least 50% of bulk drugs produced by the public sector units should
be formulated by the public sector industry itself. In the disposal of the remaining 409, first preference should be
given to mezt the needs of the Indian sector particularly small scale units.

86. In terms of the above recommendations, the public sector will be required to manufacture 34 items of bulk
drugs in quantities indicated against these for the Fifth Five Year Plan. It would be necessary, of course, to make
allowance for sctting up additional capacities. :

87. Seven items (Annexure 1X—items 1—7) which are produced only in the public sector at present and for
which the total licznsed capacity is about 800 tonnes, will be required in quantity of about 1680 tonn=s in 1978-79.
Production capacity for about 880 tonnes should be set up for these seven drugs.

88. For three drugs (Annexure IX—items 8—10) namely, Nicotinamide, Paracetamol and PAS, the present
licensed capacity in the public and the private sector, is 1335 tonnes and estimated requirement for the year 1978-79
is 2000 tonnss. As has already bsen recommended, the remaining about 665 tonnes of these three drugs may be
produced in the private Indian sector, or, shared betwecn the private Indian scctor and the public sectors.  For the
purpose of the present calculations, it is assumed that 609 of the required additional about 665 tonnes, which is
equivalent to about 400 tonnes will have to be produced in the public sector. Requirements of the additional quan-
tity of sulphacetamide (Annexure X—item 11) will be produced in the public sector.

. 89. Eight drugs (Annexure IX, items 12—19) for which the total licensed capacity in the country as on date
is of the order of about 57 tonnes are expected to be required in a total quantity of about 380 tonnes in 1978-79.

" No figures have been estimated by the Task Force for nitrofurazone. Considering, however, that this drug is re-
quired in small quantities, its requirement for 1978-79 is mostly cstimated at 10 tonnes. The capacity to be sct
up in the public sector, in terms of the recommendations made above, would add upto about 320 tonnes.

90. Annexure IX (items 20—34) lists the remaining 15 drugs for which the present total licensed capacity is
_about 2210 tonnes. These are expected to be required in 1978-79 in a quantity of about 3520 tonnes. In terms of
the above recommendations, the balance of about 1310 tonnes should be met by the public sector.

g 91, This would mean that public sector will have to raise its capacity by about 3000 tonnes. It is estimated
that the public sector 'will réquire an additional outlay of about Rs. 51.0 crores, in terms.of the 1973 prices, to en- -

- sure“the" production of the above 34 bulk drugs.
1—M of Pet. & Chem./75—9
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92. Tt has also been recommended above that the public sector should formulate 60% of its total production
of bulk drugs and this amounts to about 1800 tonnes. In terms of the 1973 prices, it is expected that to formulate
these 1800 tonnes of bulk drugs, the capital required for this formulation activity will l?e about Rs. 18 crores.

ProbLlems of Public Sector and Recommendations

93. During the course of its visits to the public sector units. the Committee found that whereas onc of the
unit (the Synthetic Drugs Plant of IDPL) had made commendable progress, working of the two antibiotic-producing
units at Pimpri and Rishikesh needed immediate attention. The performance of HAL at Pimpri has been satis-
factory except for a decline during the years 1972 and 1973, and their productivity had gone down inspite of the better
yielding strains and even, in many respects, better technology available to them. The Rishikesh plant has yet to
make the grade—allowing even for the low yielding strains available to them. The Committee felt that there was
urgent need to bring home to the management and the technologists at both these plants that they could not be:
allowed to function at their present low-level of productivity. The fact that the employees of public sector units
enjoy certain privileges, should make the employees more responsible in their work and behaviour. A spirit and
system of accountability to the industry and therefore to the nation must develop from top to bottom. Moreover,
the management should see that the workers are increasingly involved in the functions and operations of the Public
Sector so that they fcel that they are a part and parcel of the industry and management. Bureaucratic behaviour
at the top and irrespeasiple attitude at the lower level should be deprecated. This would generate a healthy indus-
trial relationship which is the best way of increasing production.

94, The managcment should have a degree of freedom to act in every respect, subject to the overall super-
vision by the Government/NDA and o the general guide-lines laid down from time to time in respect of Public Sector
Parliament being the supreme body has the right and duty to check up the activities of Public Sector.

. 95. In general, the Committee feels that the present structure need substantial changes so as to achicve the
objectives set for the public sector in terms of our socio-economic goals. .

9€. The Committee noted that even though the public sector had served to an extent fo safeguard against
irrational pricing by tihe private sector, the existing system had not made material difference in the pattern of either
the production or distribution of drugs which are at the memsnt governed largely by marketing machanics. There
is need to revise these to conform to our social needs.

-~

97. The Committee recommends that working of the public sector plants at all levels should be carefully
reorganised in respect of every step whether it involves purchase and standardization of raw materia's, processing
of raw materials and production of bulk drugs or formulations, their storage and distribution, etc. The Committee
feels that there is necd to atfend immediately to removing all deficiencies in the plants. The Committee is also of
the view that with intelligent and devoted attention to detail, these -deficiencies could be overcome without involving
heavy financial commitments. The Committee feels that each unit should operate strictly on economic basis.

98. The public sector units are facing difficulties in procurement of raw materials required for the production of
essential drugs. The Committee recommends that the raw materials and intermediates produced or manufactured
indigenously, essentially those manufactured in other public sector units. e.g. H.O.C. and I.P.C.L., and such other
units as may come into existence hereafter, must be made available to the public sector engaged in drug production
on the basis of the highest priority. Auxiliary items such as rubber caps, glass ware and packaging materials should
also be available to these units on highest priority to make them more effective and efficient.

99. The Committee notes that both the units (IDPL & HAL) have fair sized R&D laboratories and that they
need to be strengthened. 1t is well known that for all R&D efforts, there is a lower critical minimum in men and
materials necessary to produce meaningful results. Whereas all the three laboratories at Pimpri, Rishikesh and
Hyderabad have some every competent scientists/technoiogists for their R&D effort, there is need to bring this num-
ber up to a level of meaningful productivity. The Committee recommends that each one of these units should take
immediate steps to strengthen their R&D effort by reasonably liberal allocations in men, equipment and materials.
The Committee recognize that modern R&D, in this sophisticated field, is expensive in ferms of investments. The
Committee, is however, convinced that a sound R&D base is the best insurance for the growth of the drugs and
pharmaceutical industry. '

100. Besides recommending the strengthening of R&D laboratories at each plant, the Committee.is stro'pgly
of the view that as between these three units, avoidable duplication of effort must be discouraged and the results
(even the.raw. research data) of each unit.must be available to the related. unit.in. other R&D laboratories. . - This

. recommendation ds based on the philosophy that as between the-two units in. the public sector. (IDPL’ & HAL) ghere.
should be no secrets. Indeed, any improvements, in'a strain, a process.ora plant developed in.the R&D laboratory
of one unit, should be freely available for the use to the other unit, o P TEee
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101. The Committee further recommends that both the public sector units must establish the closest liaison
with the other R&D laboratories such as the CSIR, ICMR, ICAR, etc., and the State institutions like the Haflkine
[nstitute, the 1ITs, Universities, etc.  The Committee feels that such coordination is vital for development.  The
Committec cannot but emphasise the need for such coordination by NDA. The Committee recommends that apnro-

riatz facilities should be created i the ideatified institutions, wherever necessary, (¢ pernlit time-dound compiction
of individual projecte.

102. The Commidtee wishes to emphasise that the primary task of the R&D laboratories of the public sector
units and their associates should bz to constantly upgrade technologies for achicving greater cconomics in the pro-
duction of on-stream products and innovate technologics for products proposed to be manufactured in the inine-
diaie futurc.

103. The Committee recommends strongly that the Public Sector should set an example in respect of R&D
in this area and must, to begin with, set aside at least 5% of their net turn-over for this purpose.

104. To enable the pharmaceutical industry in gencral, and the public sector in particular, to fulfil its objectives,
it is essential that cquipment, instruments and appiiances of high precision should be made available to them expedi-
tiously. The Committee notes that there has been commendable progress made in the manufacture of such equip-
ment by private sector, particularly in Gujarat, Maharashtra and West Bengal. A number of firms are manu-
facturing sophisticated equipment of desired specitications. The engineering and desigaing units deserve encourage-
ment from the public sector units.

105. In respect of such essential technologies, or the high yiclding straiin. of uutibiotics producing micro-
organisims as may not await indigenous development, for cconomic reasons, the best available technology, or anti-
biotic producing microbial strains, mus. b> purchased on the following terms :

() The technology or an antibiotic producing microbial strain should as far as possible, be the best available
in the world market.

(it) The technology, or an antibiotic producing microbial sirain, should be purchased centrally so that it s
available to all the concerned units in the public and to such otirer units in the private sector, as the Go-
vernment/NDA may identify in national interests.

(iii) Import of technology must not be linked up with import of machinery.

(iv) The technology or an autibiotic producing microbial strain may be purchased on the basis of one-time
lumpsum peyment or, where necessuty, on the followig terms.

(a) Royalty payment for a pariod not exceeding 5 ycars which may vary between 2—359% of the nee sale
value of the bulk drug, thz quantum being dependent upon the essentiality of the drug and the intri-
cacies involved in the manufacturing techniology.

(b) Lumpsum payment, to bz made in instalmznts; the final payment to be made only after successtul
implementation of commerctal preduction in India.

The public sector is today poised to absorb any imported technology and then improve it through R&D.

106. Under Section 100 of the Patents Act, 1970, it is stated that the Central Government and any  person
authorised in writing by it, may use a patented invention for the purposes of the Government. Use for the purposc
of the Governinent has been defined in Section 99 of the said Act to include the making. using, excrcising or vending
for the purposes of the Ceatral Government, a State Government or a Government undertaking.  Government
should, therefore, under the powers vested in it, pzrmit the public sector undertakings to use the inventions for the
purposes of the Government.  The effect of this  will be that the mere fact that a patent has been filed or—a patent
has been granted will not debar public sector undertakings from manufacturing and distributing the products so
patented. The Committec feels strongly that allowing the freedom to the public sector units to use desirable patents
would not only constitute an exciting challenge to the scientists and technologists. to innovate and establish.  pro-
duction technologics, ordinarily forbiddzn to them by patent faws, but also wouid obviate payment of high royaltics
for really worthwhile patents.

107. The Committee recomniends that eaily steps may be taken, with a time bound progrumme to expand
capacities ‘where possible and instal new capacitics when necessary for enabling the public sector to fulfil the produc-
tion obligations incorporated in the recommendations of this Committee. The Committee is of the opinion that
while planning these additional tasks due care should be taken that location of sites for new units for bulk drug pro-
duction is dictated by reasons of economy. This must of course be done in the overall context that within the desired
.eoqstraims of economic functioning, there is, as far as possible, reasonable dispersal of the new units in diffcrent
regions of the country. As an example, it has been suggested clsewhere in this chapter, that a unit for bulk drugs—.
Production requiring large bulk volumes of chemicals arising from products of coal tar distillation may be set yp
around the Durgapur complex.
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108. The Committee also recommends that wherever possible public sector units for drugs and pharmaceuticals
should also produce bulk intermediates which may not cither be produced indigenously or may be produced in
insufficient quautity. The Committee notes that ordinarily it is not feasibie for any country to produce all the bulk

drugs ~nd litermediaies that it may need. It is however necessary and wise thai such dependence is reduced to the
minimum.

109. The Committee recommends that additional formulation units be set up in the country immediately.
One such unit is recommended to be st up in the Eastern Zone by developing M/s. Smith Stanistreet and Co. Ltd.,
which is at present being managed by IDPL. The Committee recommends that this unit be now taken over by
IDPL. While making this rccommendation, the Committee recognizes the limitations of Smith Stanistreet in the
shape of old and outdated plant. These limitations will nced to be met by preferably transferring the available-
assets to a new site and starting a modern formulation plant. The Committee feels that the proposed and the exist-

ing formulation units should feed groups of ncighbouring states. Eventually, there¢ will be need to set up a formu-
lation unit preferably in each State.

110. The Committee recommends that distribution systems in the public sector should make use of uncon-
ventional agencies such as primary health centres, panchayats, dispensaries, post offices, petrol and kerosene sales-
depots, etc.. for the distribution of houschold remedies. The Committee recognized that logistics of a wide distri-
bution system of this nature will have to be worked out carefully by NDA. The Committee feels that there is need
to evolve a wide distribution system suited to our own socio-economic ecclogical conditions. Marketing arrange-

ment of the products of public sector is week. They should puy greater attention to the maintainance of close liaison
with the medical profession. )

t11. The Committee fezls that all the pharmaccutical public sector units now in existence skould have strong
boards of directors consisting of more non-official membersincluding academicians, technologists, management ex-
perts and representatives of workers/employecs. This board should supervise a functional whole-time internal
board consisting of the Managing Dircctor, (ii} a Finance Director, (iii) a Tcchnical Director, (iv) a Commercial
Director, (v) a R&D Director, (vi) a Planning and Public Relations Director. The Committee ‘aiso recommends

that each individual unit should have a similar functional board, headed by the general raanager of the unit, for
conducting the affairs of the unit.

SUMMARY OF RECOMMENDATIONS

) (1) With a view to strcamlining the operations and achieving the basic objectives of producing and distribu-
ting essential drugs to the largest wumber of people as economically as may be possible, the Committee recommends
the establishment of a National Drug Authority (NDA) which will aiso lay down and co-ordinate the policies.

(Chapter—IIl. Para. 5)

) (2) In appreciation of the fact that ill_health has major s cio-economic implications, the Committee feels that
in a welfare state, availability of prophylactics and curatives should receive the highest priority on par with food and

shelter. Production and distribution of drugs should, therefsre, constitute an important social resposibility of the
state.

The Cpn}miltee is of the opinion that trade aspects of this vital industry should be divoroed from the ordinarily
accepted principles of trade for profit. Indeed, the Committee feels that trade aspects in this field should be limited

only to the extent that the industry generates resources for its own growth and expansion through R & D, where
necessary, to meet the increasing needs of the nation. :

In order to achieve the above objectives, the Committee feels that leading role for production and distribution
of drugs and pharmaceuticals should vest with the State. The Committec makes the following recommendations

fo;s providing to the public sector a leading role in the production and distribution of essential drugs and pharmaceuti-

The public sector should be given the major role for the production of capital and technology’ “intensive h')ulk
?rugs such as are needed in high tonnage quantities and where large scale production would be economically . pre-

erable. - ' s li
AT

. ..»,...’v' , { ".
(Chapter—111," Pata’ 6). «
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(3) The Comnmittee feels that the basic data used by the NCST and the Task force appointed by the Planning
Commission conforms to the existing pattern of market needs rather than the social needs of the country. There is
urgent need to institutionalise data collection and base the national production targets in terms of the n2eds identified
by such a system. The Committee also zmphasise the necessity of fixing growth target and judging the growth raze
in terms ~fia-Uvidual quantities.

(Chapter ). rara 5

(4) Itis essential that raw materials for the production of bulk drugs arising out of the effort of either the public
scctor or the private sector units should mset the priority needs of the bulk drug industry.

(Chapter 1il. Para 11)

(5) In the order of importance, the Committee has identified 14 plants hz_xving medicinal value, out of which 8,
namely, dioscorea species, cinchona. poppy, ergot, digitalis, ipecac, dubesia (or atropa), and lemon grass are
the sources for essential drugs identified by this Committee. B

(Chapter L Para 24 & 25)

(6) The Coummittee stiongly endorses the recommendations of the NCST for increased cultivation of the 14
plant materials and also production of active Principles obtainable thercfrom with updated technology.

(Chapter 1L Para 29 & 30)

(7) In view of the vital and growing importance of the drugs derived from the identified plant materials, cul-
tivation of thesz plants, which is technology, finance, and labour intensive, shoul!d be taken up in a determined and
business like minnzr under the public sector/joint sector.

-(Chaptcr HL Para 32)

(8) IDPL should utilize the capacity that was originally created for the production of chlor-tctracycline, for
the production of tetracycline and oxy-tetracyclinc. :

(Chapter 11l. Para 43)

(9) Although such antibiotics as Erythromycin, Ampicillin etc. have not been identified as essential drugs,
tlic Committee feels that it may be desirable to produce these in the public sector because of their heavy imports.
Amipicillin in D2oxy-oxytetracycline may be produced in ths Public sector particulary because the starting material
for ampicillin and deoxy-oxytetracycline are already being produced in the public sector.

(Chapter 11l Para 44 & 47)

_ . _{10) Public scctor units should between themselves™ divide the responsibilities for the production of in-
dividual items so that they may atuain the required level of specialisation and sophistication in their respecuve lines
of effort.

(Chapter 111, Para 45)

(I'1) The Committee stresses the needs for the creation of active centres for enzym= production to be preceded
by the sctting up of a strong centre for R & D in enzymology and enzyme technology.

(Chapter 111, Para 20)

(12) Considering the importance of insulin production and utilization of the products avai.lable frgm the slaughter
houses, the work of development of the sensitive items may be allocated to the bio-chemical units at S. V. P.
" Chest Institute, Delhi, Haffkine Institute Bombay and other institutions like CDR1 where facilities for such work exist.

{Chapter 111. Para 5])
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»  (13) The production of immunological agznts at the State-owned institutions and in the private Indian Sestor
should bz upssalzd and stream'ined to mest the nzeds of the country and also for exports.

(Chapter 1N, Para 32)

(14) The Conunittee noted that  recovery of chomicals from eoal-tar distikition producis has been undertaken
at Du‘rgapul' on a fairly large scale.  New units should be establishzd for the manufacture of bulk drugs at Durgapur
to utilize the availabic downstream products.

(Chapter Hl. Para 57)

; (I5) While considering th: licznsing of new drugs manufactured abroad, the muin consideration should be
that the proposed new drugs have distinct advantages over the existing range of drugs, for which theraneutical charac-
ter should be scrutinized by a Committee of experts.

(Chapter 1}1. Para 59)

(16) Public sector has developed technological competence in the field of synthetic drugs and can be entrusted
with the heavier responsibilities with co:fidence. . . ' )

(Chapter Hl. Pare 62)

(16A) The Committee has identifizd 44 drugs derived purely from synthetic sources as ¢ssential drugs.
(Chapter Il Para 64)

(17) The public szctor should take the responsibility of expanding the production of analgin, piperzine, pheno-
barbitone, sulphadimidine, folic acid, vitamin Bl, and ~vitaman B2, upto the quantitics envisaged for the Fifth and

Sixth Plan periods.
(Chapter Ul Para 70 & 87)

(18) The Committee recommends that the first option fgr the production of nicotinamide, paracstamel
and PAS salts should be given purely to  the Indian sector and_lf necessary, their production may be shared. with
public sector. In respect of suiphacetamide, the increased requirements should be met by the public scctor.

(Chapter 11. Paras 71 & 88)
(19) The following cight drugs, appearing in the essential drugs list and which are currently lérgcl)' imported,

should be produced in the public sector in quantities prqjectcd for the Fifth and Sixth Plan periods. taking into account
the quantities for which capacities have already been licened :—

. Nitrofurantoin

. Nitrofurazone

L N

. Fursemide.

. Pyridoxine Hydrochloride
. Theophylline

Phthalyl sulfathiazole

. Aminophylline

Calcium pantothenate

el = S VAN

(Chapter 11l Paras 72 & 89}

(20) Immediate steps should be taken to co-ordinate the work already done in respect of developing productio.
technologies of the eight drugs mentioned in 19 above, in the National laboratories and the Public sector, to upscald
their processes through pilot plant and proto-type large scale production within the next 24 months.  If technology,
for any of the above drugs is found not to conform to economic working, such technology should be imported by the
concerned public sector unit on priority basis. Licences for import of raw materials for thes: drugs, wherevel
necessary should also be given on a priority basis. The Committee feels that the production of Vitamin B6 in particulat

_should be expedited and recommends that the available indigenous technology should be asscsscd within next 5%
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months by the concerned Ministry/NDA and nccessary decision to import or otherwisc of the technology should be
taken as carly as possible.

(Chapter-111. Para 74;

(21) Production of Merron-dazofe should be undertaken in the public sector and high priority should be givin
to upscale the Jaboratory process and. if necessary, the relevant technology may also be imported.

(Chapter-111. Para 75)

22) While facilities should be providad to purely Indian units to reach the licencea capacity for the production
of Chloroquin, public sector should also undertake its production in a big way and fulfil the targets for 1978-79 and
1983-84.

(Chapter-TII. Para 76)

(23) No additionul capacities for the manufacture of Methyl salicylate, Lignocaine, Dapsone Vitamin D2/D3,
Tolbutamide and Mephentermine sulfate would be necessary at present and the existing licence-holder should be
asked to work up to the licensed capacitics.

(Chaptes-III. Para 79)

(24) Expansion in the capacities for Halogenated-8-oxyquinolines, Acetyl Salicylic acid,  pethidine.
aspivin, and vitamin C should b handl={ entirely batwezic th2 public sector and Indian units to meet the national
requirements.

(Chapter-111. Para 80)

(24) Public sector should also take up the manufacture of Primaquin, Chlorpromazine, Succinyl choline chloride
Thiopental. Adrenaline, Noradrenaline, Oxytocin, Chlorpheniramine moleateand Hydrochlorthiazide. The Committee
also recommends that Fphedrine should be manufacture in the Indian sector and the Indian sector should be given
the necessary licence (o produce such quantity as may be required for the V & VI Plan  Period.

(Chapter 1. Para 81)

_ (26) The Public Sector muy producs sulphacm:theoxazole. indomethacin, ethambutol, diazepam. ¢hlordiaze-
poxide, secobarbitone, trim:thoprim and m:thyl dopa ete., which are currently largely imported.

(Chapter-111. Para 82)

(27) At least 6077 of the bulk drugs produced by the public sector should be formulated oy the Public Sector
Industry itself. In the disposal of the remiaing 40%. first prefererse should be given to the Indian sector, particularly
the small scale sector units. -

(Chapter-11L. Para 85)

(27A) The public sector should be required to manufacture 34 items of bulk drugs in quantities indicated against
these for the Fifth Five Year Plan by setting up additional capucities.

(Chapter-111. Para 86)

(28) To cnsure the production of 34 bulk drugs in quantities indicaled in these two paras, the public sector will

require an outlay of Rs. S| crores in 1973 value of the rupee. For formulating. 60%; of their total production of
bulk drugs, they will require another about Rs. 18 crores at the 1973 value of rupee.

{Cpaliter-1}1. Para 91-92)

(29) Healthy industrial t2lation at all points in the production and management of the public sector should  be
developed to achieve the desired results.

(Chapter-111. Para 93)

(30) The management should have a degree of freedom to act in every respect subject to the overall supervision
by Governmsznt/NDA.

(Chapter-111. Para 94)
(31) The present system of production and distribution of drugs needs revision to conform to our social needs.
' (Chapter-TIL. Paras 95-96)
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(52) Working of the public sector plants. at all levels should be carefully reorganized in respect of every step

including purchase and standardization, production of bulk drugs and formulations, their storage and distribution
etc.” Each unit should opezrate strictly on economic basis.

(Chapter-111. Para 97)

(33) Raw materials and intermediates produced or manufactured indigenously in the Public Sector and such
other units which may come into existence hereafter should be made available to the Public Sector units engaged in
drug production on the basis of highest priority.

(Chapter-T11. Para 93)

_(34) The R & D Laboratories of all the Public Sector drug manufacturing units should be strengthened im-
mediately by reasonably liberal allocations in men, equipment and materials. A sound R & D base is the best in-
surance for the growth of the drugs and pharmaceutical industry.

(Chapter-III. Para 99)

(35) Avoidable duplication of R & D efforts must be discouraged and the results available at each unit must
be made available to the other related unit. There should be no secrets between the Public Sector units. Any im-
provement in a strain or a process or a plant developed in the R & D laboratory of one unit should be freely

available for use by the other units.
(Chapter-111. Para 100)

®

- (36) Public Sector units must establish the closest liaison with the other R & D laboratories of the National
Laboratories, State Institutions and other Educational Institutions under the supervision of NDA.  Appropirate
f_'acliues should be created in the identified institutions wherever necessary, to permit time-bound completion of
individual projects.

(Chapter-111. Para 10t)

(37) Public Sector should set an example in respect of R & D activity in the drugsfield and to begin with should
set aside at lcast 59 of their net turn-over for this purpose.

(Chapter-111. Para 103)

(38) Public Sector should engage the indigenous eng'inecring and designing units to meet their requirements
of equipments, instruments and appliances of high precision.

(Chapter-111. Para 104)

(39) To achieve increased production of Antibiotics expeditiously high yielding st_rgiins of micro organism and
the associated baiancing technology should be allowed to be purchased as per conditions mentioned in para 105.

(Chapter-111. Para 105)

(40) Public sector units should be allowed to use the Patents/invention as permissible under Section 99 and
100 of the Patents Act 1970.
(Chapter-111. Para 106)

(41) Early steps should be taken, with a time-bound programme to expand capacities and also instal new capa-
cities, . wherever necessary, to enable the Public Sector to fulfil the production obligations as recommended by this

Committee.
(Chapter-1II. Para 107)

¢[5(42) Wherever possible Public Sector units should also produce. bulk inte_rm_cé_igtcsj.{ .
: : (Chapter-III, Para 108)

-
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(43) Additional formulation units should be set up in the country inimediately. M/s. Smith Sanistreet, which
is presently managed by IDPL should be taken over by IDPL and strengthened and converted into a modern pharma-

ceutical unit.
(Chapter-it]l. Para 109)

(44) Distribution systc:as in the Public Sector should make use of unconventional agencies such as Rrimaiy
Health Centres, Panchayats-Dispensaries, Post Offices, Petrol and Kerosene Sales Depots, etc. for the distribution
of house-hold remedies. ~ There is need to evolve a wide distribution system suited to our own socio-cconomic, eco-

Jogical conditions.
(Chapter-11I. Para 110)

(45v All pharmaceutical units in the Public Sector should have strong Boards of Directors as indicated in para

111,
(Chapter-III. Para 111)

ADDITIONAL RECOMMENDATIONS AND SUGGESTIONS

‘ .
(1) Items which are part of the approved production programme of public sector units or items in respect of
which public sector has the capacity to produce should ordinarily not be licensed to private scctor units. How-
ever, in order to ensure that such a reservation of items does not result in shortages, or increased nced for imports,
an annual implementation programme should be drawn up in the first quarter of the calender year. This programme
will have to be kept under review; and on the basis of such a review twice a year, appropriate adjustments shcula be
made in the items to be licenced to units outside the public sector.

_(2) Capital requirement for achicving the targetted figures for 1978-79 both for bulk and formulation (60 7%, of
bulk) production of antibiotics is estimated at Rs. 15 crores in terms of 1973 prices .

(3) The Public scctor may farm out to the purely Indian sector, particularly the units run by technocrat entre-
preneurs, its needs for relatively low-cost tonnage intermediates. And, for this public sector should accept the res-
ponsibility to provide the basic tcchnology to the entrepreneurs.

(4) 1he public sector should be so planned that its constituent units for bulk production of basic diugs and
their intermediates are sct up in different parts of the country subject to the desirability of centralizing single-raw
material or single/similar technology line products at one place for reasons of economy; the choice of the site for a
unit being dic.ated oniy by economic compatibilities. .

(5) The State Governments and the Government of India should obtain all the governmental and corporation
needs of such of the drugs as are produced in the public sector from this sector at prices that may be fixed by a body
of cost accountants, in consultation with the concerned public sector unit and the BICP.  The ruling principle for
C!ctermination of prices should be that the drugs must reach the largest number of people and profitability should be
limited only to ensure progressive growth of the industry for meeting the increasing needs of the nation, with its own
resources,

(6) The existing public sector units should consolidate their technological gains and give first priority to the
expansion of production of the items for which they have the necessary know-how skills. The magnitude of this
expansion should be limited only by the magnitude of the estimated national needs in the next ten ycars.  Simultane-
ously efforts must be made to improve, by innovation, the technologie or such other products as may already be within
the production programmes of the public sector units and for which the present technologies need improvement.

) Urgent steps should be taken to ensure employment of competznt technologist and management expets
and provide necessary in-job training facilities for different cadres.

Constant appraisal and updating of the economics of in-plant operations as also of management procedures
and practices and speedy implementation of improvements, as and when these occur, should be assured at both the
plant and management levels.

(8) -In respect of the import of technologies concurrent purchase of equipment should be avoided. In every
case of import of technology, the R & D units of the industry, and their collaborators should be associated from the
l":T}' beginning. This would ensure that sophistication from the stage of import upwards may be brought about

digenously. ~ Each imported technology should be freely available to all the relevant public and Indian sector units.

1~M of Pet. & Chem./75—10



ANNEXURE I

RCECOMMENDATIONS OF NATIONAL COMMITTEE ON SCIENCE AND TECHNOLOGY ON CULTIVATION

OF MEDICINAL/INSECTICIDAL PLANTS
(Chapter III—Para 29)

Estimated demand  Present production

Present imports

Name Plant part Product Total Active  Quantity Cost Land
(tonnes) Plant material  (tonnes) (lakhs) needed
(tonnes) (tonnes) for cul-
tivation
(ha.)
1 . 2 3 4 5 6 7 8
1. Chrysanthamum (Cinararifolium) . . . . 300 3T E 25 20 NA 3. 655) 1000
(19
2. Dioscorea spscies . . . . . . . 500 25T 250 8 0 0 400
2. Atropa belladone & A. acuminate . . . . 70 800 Kg. 10 — NA NA 200
4. Claviceps purpurea . . . . . . 25 500 Kg. Experi- — 7 15,1 . 60¢
mental
5. Glycyrrhiza . . . . . . . 1000 5 —_ — —_ 14 1200
6. Cephaelis epecacuanha | . . . 8-10 600 Kg. — — — — NA
7. Papaver somaiferum . . . . . . 2500 3000 Kg. _— —_ 2.0 7.17 1000
4400




ANNCXURE If

LICENCED CAPACITY, PRODUCTION AND IMPORT OF ESSENTIAL ANTIBIOTICS

(Chapter I1I - Para 34)

4. Chloramphenicol

1

Production Imoorts Estitaicd De-
mand
Si. Name of the antibiotics Unit Licenced 1972 1973 1972-73 Value 1973-74 Value 1978-79 1983-84
No capacity Qty. inRs., Qty. In Rs.
ason lakhs lakhs
1-12-74
1. Peaicillin . MMU 364.0 230.15 274.52 9.9 12,0 0.5 0.7 780.0 1560.0
2. Streptomycin Tonnes 257.0 199.11 179.85 99.2 137.0 51.9 63.4 825.0 1650.0
3. Tetracyclines * 148.5 73.30 90.27 22.0 90.1 54.2 74.2 303.0 556.0
108.8 41.06 47.19 102.0 141.0 64.9 86.5 390.0 730.0
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ANNEXURE 1V

Comparative Production of I.D.P.L. during the year October 1973 and October 1974.
(Chapter 1II— Para 43)

. Production of IDPL
sl Product Unit Nov, ‘72 Nov, *73
No. - 0ct.’73 Oct.'74
1 2 3 4 5
1. Penicillia . . . MMU 65.2 63.65
2. Streptomycin . . .y . . . . . . . Tonnes 38.69 46.23
3, Tetracyclins. . . . . . . . . . . . . Tonanes 22.11 39.60
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Manufacturing Units—
(a) Government Units

ANNEXURE V
Nanufacture of Sera Vuccines
(Chapter HI-—Para 52)

(b) Private Sector Units.

X0l

(2)

1. Central Research Institute, K'asauli.

. Biological Evans.

2. Hafikin Institute, Bombay. 2. Glaxo Laboratories.
3. Pasteun Iustitute, Shillong 3. Bsngal Immunity.
4. Bovincial Hygiene Institute, Lucknow (U.P) 4. Curewell.
5. Vaccine Instituie, Belgaum. 5. B.CP.W.
6. Vaccine Depot, Shillong. 6. Chowgule.
7. Gnvt. Vaccine Depot, U.P. 7. Duphar-Interfran.
8. M.P. Institute, Nagpur. 8. South India Research Insiiute Pvt, Ltd.
9. Public Health Lab. *9, Vaccine Institute, Baroda (S.8.).
"ravancore-Cochin.
10. Vaccine Institute and Lab. Calcutta. *10. Serum Institute of India, Poona.
11. King Institute, Guindy. .11. Vaccine Institute, Nagpur.
12. Vaccine Institute, Bangalore. *12. West Bengal Vaccine Institute, Calcutta.
13. Vaccine Institute, Namkarim*
14. Public Health Central Labs.,* Hydcrabad.
15. Public Health Institute, Bangalore. . *to be added to Govt. Scctor.
16. Lymph Depot, Gwalior.
17. Pasteur Institute, Coonoor.
18. Drug Research Lab., Jammu.
Types Actual Production (1972) Targets (fifth Plan) (1978-79)
($)] 2) 3
Diptheria AT 894 Mega Units. 4000 Mega Units
Tetanus AT . . . . 16091 Mega Units. 30000 Mega Units.
DTP (Triple Antigen) N.A. 20 M. doses
BCG. Vaccine N.A. 66 M. doses
Polio Vaccine N.A. 20 M. doses
Tetanus Toxiod N.A. 32 M. doses
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ANNEXURE VI

™
H

IZall

(Chapter Mi—Tara 62)

i

Yelulls regerding the Licence eapacitiee, Produstion in 1973 n Public Scctor and the torge's suggested by the Tiusk Foeee.

(In Tcanss)

et e s e e e e o v b St > i ) i N oyt ik mng - o N ot ool i ottt - it ot w® vk A s ey o e o

Demand Target by

St Name of the Product Original  Present Letter of Production 1978-7% 1983--84
No. Licenced Licenced Intent for in
capacity capacity addition 1973
ason  capacity/
31-3-74 Expansion
)] ) ) @ 5) (6) 0, @)
1. Amidopyrine 40 40 —_ 2.86 20 40
2. Analgin 10 160 240 186.72 409 800
3. Phenacetin . 100 350 50 85 300 809
4. Piperazine salis 50 50 65 66.53 118 230
5. Diethyl Carbamazine Citrate 30 30 —_— — 45 93
6. Iscniazid 20 20 — — 265 530
7. Acetazolamide 25 25 — — — —
8. Phenobarbitone and Sodium sal: 10 15 15 9.:8 34 70
9. Sulphacetamide and Sodium salt SN S0 30 0.8D 80 160
10. Sulphadimidine and Soidum sait 280 500 500 328.81 1010 2020
1. Sulphaguanidine , 130 250 — 265.97 133 113
12. Sulphanilamide 50 159 — 7183 — —
13. Folic acid ! 3.5 4 212 7.3 15
14. Nicotinamide 20 2) — [4.92 67 1222
I5. Vitamin Bl and derivative 30 66 60 27.39 i) 20
16. Vitamin B2 and derivative 5 15 9 1.21 24 43
17. Paracetamol — 83 — — 43) 8))
18. PAS and its salts . — 15¢ 250 115.9) M 12))
19. Sulphamethizole . — 5 7 1.26 12 3
20. Sulphacetamide Phihalvi 1 10 — 1.41 — —
21. Allopurigo!l — — 2 — —_ —

17
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1 2

3 4 S 6 7
22 Thiacetazone. 5 5,71 w0
23 Deailyt barbitone 10 )
24 Secobarbitone 10 20
25 Sulphadjimethoxine 30 30
26 Sulphaphenazole . 50 180
27 Pyridoxine Hel 50 50
28 Nitrofurantoin 10 45
29 Nitrofurazone . i
Total 851 1988.5 1398 1212.52 5143.5




ANNEXURE VI

I

Picze s Candite Production, baporteand Tarzets of esszatial Svnthetic Drugs
(Chanter [Il—Para 65)

(Qty. in Tonnes)
sl Hem Licenced  Total Production Total Estimated Targets
No. capacity Production in Public Imports ——m——wo—u

as on in 1973 Sector 197273  1978-79 1983-84
Nov 74
1 2 3 4 S 6 7 8
1. Acetyl Salicylic Acid 1360 821 82 .. .. 1900 3800
2. Analgin 160 136.72 136.72 14269 400 800
3. Adrenaiine ©.048 0.015 0.021 0.096  0.190
4. Haloaenate §-8- Hydnmy Qumolmc 427 4 10.50 . 450 600
5. Chlorpheniramine 6.0 .. 1,81 16 32
6. Chlorpromazine . 2.5 2.73 0.05 12 24
7. Calctum-pentothenate* | 5.0 0.60 19.20 60 90
8. Chloroquin saltes 40 15.20 99.13 150 225
9. Dapsone 17.7 8.16 .. 30 50
10, Ephedrine H\dm\hmu lc 18 4.47 .69 49 90
{1. Fursemide 1.2 0.17 1.29 3.3 7.0
12. Hydiochlorthiazide® 5.50 .63 0.064 40 80
13. Tsoniazid. 293.5 96.51 1.3 264 . 530
14. Lignocaine Hcl 3.0 4.22 Nil {4 0
15. Methylsalicyate 250 195.0 N.A N.A N.A
16. Mzphenterumine Sulphate 3.6 1.7 .. 0.2 0.4
17. Mctronidarole 4.6 7.6% 16.25 50 100
18. Nitrofurantoin 12.0 WN.A 43 90
19. Nitrofurazone 4 .. .. N A N A N A
29, Nicotina mide 234 3 85.31 14,02 2216 600* 12007
21. Oxytocin . .. N.A. 240MMU 480MMU
22. Pethidine 0.75 0.24 0.28 1.2 2.4
23, Par . 331.0 18.62 .. 400 800
24, PhthalyI Sulpiathiazole 3.5 .. . 83.21 150 280
25. Piperaz'ne & Salts 50 66.53 €6.53 12.10 118 230
26. Para-amino-silicylic acid (Clodlu m)(PAS) 780  498.27 135.90 1000 2000
27. Primaquin Diphosphate .. .. . 0.12 1.5 2.5
13. Phenobarbitone & its Sodium SJH 15 9.18 9.1% 5.88 34 70
29. Pyridoxine Hydrochloride . . . 14.25 50 103
30. Sulphadimidine & Sodium Salt 500**  328.85 328.81 124.00 1010 2020
31. Sulphacetamide & its Salt 68 6.50 0.80 .. 80 1600
32. Succinyl Choline Chloride . 0.00S 0.053 N.A. N.AL NUAL
33, Tolbutamide 77.1 57.67 .. 6.20 75 100
34, Thiacetazone 122.6 35.16 8.71 70 140
35. Theophyiline } 4 15.00 60 120
36 Aminophylmine
37 Thiopontal Sodium o .. . ! s 10
38. Vitamin Bl & derivatives 60.00 27.39 27.39 14 .2~] B l.(_)‘()b'~_“2()0
79
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44.

Nor-adrenaline

1 2 3 6 7
- 39. VitaminB2 & Derivatives 15.00 1.21 P 3.0 21
40. Vviiamin C . . 37¢.00 261 .58 218.090 300
41. Vitamin D2/D3 (Calciferol) 1.0 0.076 1.1- 1.0
42. Folic Acid . 3.5 2.12 2.12 7.5
43. Diethyl Carbamazine Citrate 56.0 7.65 45
L N.A. N.A. 0.012

*Includes capacity and production of Panthenol and Pantothenates.
t Includes capacity of Chlorthiazide also.

@This includes Capacity of Nicotinic Acid also.
*tSome non-specificcapacity with private companies.



ANNEXURE Vil
Fssential Syathzie Drags not vet prodiced in the country

(Chapter NI—Para 72)

— ..

Sl Name of the Product Unit Imports Estimated Targets  Tetier of
No. {Tonnes) Intent
1972.73  1973.24 1903-03 with LD,
P.L.
Al. Nitrofurantoin . . . . . . . . . Tonnes N.A. 90.0 10.0
2. Nitrofurazone . . . . . . . . . ' N.A. N.A. 1.0
3. Fursemide . . . . . . . . . . . 1.3 10.0
4. PyridoxineHcl. . . . . . . . . . “ 14.3 10.0 50.0*
5. Theophylline . . . . . . . . . " 15.0 120.0%* 230.C%*
6. Phthaly!l Sulphathiazole . . . . . . . . 82.3 290.0 100.07
7. Aminophylline . . . . . . . . . ' 18.9 Ak w
8. Calciuin Pantothenate . . . . . . . . " 19.2* 90.0 40,0

*[nciudes both calcium and sodium-pantothenates.
*++In:ludes Aminophyliine also.
Thr:lutes Caifzine and Aminophylline also.

8l



ANNEXURE IX

Additiopal Capacity prapased, in respect of essential drugs for Public Sector

32

(In Tonnes)
- - ~Total  Production Target Proposed
Jicensed 1973 requirc-  additiona
Product capacity ment for  capadit
1973 1978-79 in public
sector
1 2 3 4 5
i. Analgin ) 160 137 400 240
2. Sulfadimidine 500 329 1000 500
3. Vitamin Bl 60 27 100 40
4. Vitamin B2 . 15 1.2 24 9
5. Yolic Acid 3.5 2.12 7.5 4.0
6. Phenobarditone 15.0 9.2 34 19
7. Piperazine 50.0 67 IS 68
803.5 572.52 1683.5 880.0
8. Nicotinamide 224 85.3 600 22¢
9. Paracctamoo! 331 18.66 400 41
10. PAS 750 498.3 1000 132
11. Sulfacetamide 63 6.5 30 7
1403.0 608.7 2030 4C
12. Nitrofurantoin 12 <3 3.
13. Nitrofurazone 4 10 ,
14, Fursemide 1.2 0.17 3.5 2.2
15. Pyridoxine HCIL. 50 6{
16. Thzophylline 1)
3.4 €0 28.¢
17. Aminophylline J .
18. Phthaly! Sulpha:hiazole 3.5 0.60 150 146.!
19. Calcium Pantoth:nate . 5.0 0.60 60.0 55.¢
57.1 0.77 378.5 321,
20. Mectronidazole 4.6 7.7 50 45.¢
21. Chloroguin . 40.0 15.2 150 110
22. Halogenated-8-0xyquinolines 427.4 100.5 450 22
23. Acetyl salicylic acid 1360 822 1900 §
24, Pethidine 0.75 0.24 1.2 0.
25. Vitamin C 370 262 900 53
26. Primaquin . 1.5 1.s
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* mtorproumzinc e . e S M : 3.8
25. Suecinylhaline chloride ) . ) . . . . 0.00%
«9, Thiopemia! , . . . . . . . . . . . . .. ..
30, Adrenaline | . . . . . . . . . . . 0.048 0.0ls 7 0t
31, Nor-adrenaiine . . - 0oz a0l
32, Oxytocin . . . ; . . . . . . . . . .. 240 4t 210 mu
33 Chloi‘ophenemmine maleate . . . N . . - . - 6.0 .. ) 10
34. Hydrochlorthiazide L 5.5 0.63 40 34.5
2316.8 12110 3524.0 1307.0
———me— e 4230014+ 240Mu
of ol
e oin Oxytogin

*Includes capacily of Chlorthiazide alzo,



CHAPTER 1V

NATIONAL DRUG AUTHORITY OF INDIA

The Committee believes that health care has direct relationship with the socio-economic growth of the cou
and a welfare state should treat production, procurement, and distribution of essential drugs, as a social responsit
just as important as ensuring supply of food and shelter.

With a view to tackling the problem of large scale production’and distribution of drugs, the Committee
commends the creation of a statutery'tody which may be called the National Drug Authority of India (N.D.A

The N.D.A. should perform the followirg functions :—

(1) Continuously assess national needs for essential drugs in the context of diseases prevalent in the coun

" (2) Plan, programme, co-ordinate and monitor thc production of all essential bulk drugs and their formulati
and lay down the relevant priorities ;

(3) Plan. co-ordinate and allocawe production responsibilitics to identified individual units in respect of b
drug production and formulations;

(4) Plan, procure and aliocate ail raw materials, intermediates and accessories either through indigen:
production or by local purchase or by import, where nccessary. N.D.A. should evolve a workable procedure
purchase/import of drugs in consultation with concerned agencies.

(5) Allocate production respousibilities to identified individual units for all raw materials, intermediates 2
accessorics including equipment required for drug production.

(6) Centrally import, where necessary, bulk drugs; intermediates, raw matcrials, equipment and accessories a
distribute these to the concerned units of the industry.

(7) Evolve and implement cconomic distribution system for all essential drugs and fornulations produceé
the country or imported, making use of workers in primary hzaith centies, post offices and after public distribuz’
agencies particularly for identified houschold remedies.

(8) Recommend price maxima in consultation with the Bureau of Industrial Cests and Prices (B.I.C.P.).

(9) Plan, allocate priorities and co-ordinate R & D activities by integrating all R & D facilities in men 2
materials that may be available at State vnits, State sponsored autonomous laboratories, the relevant laborato:
of research agencies supported by public funds e.p. Council of Scientific and Industrial Research (CSIR), Ind:
Council of Medical Research (ICMR), Indian Council of Agricultural Research (ICAR) ; etc., Universities, Tnd;
Institutes of Technology and other institutions, and encourage all these units and laboratories in all possible ways .
providing additional facilities, where nocessary, to carry out time-tound R & D programmes, giving highest prior.
to process innovation and upgrading of technology.

(10) Pool all available resources, facilities in men and materials by mobilising the industrial scientists ac
technical experts,the national institutions and other laboratories by statute, if necessary.

(11) Any new drugs, or process innovations evolved, in any one of the institutions mentioned above §halll
the property of N.D.A. and should be made available to the identified units of the industry for their eg(plonau'o.

(12) Establish an upto-date data bank for technologies, Patents, R’ & D information etc., and act as a dot’
mentation centre and provide all relevant information to the different units of the industry.

(13) Act as sole importer of any technology, that may need to be imported, and ensure its distribution to ¢!
participating unit/units.

(14) Ensure horizontal transfer of technology alceady available within the country and such technologies @
may be developed/imported in future.
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[5) Curry out continuous and sysicmatic analysis of the relevant data (o formulate policies necessary for im-
plementing the above recommendations.

I onder 1o discharge the abovy aid such other functions as muy be relovan? o the impicwreniagi ol by s o
prilosophy vt sovintising bz proguction wnd distribution, the N.DUAL shaald Be free fom dav-to-day sovormment.!
inerference and should have e powers to funclion witheut operational coustraints.

Composition : The NLD.A. should have a Governing Board consisting of two Members of Parliament. ons
expert each on ¢ommercial finance and business managements, two eminent technologists, a scientist, a social scien-
tist, 2 marketing expert, a labour leader and 3-5 representatives of the public and [ndian private sector industry. It
should have a full time Chairman who should be of the rank of Secretary to the Government of India with such
powers as may be nectssary to casure economic and cfficient functioning of the organisation. He should be of
proven ability as an eminent techaclogist or a technologist-cum-management expert with wide operational experience
and social commitment. .

Finances : The N.D.A. should be funded by a cess of 294 levy on total value of sales of all units of the industry.
This 2% cess will be ou par with cxcise duty, except for the fact that it will be earmarked for N.D.A. only. The
sum of moncy so collected should tuke care of (i) the legitimate expenditure of the organisation excluding expenditure
mvolved in business, transactions such as distributicn of raw materials, intermediates, bulk drugs and formulations
etc., which will be sel-financing, (if) R & D expenditure barring that incurred in individual units of the industre
(i) upprading of drug standardisation systems at the centre and in the siates aad (iv) setting up and maintenance of
a central toxicological laboratory for the Ceatral Dirug Control Autharity.,



CHAPTER---V
DEVELOPMENT OF T DRUG INDUSTRY AND THE INDIAN SECTUR

The Committee has discussed in this chapter the third term of reference which calls for recommendations for
promoting the rapid growih of the drugs industry particularly of the Indian and small scale sectors of the industry
taking into acc~unt the need for a balanced Qispessai uf o Tudusiig, Caamination of this term of reference in correct
perspective would be greatly facilited if the historical developmentol the drug industry in the country is studicd and
the current status of the various scctors of the industry, namely, the foreign sector (unit with any measure of foreign
equity) and the Indian scctor including the small-scale sector indentified. It also requires to be considered what the.
expectations of government were in the contexi of its various Policy Resolutions on the development of the drug
industry, the extent to which achievements in this ficld conform to the expectations of Government and the imbalan-
ces or distortions that have crept into the growth of the industry either because of loopholes in the policies or their
defective implementation,

2. Two decades ago, a limited number of Indian companies were manufacturing conventional drugs such as,
tinctures and other spirituous preparations, sera and vaccines ete. Synthetic drugs, antibiotics and steroids werz !
introduced into this country after the Second World War. It is worth recailing how within a few vears after the |
country became independent. forcign companies built up substantial business in this country, »

Wt

3. Shortly after India became independent. most of the leading multi-national drug companies :stablishcdi
themselves as trading concerns.  Their initial investments were insignificant compared to their turnover. They?
started by importing the finished drug formulations and marketing them. Subsequently, they imported the for-"
mulations in bulk and got them repacked in this country.  Under pressure from Government, as a nexc stage, they
imported the formulations in bulk drugs and got them processed into formulations on a “job-work’’ basis by Indian’
companies. Al these activitiss were carried on without investing in factories oremploying technical personnel.
Thus, foreign companies could remit substantial profits and build up large reserves and assets within the country for:
subsequent use or investmen{. Annexure I indicates the initial investment of foreign companies in this country and
how these investments, within a comparatively short period, multiplied several fold. ’j

in this country received a big impetus 1o boost their turnover in the shape of “Permission Letters™ 364 items were,}
permitted to be manufactured by 15 leading foreign units.  Four of these items weve bulk drugs and the remaining’
360 items were formulations, many of which could have been casily manufactured by the Indian sector. These
formulations included housc-hold remedies such as formulations containing vitamins and minerals, many of which .
did not require a doctor’s prescription, cough mixtures, ring worm ointmenus, ‘heaith salts’, *gripe mixtures’, laxative .
tablets, eye drops, malted tonics, digestive tablets, ointments for burns and piles, tonics contaning calcium, alcohol ;
based tonics, etc.  Annexure IT makes interesting reading in this connection.

5. In 1965, the Governmen! of India announced certain liberalisation of its licensing policies in respect of all}
industries, including drugs and pharmaceuticals, in order to overcome the shortages which werc developing. Subse- g
quently, after devaluation of the rupee and the liberlisation of import policy, two further notifications were issucd—-'ﬂ
one in 1966 and the other in 1967—Permitting manufacturers to diversify production into the manufacturc of ‘new}

licences under the Industries (Development and Regulation) Act. This was, however, subject to the condition that nog
additional plant and machinery, other than balancing equipment procured indigenously, was installed. The applica-, e
tion of this policy in respect of all the industries including the drugs and pharmaceuticals, was, however, reviewed in
1970. because it was felt that under the policy permitting diversification, foreign units and these belonging to ]argef
houses were likely to expand their activities in contravention of Government’s policies. The concession of permitting
Idiversification had, therefore, to be withdrawn, and such diversification as had taken place prior to that date, wasgs
required to be regularised by specific applications for “Carrying-on-business™ licences (COB Licences). in the
context of this new procedure, 12 forcign companies and 5 Indian companies obtained COB licences which cover 215
formulations and 20 bulk drugs. Some of the tonics and house-hold remedies which command a wide sale and which
were marketed as a result of C.O.B. licences are : Santevini, Vidayalin, Surbex Becade Trox, etc. ‘Valium’ andj§
‘Librium’, the two largest-selling tranquillizers in the world, marketed by Roche were alsc included in the C.O.B:
licences. The details are given in Annexure 1.
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0. The advent of the public sector undertakirigs marked an important milestonc in the development of the drug-
industry.  Hindustan Antibiotics Limited and the Indian Drugs and Pharmaceunticals Limiied together had an inves,
tment outlay of about Rs. 56 crores.  The ficlds they ventured into were antibiotics and bulk synthetic drugs whic?
are essential and required in awge qunnities, Yet, the growth of the influsnce of the foreinn ccetar on drues un

pharmaceuticals market could not he deterred.

7. Thus, within a period of twenty vears, multi-national Companies attained a position of dominance in the
drug industry. Their success could be partly attributed to the antibiotics and synthetic drugs which they  introduced
in the market.  The Patent law concerning drugs prevented Indian Companies from entering into the field of synthetic
drugs. Multi-national companies had an extremely favourable climate in this country when they commenced opera-,
tions.  They maiiged tor a good iength of time with a meagre capital investment, pushed up the sales of their products
remitted profits to their principals abroad and built up substantial reserves. Governments’ policy permitted payment
of royalty even on drug formulations. Whatever basic drugs they manufactured were mostly utilised for captive
consumption. High prices were maintained for their drugs for several years. Added to this, money-spinning tonics
and household remedies which they could market on the basis of “Permission Letters” and ““COB Licences” swelled
their profits, By the timc, Indian companies, particularly those in the western region, braced themselves vp to the
situation and introduced compstitive products, the sales promotion machinery of foreign companies was strcam-
lined and perfected. High pressure sales techniques coupled with distribution of medical samples on a liberal scale to
the medical profession was their forte. Attractively get-up mediccl literature and international brand names of
drugs appearing in advertisements in foreign medical journals with which top consultants in the medical profession
were acquainted, played their part in popularising the drugs of foreign companies Large sums of moncy were
spent by foreign companies in systematically training their “medical detailers™ and the general tone of detailing
resorted to by them was that their products contained “somcthing plus” over products with identical composition
marketed by Indian units and that the edge in their quality was ihe outcome of their superior expertise and inter-
national standing.

§. 1n contrast, Indian companics were swept ofl their feet by the new range of drugs introduced by foreign
companics.  When the medical profession fell .in for such drugs and discarded the coventional drugs which were
in use till then, the Indian sector of the indusiry took time to gear itself to the changed pattern. M/ s, Standard
Pharmaccuticals in Calcutta and M/s. Alembic Chemical Works Ltd. were the only two !ndian companies, outside
the public-sector units which evinced interest in production of penicilline and other antibiotics. A few units in
West Bengal embarked on manufacture of synthetic drugs for treatment of tuberculosis, leprosy, malara, diabeties
cte. These products which were manufactured from basic or near-basic stage. did not make much headway in the
market compared to the same products marketed by foreign companies, partly because the latter were produced
from Jate-stage intermediates but muinly becausc the rapport between the Indizn companies and the medical profes-
sion was tenuous and incfiective. Besides, the medical services were not geared to serve the sections affected by
these diseases and suitable distribution mechanics were not evolved.

9. In so far as technology was concerned, it was only available with the multi-national companics operating in
India and it was difficult for Indian companies to obtain the technology. Also, in general, multi-national companics
operating in differcnt countries tended to make it difficult for Indian manufacturers to obtain the technology of the
products developed by them,  The resource position of Indian companiss in terms of finance and other facilitics was
no match for that of foreign units.  But more than resources and products, it was the management policy, the high
streamlined recruitment and training procedures for medical detailers. the aura of super-expertise that was created,
the techniques employed by foreign comnanies to persuade doctors  to prescribe their drugs and the meticulous cost
and cconomic studics of all operations carried out by ihem that beat the Indian companiss completely and left them
far behind in the race. While a limited number of Indiun companies in some parts of the country succeeded incopyiny
tie mathods of foreign companies and establishing themsleves fairly successfully, by and laige, Indiar manufacturers
. still lag behind considerably in the ficlds of professional management svsiems and methods marketing and finarce.
On an all-India busis, Indian companies have not been able to make an organised effort to win the sustained support
of the medical prafession for their products.

10. Government's Industrial Policy Resoultion which was announced on April 30, 1956 includes *“Antibiotics
and other essential drugs™ in Schedule B attached to it.  In regard to the Industrics covered by this Schedule, the
policy mz}dc it clear that with a view to accelerating their future development, the Srate will increasingly establish new
undertakings i.n these industries and that at the sams time private caterprise will also have the opportunity to develop
in this ficld, either on its own or with State participation. . Subsequent policy chang:s announced in July, 1965 and
27th Oc_tobcr, 1966 permitted drug units to diversify up to 25% of their licensed/registered capacity (by value) subject
to certain conditions.  In February 1970 Government made certain changes in the licensing Policy on the basis  of
the recommendations made by the Industrial licensing Policy Inquiry Committee, the Administrative Reforms
Commission and the Planning Commission. Measures to regulate the licensing of foreiga firms and larger Industrial
Houses were taken. A Press Note issued on 18th Febrary, 1970 states :—

“I[I the middle sector, involving investments ranging from Rs. 1 crore to Rs. § crores, licence applications
of parties other than undertakings belonging to the larger Industrial Houses shall be given special consideration
and shall be issued liberally, except where foreign exchange implications necessitate careful scrutiny.  Licence
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applications from undertakings belonging to or controlled by the Larger Industrial Groups and forcign branct
subsidiarics, shali be considered for normal expansion. where such expansion is necessar to develop
minimum economic level which would ensure greater cost efficiencv.  The provisions of the Monopolies &
Restrictive Trade Practices Act will be taken into account™.

1. The Governnwent also revised the diversification poliev ¢f 1966 in Juiyv, 1970. This pioicy prohibi
forcign firms from effecting diversification without an Industrial  Licence and also stipulated that C.O.B. licen
should be obtained in cases where diversitication was effected earlier on the basis of 1246 policy.

12. A Press Note issued by Government on July, 21, 1971 explained that the “Liberalised Industrial Licen
Policy™ announced by Government sought to strike a balance batween thz requirement of accelarated indust
growth and encouragement of small and medium entrepreneurs on thc one hand and the need to prevent conc
tration of economic power in the hands of few large business groups on the other. In January, 1972, Indian fis
were permitted by Governmsnt to increase their licensed capacities on the basis of maximum utilisation of plant :
machinery and diversify up to 1009,. The Press Note issued on February 2, 1973 sums up Central Governme
basic philosphy on the development of the drugs industry (and other industries), taking into account the gro
prioritics envisaged under the Fifth Five Year Plan. We reproduce below the relevant portions from the Press N
which need to be highlighted for the purpose of our discussions in this Chapter :(—

“Government have carsfully reviewed their policies relating to industrial development in the light of
experience gained in the implementation of the Industrial Licensing Policy of 18 February 1970 and in
context of the approach to the Fifth Five Year Plan. The ludustrial Policy Resolation of 1956 has laid d¢
.the basic principles that govern Government’s approach towards industrial development. These princ’
have bezn derived from the Directive Principles of State Policy contained in the Coastitution and trom
adoption by Parliament in December 1954 of the socialist pattern of society as the objective of social and ec
mic policy. The Industrial Policy Resolution of 1956 will continue to govern Goverrment’s policies for ac.
ving the objectives of growth, social justice and sclf-reliance in the industrial sphere.

Role of Public Sector

2. As pointed out in the Industrial Policy Resolution the adoption of the socialist pattern of society as
national objective, as well as the need for planned and rapid development, requires that all industries of basic .
strategic importance, or in the nature of public utility services, should be in the public scctor. Other industries w}
are essential and require investment on a scale which only the State, in the present circumstances could provide, h
al<o to be in the public sector. In the context of the approach to the Fifth Five Year Plan. the State will have
take direct responsibility for the future deveiopment of industries over a wide field in order to promote the cardi
objectives of growth, social justice, seli~reliance and satisfaction of basic mininium necds.

Licensing Policy
3' gk By ¥

4' ** #k Lk

5. Government consider it desirable to consolidate the list of industries which are opened, along with oti
applicants, for the participation of larger industrial houses (as defined in the MRTP Act). In the context of
approach to the Fifth Plan, the core industrics of importance to the national economy in the future, industries hay
direct linkages with such core iadustries, and industrics with long term export potential are all of basic, critical :
strategic importance for the growth of the conomy. .A consolidated list of such indusiries is attached in Appendi
Such of the industries included in Scheduled A of the Industrial Policy Resolution 1956 will be reserved for the pu
sector. Larger houses will bs eligible to participate in and contribute to the establishment of industries in the
included in Appendix Ialong with other applicants, provided that the item of manufacture is not one thatis res
for production in the public sector or in the small-scale sector. They will ordinarily be excluded from the indust
not included in this list except where, as is parmitted under existing arrangements, production is predominantly
exports.

6. Forcign concerns and subsidiaries and branches of foreign companies will be cligible 10 participate ir
industries specified in Appendix I along with other applicants but will ordinarily be excluded from the industrics
included in this list.  They will also be entitled as at present to invest in industries where production is predomina
for exports. Their investments will be subject as higtherto to the “guidelines on the dilution of foreign equity’ .
will be examined with special reference to technological aspects, export possibilities uind the over-all cffect on
balance of payments.

Small-scale and Cooperative Sectors

7. In the implem:ntation of the licensing policy, Government will ensure that licensing decisions conform to
.growth profile of the Plan and that techno-economic and social considerations such as economics of scale appropr
technology, balanced regional developmsnt and developmznt of backward arcas are fully reflected. Govermine
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policy will continue to be to cncourage competent small and medium  entezprenurs in all industries mcluding those
listed in Appeadix I Such catreprencurs will b2 prefurved vissa-vis the largzr industrial houses and foreign com-

anics, in the setting up of new capacity. Licensing policy wili seek 1o promote production of ancilaries. wherever
feasible and appropriate, in the mxdinn or small-enie secror, cooperatives -ind small w0 . sueniem enwrenrenaurs
will be encouraged to pariicipate in e poosdasiion ofess consizmntion gooas with the pudic sector aha 1ol ine an
increasing role.  Oulier invastors witl oo allowad 1 parbcipate i production of nuss consumption goads ey
if there are special factors such as sizable ceonomiss of seaiv resulting in redaced prices, technologicul improvem s,
large investment requirem:nts, substaintial export possibifitivs or as part ot modernisation.  Government  also
intend to enalarge and intznsily @ vareity of posidive measurss deisgned to promote the growth of smadl and medium
entrepreneurs.

8. % el

9. The existing policy of reservation for the smail-scale tector involving investment in machinery and equipment
up to Rs. 7.5 lakhs, and in the case of anacillary industries up 10 Rs. {0 lakhs will be continued.  The arca of such
reservation will be extended consistent with potentialities and performance of the small-scale sector.  The policy of
encouragement to the cooperative sectar will receive special emphasis in industries which process agricultural raw
materials such as sugarcane, jute cotton or produce agricultural inputs such as fertilisers.  The cooperative sector ix
also ideally suited for the manufacture and distribution of mass consumption gnods.

Joint Sector

10. Government's policy regarding the joint secioe is derived from the Industriad Policy Resolution 1956 and
the objective of reducing the concentration of economiv power.  In appropriate cases, the Central and State Govern-
ments have taken equity participation cither directly or through their Corporations with private partics.  Some joim
sector units have come up ia any way. This type of joint sector unit is a device which mity be resorted to in specific
cases having regard to the production targets of the Plan.  Each proposal for establishmg a joint sector unit of 1his
nature will have to be judged and decided on its merits in the light of Government’s social and cconomic objactives.
The Joint sector will also bz a promotional instrument. as for instance. in cases where State Governments go into.
partnership with new and medium catreprencurs in order to guide them in developing a priority industey.™

13. 1t is now worth considering whether the drug industry, ws it has now emerged, is in conformity with the
requiremsnts of the country, The fact thut the drug mdustry has mde pheanm=nal progress within the last (wo
decades cannot bs gainsaid.  1a 1947, drug production was of the valuz of Rs. 10 crores.  In 1973, the gross output
is estimated to be of the arder of Rs, 370 crores.  The indig:nous output ofbulk drugs is estimited at Rs. 75 crores,
The publication of the Develapment Council for Drugs and Pharmceuticals entitled “Indian Pharmaceuticals 1n
dustry 1973" sets out the rang: of bulk drugs o that is produced in the country together with their production cupacity.,
The list of drugs set out in the publication is suffizicntly imposing in the context of the development taking phice
other countries. However, a critical appraisal of our achicvem:nts coveals many interesting facts. These facts,
together with our observado:ns. are set vut below — -

(a) About 709 of th: HHroul sulas tusaaver of drags 9 the cowrtry, mam:ly, Rs, 370 crores belongs 1y foreign

sector. (Anncure-1V)

(b) Out of the total turnover of Rs. 370 crores. the valus of toniss, housz-hold remedies, vitamins and minerals
etc. comess to abour Rs. 70 crores.

(c) 27 years after independence, 10 firms with 10027 foreign equity are operating in the counitry.  Six of these
are cngaged solely in the minufacture of drug  formulations.  There are six branches of foreign compinies
operating in India and arc engaged in the manufacture of bulk drugs and/for formulations.  Their total
turnover in 1973 wus about Rs. 22 crores and their indivdual turnover ranged from Rs. 0.13 crores to
Rs. 9.7 crores. According to i reply given in the Parlinment, another firm M/s. C.E.F ulford has been opera-
ting without sccuring an industrial or C.Q.B. licence and importing raw materials worth Rs. 42 lukhy for
processing a single item.  namzly, gentamyecin injection.  An analysis of  the drug companies holding
fareign equity in issued capital is given below (—

Category
1009 10
50-999/ 24
40-509%; 15
2640 11
Below 26% 6

ToraL : 60
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| (d) Th&value of imports of bulk drugs, penultimates, intermediates and chemicals was about Rs. 35 ¢r
during 1973-74,

(¢) The total outflow of foreign exchange towards payment of royalty, technical fees aad dividends duy
"7 1969 to i973 is about Rs. 26 crores (Anacxure V). This fizire doces not reflect 1he additional for
exchange remittance that is implicit in purchases of bulk drugs, intermediates etc. by farcign compa
in India at prices dictated by their foreign principals. These prices bzar no relation to either the cos
manufacture of the final products or international prices. In order 10 check these malpractices, Go
meni are now progressively canalizing the items wherever such cases are brought to light. Likewise.
orts, a substantial portion of which is made by foreign companies in India to their principals abroad.
often made at prices which are not quite favourable to the country. An interesting feature about rey
ances made by foreign companies 1o their principals is that even today remittances towards ‘Head Ot
expenses have to be permitted becausc of the operation of trading companies with 100 foreign intere

(f) Only 19 foreign Ccmpanies manufacture bulk drugs,. The rest have built up their turn-o
on formulations, many of which are common-house-hold preparations which are advertised in
lay press. Annexure VI shows the stages from which manufacture of bulk synthetic drugs is ¢
ried out by foregin companies. A reply (Annexure VII} recently given by the Minister of Pet
leum and - Ciiemicals to a question raissd in the Lok Sabka of the Parliament {Question !

22819 answered on 3-12-1974) indicated ihat few companies have made available any postion of i,
buik drug prodnction to others.

(g) Foreign companies manufactured in 1973 bulk drugs worth about Rs. 19 crores. The two pu
sector units together produced bulk drugs of value of about Rs. 24 crores, while the lad
Sector of the industry including the small-scale sector was responsible for about Rs. 32 cro
Manufacture of bulk synthetic drugs from late-stage intermediates imported by foreign compu
from their principals at prices dictated by the latter would put the country to double loss oxn
when the country imports late intcrmediates and secondly. when the profits accruing {rom 1

sale of the finished formulations arc remitted abroad. Every rupce worth of bulk drugs would prode
about Rs. 3 worth of formulations.

(h) Some multi-national units hold an almost mono-polistic position in this country in regard to the supply o

life-saving drug formulations such as Methyldopa, Indomethacin, Furosemide, Prenylamine lactat
gentamycin sulphate, diphenythydantoin scdium etc. The Committee understands thut the Ministry
Petroleum and Chemicals, perhaps with the intention of increaing production of bulk drugs in the counr
save laid down a working principle that no company {including its sister concerns) with a turnover j
excess of Rupees two crores would be allowed to manufacture drug formuiations unless it manufictun
the related bulk drugs.  Such a restriction, in the view of this Committee. has 1ot only worked to the de
triment of the Indian se ]

| | _sector of the drug industry but also created shortages. Ewen today many foivig
companies are imperting mostly balk drugs and processi

ng them into formulations, thovgh firms applyin
today for formulation activity only are denied this facility. Manufacture of bulk drugs reguires subs
tantial financial outlay and takes time, If this condition continucs 1o be imposed, the Indian compunig
which have the technological base and the know-how for the manufacture of formulations will suffer s§
rious set backs. The Committee recommends that this restriction should be removed and forign companis
which process formulations from im

hiz] S 2 ported bulk drugs should be made to manufacture the bulk dru
within a specified period. As regards the Indian sector of the industry, the Committee has recommend
later on in this Chapter that a more liberal policy is necessary in ord ‘

. | that ! er 1o cncourgage the Indian compa
nies to make their contribution to the production of bulk drugs and formulations

(i) The.initial investment made by forcign companies is insignificant compared to the volume of the turn-ov?
built up by them. The early part of this Cliapter recounts how most of the foregin companies started 2
trading concerns, fater imported drugs in bulk and processed them into formulations throush other fir

on a ‘job work’ basis, remitted profits to their puincipals and concomitantly built up reserved from whick

they subsequently cstablished processing facilities of their owl. Annexure [ reveals that the cupital issued

on account of considerations other than cash and bonus shares consititutes a substanital proportion 08

the toal capital 3

%

() We had mentioned earlier that foreign companies built up their financial sinews and achieved the pre
dominant position mainly through sale of foimulations which were alfowed to be manufactured by thet§
through the issue of “Permission Letters™ which continued up to 1968 and COB ligences. The leg#
packu?g for “Permission Letters" under the Industries (Development & Regulations) Act, and the mand$
in which COB licences were secured by foreign companies were examined by this Committee through,
specially constituted Sub-Committee. The latter discussed with the officials in the Ministries connectte®

with the processing and issue of “Permission Letters” and “COR Licences” and also obtained clarificatiofi

from the Secretaries of the Ministry of Petroleuna and Chemicals, the Directorate General of Techaio¥

%
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Development and the Ministry of Tndustrial Development. The Committee’s  view
is  that “Permission Letters” do not have any  legal backing in terins  of  the
pravisions of the Industries (Development and Regulations) Act vide Annexure Vil Likewise,
most of the companies which were granted C.0.B. licences did not inform the Directorate General of
Technical Development of the pacticulars of their diversilication activities. “including theiv revised mana-
facturing programmes and the n2w articles proposed to be manufactured and the value of the winor
baluncing plant, if any added by them” as required by governments’ Press Note of October 27,1966, The
authorities concerned did not verify whether effective steps had been taken by the companies for the
jtems covered by their C.O.B. applications. Permission Letters and C.O.B. licences have given undue ad-
vantage to foreign companies to the detriment of the Indian sector.

Shri S. S. Marathe, Dr. B. Shah, Dr. S. S. Gothoskar and Dr. P. R. Gupta have expressed their reseivations
on the interpretation and conclusions regarding COB Licences/Permission Letters. (Para i)

(k) On February 19, 1970 the policy permitting diversification and the exemptions granted under the Industries
(Development & Regulations) Act were revoked by govenment. Foreign companies were specifically
prevented from augmenting their production capacities. Annexure 1X shows the extent to which these
firms have contravened government notification. This fact is known to the Directorate General of Tech-
nical Development who receive production statistics from the companies and the Ministry of Petroleum
and Chemicals. On directions from the Economic Sub-Committee of the Cabinet, it is understood that
the coafravening firms were disallowed raw materials needed for normal annual expansion. Foreign
interests are compaigning for regularizaiion of the excess capacities of production. Their views arc that
shortages of drugs would result otherwise and that the country’s requirements are so enormous as 1o acco-
mmodate any production that Indian companies may achieve. The Indian scctor of the industry has re-
presented 10 this Committee that the public sector unit and the indian firms which are in a position to
take up the manufacture of most of the bulk drugs involved have not been approached by Government
and that drugs such as Metronidazole have all along been manufactured from the penultimate stage inter-
mediates. What the foregin firms are keen about is the processing of all the bulk drugs produced by them
into formulations which they feel they are entitled to in tcrms of Ministry of Petroleum and Chenicals
Notification No. 3(3)/65-Ch. III of 27th May, 1969. Lastly, the Indian sector argues that regularization
of ¢xcess capacities will induce foreign undertakings to produce more in contravention of Government’s
policies in the hope that exess production will continue to be regularized so long as the country’s reqire-
ments of drugs remain unfulfilled. The Committee’s view is that the long term objective of buliding up a
self-reliant Indian scctor of the drug industry should not bz lost sight of,  while at the same time any
solution which is arrived at should be such as not to result in shortages of drugs. With this object in mind,
the Cominittee has spelt out its views on how best the excess production capacities of foreign companies
should be regularized later on in this chapter.

(1) Indian drugs manufacturers could be broadly classified into four categorics; niamely :—

(i) Those wio have a small turn-over and are engaged only in the manufacture of simple house-hold
remedies, such as, cough-syrups, fever tablets, ““gripe-inixtuies’” for infants, ointments for colds
or wounds etc.. The number of maaufactures under this class might exceed a thousand und their
activities are confined to the district round about their locations o+ the States in which they operate.

(it) Companies which concentrate exclusively on catering to government hospitals and other medical
institutions against rate contracts.

(iii) A more progressively inclined category of manufacturers—about a couple of hundred in number—run
by technically—competent entereprencurs who manufacture a good range of pharmacopecial pre-
parations used by hospitals and other medical institutions, supplemented by a range of good quality
proprictary medicines. They may also be interested in the manufacture of basic drugs.

(iv) Companies vhicn market newer drugs, operate a research establishment albeit on a moderate scale,
manufacture bulk drugs and are engaged in export to limited extent. Units falling in this category
have been able to develop sufficient financial resources and marketing organisation to withstand
cempetition from multi-national concerns.

Itis obvious that the categories at (i) and (ii) cannot survive fong in the face of the aggressive and well-organised
marketing techiniques employed by units falling within categores (iii) and (iv) and by the multi-national
companies which market drugs under interpationallv—known brand nawnes. Units under (ii) operate
on bare margins of profits and are therefore compelled to cut on product development research and even
on employment of adequately qualified technical personnel to supervise manufacturing and technical
operations.  These self-defeating practices will not sustain these companics for long unless they diversify
their product-mix, adopt “Good manufacturing Practices”, complete in the open market and develop the
will and strength to survive and progress.



92

~

Companics falling under (iii) and (iv) consititute the backnone of the future drug industry in the country,

government takes special interest in these Units and helps them they can play a useful role in the devel
ment of the drug industry.

Quite o number of small-scale drug units have been rectiving raw material licences for values which have
relation (o their turnover or status and are reported to have sold off the raw materials. Such malpractic
have tarnished the image of the Indian sector of the industry.

1

(m) In a separate chapter in our Report, the Committee has pointed out how remiss most of the State Gover
ments, barring a fow States such as Maharashtra, Gujarat, Karnataka, Kerala and to a lesser extent We
Bengal and Tamil Nadu, have been in enforcing stringently the qualily control measures over drug mar
facturers. In particular, pre-licensing inspections and ispection of manufacturing process have not be
rigid in some States. This will have the effect of increasing the incidence of sub-standard drugs., Likewj
in the absence of concertaed cfforts between the police and the Drug Control Departments and witho
the co-operation of the general public, the menace of adulterated drugs cannot be effectively tackelg
Genetal laxity in enforcement of qulity control measure have adversely affected the interests of the India
sector of the drug industry. The Committee also understands that the leaders of the foreign sector of t}
drug industry have been making statements that quality control over drugs can be maintained only} -
those firms which have organised research in a big way, thereby hinting obliquely that Indian firg

which lag behind in financial resources may not be able to market quality drugs. '

(n) in the field of drugs, it may not be so difficult to make a good formulation as it is to sell it. Neithe
the dealer nor the patient has any choice of his own while supplying or purchasing drugs. There may b
several gond products of the same drug avzilable in ithe market but the patient will perforce have to b
the drug prescrited by the docior. In the course of our visit, members have hud occasion to see severs
well-organised Indian units, including some in the small-scale sector which have technical competenct
to produce high quality drugs. The representation of these firms was-that adequate Government suppor
would enable them to fulfil the needs of the country. While Government’s support for such undertaking
is important, more vital is the need for the units thenselves to maintain an effective ““dialogue” with th
medical profession regarding their products, which is absent today.

(o) A feature which the Committee specially noted was 1hat Indian units. particularly the small and medi'tm
scale sectors have yet to appreciate more and more the importance of professional management, syster)
and procedures, cost accounts and carefully worked out ricing policies. Many of them are ownd Y
persons who have had no bakground of drug manufacture and drug testing and v'ho have not been con
versant with the ethics of the profession. The prices of drugs produced are adjusted well below those'
of similar products produced by well-organised firms, without any consideration for the economics of
operations. Ill-paid staff and ill-organised manufacturing facilitics result in the lowering of quality control|
measures. The stolest for improvement and progress is totally absent. ‘ tl

(p) In regard to Patent provisions relating to drugs, the Committee was keen on ascertaining the impact of thcw
Patent Act on the drug industry. Quite a number of the principals of multi-national units operating in this
country, we were informed, asserted their patent rights over life-saving or esseatial drugs such as. Chlo~
ramphenicol. Tolbutamide. Oxytetracycline, Metronidazole, etc.; and proceeded legally against Indian and:
othcr concerns which tried to import the bulk drugs and process them into formulations. The Patent Act!
was amended in 1970 with the specific object of helping the Indian sector of the drug industry. :
Committee was glad to know that young scientists in the country have now bestirred themselves and‘li
started producing bulk drugs. However, all applications for drug patents remain “frozen” in this country,
from 1963. This has created certain anomalies in the implementation of the 1970 Act according to;
which a “Licence of right” can be given only after three years of the scaling of patents. This means;;
that unless a patent is sealed, no “Licence of right”can be given. The task of examining the “frozen™
patent applications and sealing the patents covered by them it is understood, would take a long time}
In the matter of imports of drugs, indigenous manufacturers had represented to us that bulk .drugsy
which are available from overscas countries at competitive prices cannot in many cases, be imported;
because of the anomaly that obtain in this country in regard to drug pateats. ;

(q) While Government has been pressing drug manufacturers, with a trun-over of Rs. 2 crores to take-up,
the manufacture of bulk drugs, Indian manufacturers had a different story to tell the Committee.  There
have been instances where lndian companies have accopplished the manufacture of bulk diugs fbefors,
the foreign companies who were the researchers of such driigs could do soin this couniry. * ‘Glybenclamid,
an anti-diabatic drug, has been reported to be manufactured by an Indian Company,. whereas two con;
panies with foregin equity participation have still to commence production of the driag.- Similarly, anoth¢

. Indian unit is manufacturing bulk Propranolol " and Practolol -and - making their formulations. The fpl

- of the Indian units that the multi-national units in India should be compélled to buy the bulk ‘drugs ror

the Indian marufacturers, so long as their quality is accepted ' by the Drugs Controller (India) “is still uns
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Government's consideration. ‘In the past, Indian units were compelied to buy bulk Tolbutamide, Vitamin
Bi2cte. from units with foregin intcrests even when there was only onc sowrce of supply. A smail-scale
unit Keraly which repartedly is manufacturing a number of anti-cancer drugs has approached Government
suggesting that formulators of the anti-cancer drugs should be compelled to buy the drugs from them.
Expaditions decisions in all such cases to ban the import of the buik diugs concerned should be taken and
impiemented quickly. Unless this encouragement is given, there veould be ro incentive for Indian compa-
nies 1o take up the manufacture of bulk drugs.

(r) Till about 10 vears agn, foreign companies were averse to reduce their foreign cquity participation. Govern-
ment’s attitude in this regard stiffened progressively. In conscquence, foreign units were compelled to re-
duce their foreign cquity. West Bengal drag firms, possibly because of the strong nationalistic background
prevalent in that region, have been generally stronly opposed to the idea of collaboration with foreign
undertakings. The rapid progress made by several Indian firms which cnjoyed the benefit of foreign
participation and know-how had little effect on the drug industry in West Bengal.

(s) The drug industry is cncentrated in three States, namely, Maharashtra; Gujarat and West Bengal. Quite
a few drug units and the synthetic drug unit of L. D.P.L. are operating in Andhra Pradesh.
Karnataka has also, of late, been attracting a few drug manufacturing units.

(t) In regard to Rescarcl:, barring a few, other multi-national companies have been taking the iine that basic
mnovationa! research for “new drugs” involving co-ordination between multi-disciplinary teams of scien-
tific workers requires giant outlays and top-grade research scientists. According to them. research should be
concentrated in the parent organisation funciioning abroad rather than be dissipated in many countries
Eight Indian insdtutions. including the public-sector companies and the National Lahoratories maintain
fairly well-organiscd research facilities and specialize in different classes of durgs. Six Indian firms can
also be considered to have made reasonable efforts towards developing basic research activities.

On an overall basis, however, Indian comapnies, by and large, have yet to initiate research efforts. From the
therapeutic wngle, the discases that are endemic in Indian and which need to be controlled or eradicated
are malaria, tuberculosis, filaria, leprosy, amoebiasis, helminthiasis, malnutrition. iron-deficiency anacmin,
trachoma, scabics and various types of infections. The current rage of drugs available for he treatment
of these diseases cannot be said to be entirely satisfactory. The highest priority has therefore to be accor-
ded for centrally-directed rescarch ainied at discovering newer drugs in these fields. Besides, the dis-
covery of new and more cfficacious contraceptives also nced to be given on equally high degree of priority.
Foreigns firms arc not interested in research on drugs for tropical diseases as the global demand for such
drugs, in thuir view, will not be sufficiently economic. Side by side, research for new drugs for the treat
ment of discases of the cardio-vascular system, metabolic disorders, diseases or disorders of the digestive
and endocrine sysiems. venerel diseases. allergic diseases, diserders of the skin etc. cannot bz ignored if the
pace of growth of the diug industry is to be accelerated and the country is to be in the manstream of
scientific progress.

(u) The Drugs Prices Contrel Order, also had its impact on the growth of the industey within the last "ew  vears,
In general, while foregin drug companies managed to diversify into areas where price contral is no! ope-
rative e.g. laboratory chemicals, foods and mutritional products, insecticides, etc. Indian units had to
face its full blast. There profitability progressively declined and thir capacity to market new formulations
of drugs, particularly in competition with foreign undertakings. has been seriously impaired. The Commit-
tee has dealt with this aspect in chatper VL

14. Having studed the evolution of the drug industry in this country and ideatified the imbalances that have
developed in it, the Commitice would like to set forth the chailanges that face the indusiry. The report of the Task
Force on Drugs and Pharmaceuticals set up by the Planning Commission (Annexure I of Chapter 1) indicazes the
drugs that would be needed by the country over the next ten years and the quantities in wheih they would be required.
The Task Force also provided informatinn as to whether indigenous technology is avialable for their production or
the technology will have to be imparted. The Task Force has also listed the raw materials and the intermediates
which would be required for the manufacture of important durgs and the areas of research which could uscfully
bc.pursued by different sectors of the drug industry. Besides making the country self-sufficient in regard to drugs,
this Committee fee!s ihat another cqully important objective, should be introduction of medical service of a rudimen-
tary nature in the remote villages where at least common house-hold remedies for cough, cold, fever, antacid pre-
- parations for the elderly sections of the population, drugs for skin infections, preparations for treatment of acidity

In children ete. should be made avialable in pilfer-proof packings and in quantitics which would be sulicicnt fog
-3 19 4 days” treatment, | ‘ . oo .

2
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N 15. The question that poses itself before the Committee— and indeed befere the countrv— is : What chanaes
in the drug policies are necessary to fulfil the task that lic ahead of us? A multipronged effort is called for to achieve
a number of targets sumultancoulsy. We should reduce the import bill of the country in respect of the drugs required
over the next ten years. develop as {ar as possible the technolcgics required for bulk drugs and wterm diates throagh
co-ordinated rescarch carried out at the National Laboratorics and the scademic institution, try to achieve a balance
between foreign exchagne inflow and outflow by boosting exports in & judicicus manner without affecting the domestic
demand adversely and lastly foster the development of sound and ethical small-scale sector which would not only
serve as feeder units for the large-scule sector but also produce all drug formulation which are essential or which have
rcmained the menopoly of foreign companies so far.  All thesc cxercises should be done kecping in mind the twin
chjectives of rdeucing the dominant oo~ now enjoyed by the foreign sector of the industry and rapidly buildng

" up the Indian sector.

16. Before answering the question whether any change is required in the current drug poli :ies of Government
to help achieve the challengss ahead, a more relevant point to be considered is : Is the drug industry that has deve-
loped in conformity with the national requirements ? The profile of the drug industry, as has been elaborated by us in
para 13 of this chapter, would indicate that the basic objective have been far from achieved. A beginaning has no
doubt been made with production of drugs in the public sector but if the pubiic sector units are to continue
the manufacture of bulk drugs afier investing heavily and distributing the raw matetials to other manufacturcrs
for being processed into finished formulations, the maximum bencfit out of this policy will accrue lo the
subsidiaries of multi-national companics in this country who hcve the capeity to out-do the public sector units in
sales even after iaintaining higher prices. Government's policy iS against concentration of the industry in the
hands of foreign branches/subsidiaries and larger Industrial group but the result achieved is just the contrary.

17. Government’s policy assures all support for the medium and small-scale sector of the industry but cur
discussions with the Indian Drug Manufacturers’ Association and other associations representing the interests
of small and medium scale drug manufacturers give us the impression that there is little rapport between Government
and these sectors of the industry, The latter feel that if they ask for protection for the bulk drugs manufactured by
therr, Government does not appear to be confident about their ability and technical competence. The Indian
manufacturers, including the small-scale units managed on cthical lines by technically competent entrepreneurs,
desire that they should be given encouragement. They sugeest stringent punishment for these companies which
indulge in malpractices such as sale of raw materials ctc., or which are deficient in quality control measures. To
judge all the medium and small-scale units by the same yardstick, the Indian manufacturers represent, would be less
than fair to the Indian sector of the industry. The Committee feels that in our anxicty to produce more drugs,
we should not adopt a policy which places Indian manufacturers at a disadvantage. On the contrary if the choice
were between a foreign company and an Indian company, encouragement should be given to Indian companies which
are technically competent. Somehow or the other, there seem to be exaggerated notions about the capabilitics of
foreign companies vis-a-vis Indian units.

18. Tt was represented to us by the Indian sector of the drug industry that the general preference showed by the
medical profession to the products of {oreign manufacturers, the real or 2xaggerated shortages of drugs marketed
by such manufactarers and the subtlc propaganda that any shortage would lead to prevalence of spurious drugs
would weigh heavily with the authorities in their actions. The Joint Secretary of the Ministry of Fetroleum and
Chemicals assured the Committee that such propaganda had not influenced Government. The Committce is fully
aware of the fact that foreign companies in India with the commanding position they have attained in the drug
industry today and with the techinological and other resources which they can command from their principals abroad,
may produce all the bulk drugs that are needed by the country well within the time schedule envisaged by the Task
Force. But the big question that we should ask is : What would it cost the country if the future development of the
drug industry is entrusted primarily to the foreign sector of the industry? In response to a querry raised by the
Committee as to why the member firms of the Organisation of Pharmaceutical producers of India (an organisation
which is dominated by foreign companies and firms with forcign interests), have not shown adequate interest in the
manufacture of bulk drugs, the reply received from the Organisation stated that its members “are in a position to
further expand their production of bulk drugs provided such expansion is immediately sanctioned by governmen
without attaching any condition™. This proviso pithily sums up the attitude of multifnational companies. It
implies that Government should not ask them to bring down progressively their foreign equity, that no condition
should be imposed to the effect that a portion of the bulk drugs manufactured by them should be distributed to other
manufacturers for being processed into formulations,.that no export obligations should be stipulated and, lastly
that the cost of the bulk drugs and the prices of the formulations produced by them should not be investigated by
government agencies and fixed. [t must not be forgotten that the multi-national undertakings which are operating
in India are the very firms which also.control the industry in whatever countr_ics they opcrate. The techniques
cmployed by these firms all over the world are the same and arc lucidly dealt with in the report of the United Natiogs
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publications entitled ““Multi-national Corporations in World Development”. 1In the field of drugs, such corpora-
tions invest large cutlays in research, develop new drugs, block others from producing such drugs for’a period of
16—20 vears by invoking patent protection, din the brand names into the minds of the medical profession by em-
ploying & large ficld foree of mdical detailers, resort to high pressurc sales techniques, distribute drug samples on
o drscate and rig up prices to fevels which have no relation to the cost of marufacture of products or international
prives.  They are interested in carsying ot secarch only on products which wiil have a giobal demanc such as
iranquillisers, anti-histaminizs,  aet-hypertensives cte.  and not on drugs for treatment of tropical discases or even
cancer. 1 in the course of their scheduled research the drugs synthetised by them show activity against tuberculosis,
helminths cte.  they are marketed as such.  In short, the already dominant foreign sector would become a’ mighty
force to reckon with in the country’s cconomy unless certain further steps are taken to curb the dominance of
multinational companies.

19. Having regard to the socio-economic objectives embodied in Government’s policies and the specific direction
contained in the terms of refercnce of the Committee under this Chapter, this Committee has no hesitation to suggest
that the potentiality of foreign companies to exploit their names and smother the development of the indian sector
of the industry should be blunted. A more purposeful and positive policy of helping the Indian sector should be
simultaneously implemented. The scientists and technologists in the country are bubbling with a new sense of con-
fidence and feel that they can maximize their research effort. If purchase of technology is necessitated, it should
be done as recommended by this Committee in Chapter 11I. The Indian sector has developed high grade drug for- «
mulating skuls.

20. “Doecs the drug industry, as it has aeveloped, fulfil the sccio-economic nceds of the country? If not, how
should its development be oriented?'—These quesiions were debated by the Committee. Nationalisation of the
drug industry was discussed at length as one of the alternate solutions.  Differznt views were expressed.  One of the
views was as follows :—

“In India, inspite of the cflorts to plau socio-economic growth, the drugs and phramaceuticals industry
like scveral others, opcrates on the principles of free market economics. Thae Drugs industry is dominated
by the forcign units which set the pattern in this industry. The drug needs of any country are characteristic
of the climatic conditions, social behaviour and economic conditions in each society. The foreign units which
evolve their policies for the rich countries in temperate climates, with redically different socio-economic
conditions, operating in frec market systems, promote the sume systems in India, which arc adversely detri-
mental to our national interests. Even in the Western Europeau and North American countries it is widely
realised that the drug firms exploit the socio-psychological factors to reap high profit. It is said that the firms
have reduced life to a disease to be cured in those countries by their sales propagation techniques.

1

The experience of :he last one quarter of a century in India, in the opsration of the multi-naiional Jrug
- units reinforees these fears.  This has been confirmed by the studics conducied by various international agencies
also.

Throughout the world, foreign ifirms are given facilities to operate with the hope that capital flow and
technological developmeant are facilitated. In our country however the flow of capital through the foreign
units is almost nil and the accumulation of assets, through-their irade operations in this country, is very rapid,
as can be seen fiom the data provided elsewhere in this report. ' .

The claim that flow of technology from parent foreign firms on a continuing basis is ensured because of
foreign cquity holdings is not valid. Firstly, such flow is usually restricted only to the technology available
with the overseas parent Co. and not from other competitive overseas venders of technology even if they may
be cheaper.  Other points to remember in this connection are (1) introduction of technology of basic drugs
newly into the Indian subsidy does not occur free since for most such introductions additional payments have
nevertheless to be made notwighstanding equity interests, and (2) the overseas firms choose to permit flow of
such technology to India as will serve the interest of the parent firms. Rarely new and novel technology is
permitted to flow either frec or even on payment. Most technologies that flow from parent foreign firms
into their Indian subsidies or partners are in {act well established all over the world for the last 15—20 years
and could as well have been imported into the country without taking recourse to equity patticipation.

Fears that technology flow will dry up if foreign equity is discouraged or stopped is aiso exaggerated.
Countries in which the drug industry is statz-owned have not suffered on this account. They have either
bought such drug technologies as they need or have been able to develop them on their own.

If indeed technology flow becomes difficult due to take-over of the drug industry, it may be a boon in
disguise as it will spur greater national effort in these directions and develop self reliance—a goal to which our
country is committed. Success of the development of .self reliance by our scientists and technologists in the
atomic energy and defence field (where possibilities of import of production technology are limited) shows
that even if overseas technology flow for drugs were to dry up, the country, with its strong scientific and tech-
nological capacility, will not be stranded.- Indeed such an eventuality is.also remote since unlike-the atomic
energy and defence areas, drug technology from overseas is not as restricted or difficult: - )

1—M of Pet. & Cbem./75—13
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It is contended that the anti-social role of multi-nationals can be contained by laws of the land and the
powers that are available with the Government. Whereas this is so, the real point at issuc before the Com”
mittee is the manner in which such governmental powers have been used in the past so as to curb the activitic®
of these companies which are not in the national interest.  The Committee’s findings ta this regard, discussec
in the various chapters of this report indicate that progress in these directions has been very slow. I thi:
process of change is to continue at the existing rate 1t is doubtful if the desired objective of a truely sociai bene-
fit oriented drug industry will develop in the near future. A quantum change has therefore, to tuke place
in the rate of change if the desired goals are to be achieved quickly enough.

The contention that technolony flow through equity participation hy mniti-nationals in the drug ficld is the
most effective and economical because of its higher rate of obsolescence, will have to be supported by cogent
facts and will also have to be examined in the context of alternative methods of technology flow not involving
equity participation. As of now, no such study is available. The assertion that equity participation in scveral
cases would be the only way by which technology flow can be ensured may be valid only for a very few cases.
In these cases we may import such drugs but we should at the same time launch a crash programme of R & D
to develop self reliance for such drugs. The impediment to development of domestic technology, due to
patents in the drug field, have also now been largely removed. There is little doubt that Indian scientists
and technologists will develop all such technology if a concerted effort is made and if subsequent use of tech-
nology use is assured. .- .

The drain of foreign exchange by way of remission of profits by multi-narionals has to be viewed in the context
of their import bill for drugs and intermediates in relation to their own export of drugs and not in terms of
their total sales inclusive of formulations. It is well known that the value added in formulations is upwards
of 3 times that of bulk drugs. Any comparison of the foreign remittances with the country’'s total experts
i3 not relevant to the issue of social and economic costs resulting from cquity participation by multi-national
drug companies.

Another social cost which cannot be quantified when foreign multi-nationals hold dominent equity (i.e.
their equity holdings are more than .the largest single holding by Indian individuals or institutions), is in the
matter of 3elf sustaining growth based largely on domesiic R & D carried out’either in the company itself
or that which is available from other laboratories in India. It is well known that the management and staff
of Companies with dominent multi-naiional forcign equity holdings tend only to look overseas for most of their
technological needs and often even for resolving their day to day plant problems. Even where the R & D
staff is such companies propose to develop technology on their own, such initiatives are usually discouraged

" by their foreign collaborators and their Tndian partners usually on the ground that such efforts are futile in
view of the possibilities of access of information from parent foreign companies. In such a situation their
is little incentive for such companies to become self reliant for their R & D needs. These social costs which
are non-quantifiable are indeed very serious since they make our industry permanently dependent on ovcrseas
expertise and technoliogy.

1t is glaringly obvious that the multi-national units are not interested in producing bulk drugs in countries
like' India. In Europe and U.S.A. the multi-national units produce bulk drugs in a spirit of collaborative
relationship. In the developing countries, such production is avoided by them and where this is done, the
host country pays dearly for such drugs.

The multi-national units operating in India produce only a small fraction of bulk durgs. The main thrust
of the multi-national units continues to be towards capitalizing on drug formulations and non drug items like
cosmetics and luxury goods where technology and capital in-puts are much lower and which permits promo-
tion of aggressive salesmanship and brings in much higher returns on {nvestments. The Permission Letters-
and C.O.B. licences have further helped these units to build enormous assets, which are completely out of pro-

p(i)'rtimfli to their investments. Besides, they have repatriated over the years large sums of money in the form
of profits.

The selective attitudes of multi-nationals even in the field of Rescarch and Development are dictated
almost entirely by, their philosophy of global trade. Indeed, their entire philosophy of building monopolies
which lead inevitably to high prices and excessive profits is completely incompatible with the socio-economic
needs of this country. Their capacity to manipulate is recognised throughout the world and mere
regulatory measures cannot curb these activities.

. We are convinced that their continued presence in this country is a powerful damper on the challenge of
our achieving the technological goals of self-sufficiency and self-reliance.

Basic drugs are produced in the Indian sector, including the -public sector, to the extent of about 90%

in tonnage terms, and this demonstrates effectively the competence that has already been achieved in indigenous
technical skills. o : . :
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Continued presence in this country of the highly profit motivated multi-national sector can but promote
only the business n terests of this sector.  Their presence in India, as a part of their giobal effort to capitalize
on human suflering in an organised manner. must therefore ceasc as carly as possible,

We, tierefore, strongly recommend that the multi-national uaits in the fiell of drugs und pnarmaceuticais
sheald be taken over by Government and managed by tie proposed National Drug Authority. Such take-
over will not ercate any dislocation in production or disiribution of drugs.  Overwhelming majority of the
technological and managerial personnel in these units are Indians.  We are convinced that with appropriate
governmental support they will carry on their respective functions with greater enthusiasm in reaching the goals
set by the nation. Shonld theee =r any technical difficulty for such take-over, suitable legislative measures
may be approved by the Parliament to remove it.

Interim measures aimed at facilitating the take-over of the multi-national units are recommended here-
under.”

A scoond view was expressed as under ;—

“As against these arguments in favour of taking over of multi-national drugs firms, some of the members
argucd that there was no case, at this stage, to justify such drastic mcusures, The arguments advanced
by this group of members were :

While there is no difference of opinion that the activities of the multi-national corporations have to be
kept under strict surveillance, there is no evidence to suggest thai their relitive importance has grown or is
growing or that the existing instrumentalities are inadqeuate tc achicve estoblished social  objectives.

Under the existing legislative framework, and in particular the Indust-ies (Development and Regulation)
Act, the Foreign Exchange Regulation Act and the Essential Commodities Act, Govt. have adequatc powers
to censure that the Drug Industry, both Indian as well as Foreign conforms to established national objectives.
In fact, over the last 20 years Govt. has in fact, used these powers to encourage the flow of much needed tech-
nology and also to progressively reduce the share of the multinational companics in the production of for-
mulations. After the recent amendments of the Foreign Exchange Regulation Ac. Govt. has the necessary
powers to further accelerate these processes.

It is truc that in the abscence of any concerted or purposive policy, there will be a tendency for the multi-
national corporations to operate on the basis of self interest which may, in sonie cases, be in conflict with
national interest. But this type of situation can be dealt with through the exercise of powers already available
to Govt. and does not either require or justify a measure such as taking over all multi-national corporations
operating in this country. 1t is argucd that the multi-nationals have a dominant role in the Drugs and Phur-
maceuticals Industry, It has to be recognised, however, that the share of the muiti-rational in total production
has been steadily coming down and with the growth of the public sector and encouragement as envisaged in
other parts of this Report to Indian private sector, this share will continue to diminish. Incidentally, the
share of multi-national corporations in the Drugs and Pharmaceutical Industry in the country roughlyabout
409 of total production—is significantly lower than in manv other Indiun industrics in which foreign invest-
ment is permitted, and indeed, the relative importance of the multi-national corporations in the Drugs and
Pharmaceuticals Industry in India is much lower than in other developing countries and even as compared
to countries like United Kingdom where nearly 2/3rd of the total production emanates from multi-national
units.

The argument that multi-national companies have not and will not make any significant contribution
to the transfer of technology is not borne out by experience. From the very beginning it has been Govt.'s
policy to develop this industry on the lines of self-sustaining growth. Manuficture of basic drugs was accorded
high priority in the development of the industry. The success of this policy is borne out by the fact that while
as in the early 1950's most of the requirements of Diugs and Pharmaceuticals were imported. th shares of
imports, including imported chemicals, is hardly 10% of the total value of production of the industry.  Several
Instances can be quoted to show that governmental pressure and pursuation has already succeeded in utilising
the vast resources of the multi-national Corporation to secure for the country, thé kind of production and
the type of technology which otherwise would not have becn available. For instance as far back as 1959-61
the manufacture of Vitamin ‘A’ was established within the country using indigeniously available L.emongrass
oil. From 1963 Vit. "C’ and B, 12 had been produced from the basic stages. The same is true to the case
of many other drugs such as Chloramphenicol, Insulin, wide range of corticosteroids, Erythromycin, Pen-
thonal, ampicillin etc. Many other products such as PAS, INH, Oral anti-diabetic, calcium Gluconate and
other calcium salts, and other iron salts also come into commercial production as a result of the activities of
multi-national Corporation i this country.

An important reason why the continued prescnce of multi-nationals Corportions under appropriate
surveillance is desirable, is because it provides the most effective and economical method for the transier of
technology in a ficld in which technological and product obsolescence is quite significant. It is often argued
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* that instead of permitting foreign firms to operate in this country, technology can be purchased outright. This
is claimed to be cheaper and would also assist the development of domestic Rescarch and Developmert., While
in appropriate cases outright purchase of technology may be the most suitable method for the transfer of tech-
nology, this mode of transfer of technology cannot be generalised.

In highly specialised fields or where the new technology is confined to one or two sources, it may not always
be possible to purchase the know-how. Moreover, it is onc thing to buy know-how and quite another to have
continuing access to improvement in technology which are taking place all the time.

Purchase of technical know-how either by making a lump-sum payment, or by way of a royalty to bé'§
paid for a fixed period provides access to an existing technology. On the other hand, when the foreign party:
which has provided the technology has an equity participation, the Indian company can have access to the:
continuing improvements in technology. There would be instances, therefore, where continuing associationé
in the form of equity participation is the only way of securing access of new technology. It may also be the
best way of ensuring that the country derives beacfit from improved technology and updates it. If the objective:
is to provide for the masses in this country drugs and pharmaceuticals at reasonable prices, this can only be
done by constant improvement in product-technology based on researches which are continuing elsewhere,,

The argument that existence-of foreign firms in the ficld of drugs and pharmaceuticals results in a  drain,
on foreign exchange, also nceds to bc viewed in proper perspective. The remittance of profits by multi-,
naticnals has been of the order of a little over Rs. 5 crores annually in the last 5 years. This constitutes
0.16% of the country’s total exports. Indeed, the total annual remittance is today less than the actual exports’

by firms having foreign equity of more than 509,. The foreign cxchange costs of the multi-national corpora-
tions, therefore, can be easily exaggarated. ’

While, as pointed out earlier, there is a clear case for appropriate administrative action and constant
surveillance of the performance of the multi-national corporation, there is no case for the take over of foreign
companies in the field of drugs and formulations. The multi-national character of some of the units in this;
industry can be—and indeed, should be—used for subserving national interest. In particular, the internationl

-character of their operations can be utilised to increase the exports of formulations to a much greater extent
than at present. It would be our national advantage to utilise the resources and technology of multi-national

corporations, provided these fimrs are made to operate in conformity with established national objectives and
priorities. .

The question of takeover of multinational units clearly has political overtones. The economic casc for
takecover of drugs and pharmaceuticals units, however, has to be based on the advantages accruing to the
community from such a step ; and in this, it is difticult to make a distinction between foreign and I ndian com-
panies. If there is a case for nationalisation of drugs and pharmaceuticals firms, the agrument would be cqually
applicable to units in the Indian sector, above a certain size. There is no case for limiting the take over toa

scgment of the industry namely the mulii-national units and no persuasive case has been madc out in favour of
nationalisation of the whole industry.”

A third view endorsed the second view but added that the size of the wholly Indian units to be nationalised be

atleast with an annual turnover of Rs.2 crores and above and those which are determined as sick units need not be
nationalised and paid unnecessary compensation.

i

) The Committee could not come to any unanimous decision though the majority of the members were of the
view that foreign firms should be taken.over as set out in the first view. However, the Committee was

unanimous
that the measures set out in the succeeding paragraph should be taken forthwith. J

21. Under the Guide Lines issued for administering Section 29 of the Foreign Exchange Regulation Act, 1973,
(FERA) Indian Companies having more than 409 foreign sharcholding and branches of foreign companies engaged
in, the production of items specified in Appendix I of the Industrial Licensing Policy of February 1973 of which ‘Drugs
and Pharmaceuticals’ is one are required within a specified period to associate Indian participation to not less than 26 %
of the equity of the Company. The Committee recommends that having regard to the present stage of development
of the drug industry, for the purpose of FERA Guidelines, this industry should not be eligible for the preferential
treatement given to items specified in Appendix I of the Industrial Licensing Policy of 1973. In the view of the
Committee, foreign undertakings operating in this country should be directed to bring down their equity to 40%
forthwith and further reduce it progressively to 26%. This, however, is without prejudice to other concessions 0
which they are eligible as a result of the industry being in Appendix I of the Industrial Licensing Policy of 1973-3
The Committee would further recommend that the dilution of foreign equity as suggested above, should not take the
form of dispersed holding of the shares by large number of Indian nationals. This is because such widely dispersed.
holdings will not, in any way, reduce the effective control of the foreign equity holders. In order to serve national
‘objactives, it would be desirable for Government to purchase these shares either by public sector undertakings whid

. are directly or indirectly connected with the manufacture of drugs/chemicals or by public financial institutions or b
.- Government itself. ‘ ' '
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2.?_. Bulk d'rugs manufactured by companies fall under( 3 'categories, namely (i) against Permission Letters and
.COB Licences, (ii) in excess of the licensed capacities, and (iii) in accordance with the capacities specified in the IDR
cAct.

: Regarding (i), the manrer in which the production should be regularised, has becn spelt out by us in Aiuexure
viil of the Chapter.  As regards (ii), the companies concerned should be made part with 509 of the excess licens:é
capacities in addition to the quota of 50% of their authorised production. As regards (iii), the companies should bz

..made part with 509 of their production to non-associated formulators.

:..~ Wherever manufacture of bulk drugs is carried on “rom pcnultimate stage, the cuimnpanies concerned shoutd be

'”[,gkectcd to manufacture the drug from basic stages within a period of two years. In regard to “new drugs” which

1 'are developed as a result of research carried out in this country, there is no need for such a condition to be imposed.
"

" ! 23. In respect of bulk drugs for which production capacities have not been fixed (e.g. Diazepam in the case of
‘M/s. Roche against C.O.B. ficence) the capacities should be pegged at the level cf production achieved in 1973 so
as not to affect adversely the interests of Indian units which are already cngaged in the manufacture of such drugs.
.Likewise the capacities of all formulations should be fixed. The Committee understands that in many licences serveral
,formulaticns have been clubbed together and “combined capacities” fixed. This anomaly should be set rignt and the
capacity of each formulation specified separately. The Committee realises that demands for certain formulations
‘may sometime spurt up considerably and that rigid adherence to capacities mentioned in licences may occasionally

*lead to shortages. We would thereforc suggest that units may be permitted to exceed their capacities by 15% if

{ hgeed in national interest. : :

24. Where foteign undertakings are preducing in Indian drug formulations using imported bulk drugs, they
should be warnzd that unless’they start and complete the manufacture from the basic stage the bulk drugs in question
within a period of three years they will not be permitted to continue marketing'the formulation at the end of the three
years' time limit. If however the bulk drugs are such as have been assigned to Public-Sector units, as recommended
by the Comunittee in chapter 111 of this Report their manufacture should be taken up by the Public Sector units. The
manufacture of essential and life saving drugs such as cardiacdrugs anti-diabetic drugs, anti-epileptic/convulsant
drugs, diuertics, anti-arthritic drugs, etc., must be assigned to the Public Sector units. Government should mobilizc
all research telents available in academic institutions and the National I.aboratories and start working on the produc-
tion of the bulk drugs on a time-bound programme. If for some reasons, the public sector undertakings are not in
a position to take up the manufacture of the bulk drugs,.the Indian sector of the industry should be offered the second
choice. The need for working on a time-bound basis should be emphasised on Indian companies also.

25. Indian drug manufacturers who are already engaged in the manufacture of those bulk drugs identified as
essential by the Task Force up.to 109 of their total turn-over should be freely allowed to make all drug formulations
subject to their therapeutic rationale being accepted by the Drug Control authorities.

26. In no case foreign companies be allowed hereatter to manufacture house hold remedies such as alcohol-
based tonics, other types of tonics, vitamin preparations, ointments for cold, burns, sprains, etc., cough mixtures,
gripe mixtures, aspirin tablets, pain releiving tablets etc. beyond the capacity mentioned in the Industrial Licence or
application for registration. Foreign units which are already cugaged in the manufacture of these household
remedies, etc. should not be granted any expansion of capacity. The manner in which drug formulations already
permitted to be manufactured against Permission Letters/C.0.B. Licences issued to units are to be regularised has
been set forth in Annexure VIII.

27. The Comumittee is informed that branches of foreign companies or foriegn companies with 1009, foreign
equity have been engaged in unauthorized production of drugs. We are of the view that wherever a company is
found manufacturing drugs without Governmsnt’s authority (valid licence), penal action should be taken against
them.

~ 28. Annexure V indicates that there is scope for tightening repatriation of money by foreign companies under
various heads. The norms for payment of “Research contribution”, “Technical know-how fees”, “Trade Mark
fees”, etc. in the opinion of this Committee, need to be reviewed. We would suggest that the NDA should be entrus-
ted with this task.

29. Remittances of money outside-this country by foreign companies are permitted subject to certain conditions
~being fulfilled by them. Certain companies may be required to start manufacture from the basic stage in a phased
“manner. Export commitments are imposed in licences. Again, the principals abroad of foreign subsidiaries opera-
+ ting in this country may. be required; by a oondition in the licence, to invest money in this country. The Commiittee

recommends that a suitale mau‘éiinery should be evolved to check that the conditions imposed in industrial .and
rother licences are fulfilled, before remittances abroad are permitted. .
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30. The Committee understands that foreign companies which are unable to secure a foothold in the «
industry in the country in terms of the Industrial Policy sometimes by pass the regulations by purchasing a com
operating in this country and work through it. Many foreign companies have also grown up in size by operati
the small-scale sector.  As alrcady mentioned by us, the smali-scaie sectar should be a prohibited area for fos
compaiies.

31. Distribution of samples of drugs by drug manufacturers to the meaical profession, in our opinion, is
sary, particularly to enable physicians to use them and form their opinion on the basis of the therapeutic ef,
achieved. Unfortunately, this practice of distributing samples has degenerated into a rat race among manufactu
cach one trying to excel the other in the quantity of drug samples disiributed to doctors.  The scale of distribt
of samples resorted {0 is unusually heavy in many cases and leads to malpractices. Reports have been receive
physicians’ samples being found on the premises of drug dealers. In order to curb these malpractices, the Comm
would recommend that cxcise duty should be levied on drug samples distributed by manufacturers. Besides,
expenditure incurred on samples by drug manufacturers should not be deemed to be business expenditure for purpo
ol‘pcorporatc taxation. '

Supply of free samples may however be permitted, as at present, for the first three years from the date 'of intfod
tion of a product for the first time by an Indian company. ‘

32. Drug manufacturers have cashed in heavily on the sale of their household remedies including vitam

/ preparations. Most of these products are advertised in the lay press and through the medium of the radio. Sur

indiscriminate advertisements, in ouv opinion, would lead to self-medication of drugs which is not desirable. T

Committee appreciates the importance of eduncating the people residing in rural areas about the use of househo
remedies, and advertisements of diugs may have to be permitted to sevve this limited need.

33. The Committee wishes to point out that drug companies have been processing life-saving and essenti:
drug formulations from raw materials imported from their principals at very high prices. Examples of such formul:
tions are gentamycin injection, corticosteroid preparations, etc. The import of some bulk drugs has been canaliz
through the State Trading Corporation. The companies concerned are reportéd to have been engaged: in the impor
of such bulk drugs for many years. The prices of bulk drugs, intermediates and raw materials should be screened b-
the National Drug Authority and wherever there are reasons to doubt that they are excessive, the prices should b;
brought down. Such a check is necessary in the country’s interests. Indeed, we would go to the extent of suggesting
that if the directions issued by Government in this connection are not complied with by companies the latter should b
taken over by Government under*the powers vested in the Industries (Development and Regulations) Act.

34. We understand that several drug companies, both Indian and foreign, have secured industrial licences byt
have not implemeated them. The NDA should be asked to go into those cases and suggest necessary action. NDA
should also look into those units which had committed themselves to go basic in the manufacture of bulk drugs in a
phased manner but have not acted in accordance with the terms of the commitment.

35. Trade Marks registered in India by forzign firmis for formulations should not be permitted to be renewed
if similar formulations are processed in India by Indian firms. The provisions of the Trade and Merchandise Mark
Act should be examined in this connection.,

36. Turning to the measures of assistance for the Indian sector of the drug industry, the discussions that the
Committee had with the organisations representing the interests of this sector, including the small scale sector, and
with individual manufacturers, emphasised the need for protecting the interests for those Indian manufacturers who
produce basic drugs and for a more liberal allotment of canalised raw materials for essential drug formulations. Other
aspects represented by the lndian sector of the drug industry were :— .

—Distribution of canalised raw materials should be done on the basis of production capacity. Facilities for
obtaining solvents like alcohol and acetone, ammonium sulphate, acids, etc., should be provided.

—Extending preference and help to Indian companies for manufacture of bulk drugs. For this purpose, the
Patents Act should be amended.

—Encouragemsnt to units which set up manufacturing facilities in the “backward” regions in States.
—Indian firms should be given special consideration in matters relating to exports.

—The working of the Drugs (Price Control) Order should be so rationalised as to ensure that prices of drugs are
fixed without delay and that the Indian Sector gets sufficient incentive to develop. !

s

37. As for allotment of raw materials, the Committee considers that there is force in the representation ‘of

manufacturers regarding inadequate releases of raw materials for essential new formulations or for new units, The

- Committee, therefore, recommends that liberal allocations of raw material for essential new formulations and to new
units should be made. C ‘ - S A e
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38. As regards  exports, the Committec recorumends that (a) wholly Indian companies should be exemptegd from

the export obligation as applicable presently; and (b) additional incentives likc extra foreign exchange for import of

raw materials and components should be provided in case they export their products.

39. The manner in which the Drugs Price Control Order should be rationalised so as to fusilitutz the working
of the drug industry and tiic incentives that should be 2xtended 1o the industry in the matter of drug prices so as 10
foster the production of buik drugs have been deait with separately in Chapter VilL

40. Considering the general increase in the cost of machinery. equipment etc. that the small-scale sector of the
drug industry should maintain for ensuring “Good Mamifacturing Practices” and for effective quality control
measures, the Committee recommends that the monetary limit for invesiment in plant and machinery for a small
scale unit in the drug industry should be raised to Rs. 20 lakhs. The general representation fre: the small units is
that it is very difficult for them to obtain import licences for machinery and equipment. The Screening Committee
that functions under the Chairmanship of the Chief Controller of Imports and Exports for considering applications
for import licence for machinery etc. by small-scale units, it was reported to us, adopts a very rigid attitude in this
respect. This aspect, we would recommend, should be taken up by the National Drug Authority and a satisfactory
solution found, We also with to point out that the recommendations made by a Committee of the Ministry of
Petroleum and Chemicals immediately after the price control measure over drugs was introduced, te help the small
scale sector of the industry should be implemented expeditiously.

41. Small-scale manufacturers producing bulk drugs should be advised by the State Drug Control authorities
to register their production capacities with the D.G.T.D., the Drug Controller India and the Ministry of Petroleum
and Chemicals. Registration of capacities should be done on the basis of the informatior. supplied by manufacturers
through the State Drug Control authorities regarding their potential capacity of production, the level of production
achievec, the raw materials required for manufacture, the specifications of the drugs and their sale prices. The
capaciiies for production, as registered, should be taken into account by Government while granting Industrial
Licences under the }(DR) Act.

42, The Indian sector of the drug industry, in general, needs considerable information to enable it to plan its
expansion programmes. In Chapter U1, we have recommended the constitution of N.D.A. This Authority should,
in our opinion, maintain a “Drug lnformation Service” and make available to drug manufacturcrs information
regarding the items that can be manufactured, the Patent position regarding drugs, the processes and know-how that
are available from indigenous sources, the cverseas couatries and companies which are in a position to provide know-
how., the supply position of raw materials in world markets and the prospects for export.

43. During the course of thevisits undertaken by this Committee to the Different regions of this country, scme
members of the industry mentioned about the apprehensions and diffculties faced by them in taking up the manufac-
ture of new bulk drugs with the ineagre resources at their disposal. It was mentioned that in 1963, applications for
patents in respect of drugs and medicines were frozen and even with the enactment of the new Patents Act, 1970,
which came intoforce in April, 1972, this freeze continues till today. 1t was mentioned that about 7,000 applications
were still pending with the Patent Authorities and though the inventions claimed in these applications cid not enjoy
any protéction until these are accepted or sealed, entrepreneurs, not being aware of the inventions clainied in the
frozen applications, find it very difficult to adopt any process/technology and set up any manufacturing facilities for
their production. They also apprehend that if any of the units starts manufacturing and marketing the drugs, which
might have been covered by such frozen applications, with the sealing of such applications and consequently the
patents, the patentees would have secured rights in respect of the inventions claimed whereby they would be entitled
to take legal action for infringement against the entrcpreneurs who would have gone ahead In the manufacture of
such drugs and thereby would face the prospect of closing down their activities, which would adversely affect the
industry and the public besides the members of the public would also be deprived of the drugs so praduced irdigenously,
It is under these circumstances that the local entrepreneurs found itvery difficult fo decide whether or not to
embark on such activities. On the other hand, it was also gathered from the Controller of Patents that no party has
so far approached him for any compulsory licence, a provision under which an intending entreprencur could take up
such manufacturing activities. It was also pointed out by some that even today it is not possible for anyone who
intends to manufacture and inarket a new drug, to ascertain whether the item is covered by any of the pending/frozen
applications. [t was suggested that to remove all such difficulties, the Patents Office should maintain an Information
Centre to guide the entreprencurs as to whether 4here are any applications pending covering the drugs sought to be
produced, and that this could be done even without divulging the specifications contained in the applications.

44. The Committec recommends that a subject index should be prepared immediately and maintained by the
Patent Controller’s Office regarding the pending applications to guide the intending entrepreneurs, who after inspec-
ting the same could decide the course of action themselves. 1t would also be helpful if the Patents Office brings out a
list of patents applications which are rejected after examination by that office. Thg Committec agrees that so long
,as anxiety persists in the minds of the industry who have introduced or are in the process of introducing new drugs
.about the outcome of the pending applications, many of the units would shy and shun any fresh venture on production
.of new bulk drugs. The Committee would also recommend that wherever an Indian entrepreneur has set np any
.basic production within a certain specified period which might infringe on the coverage claimed in the pending applica-
- tions, a suitable solition should be found out whereby the concerned entreprencurs could continue with their manu-
facturing operations. .
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45: Whenever foreign companies apply for manufacture of bulk drugs, Government should issue a notice aboﬁ?
.the application and its terms and ask, within a period of two months, whether Indian companies and the public
sector units can take up the manufacture of such drugs. The apylications should be considered in the light of thef;
replies rec.ivod Suim Indiaa Companizs and ti public sector units.  This however will not apply to applicationy
received for bu'k drugs munufactured in accordance with the recommendations made in paia 24 of this Chapter, ’g

46. Drug companics all over the country had represented to us about the difficulties experienced by them ip
obtaining supplics of solverts and other items such as alcohol, acetone, nitric acid, ammonium sulphate, glass vialsj
rubber closures, aluminium strips, etc. Most of the itéms are controlled by public sector agencies or Government;
We are of the view that a special cell should be established in the National Drug Authority to process representations
received trom the drug industry in this connection and take them up expeditiously with the varicus agencies. Some}
State Governments, who have supplies of alcohol, we regret to say, have not been able to assist drug manufacturersf-
with their requirements. In particular, units in Andhra Paradesh manufacturing life-saving drugs such as P.AS.:
heparin, anaesthetic cther etc. were unable to produce to their full capacity because of shortage of alcohol. . ‘2-

47. Our discussions with the Indian Medical Association and other members of the medical profession lead us’
to believe that in matters relating to drugs, which are mainly prescribed by physicians, Government should keep the'
medical profession in touch with its policies and concepts on the development of the drug industry. The proposed
objective of Government for giving special atiention to the growth of the Indian sector of the industry should surely:
find support from the members of the medical profession if proper rapport is maintained by Government with them.,
We would suggest that for this purpose the NDA should have a top-level committee and that representatives from
the medical profession, the Ministry of Hezlth, the various sectors of the drug industry and State Drug Contrellers’

should find a place in the top level comunittee.

48. For promoting the rapid growth of the drug industry, this Committee is in general, agreement with the
measures suggested by the Task Force of the Planning Commission subject fo the specific orientation in policies reia-
ting to foreign and Indian companies advocated by us in this chapter as a result of the term of reference assigned to

us.

49. On the subject of exports, this Committee, while fully agreeing. with the view that unless the country steps
up exports, the availability of foreign exchange for import of chemicals, drugs andintermediates may not be adequate,
feels that export of basic chemicals, solvents and bulk drugs that we import or are deficientin, should not be ailowed.

50. On the subject of drug research, we agree with the reccommendations of.the Task Force that a centralized

- committee should be set up to supervise the overall planning and work in this field. The NDA may be assigned the
supervisory task. In our view, the Indian Council of Medical Research should concentrate its aftention particularly

on the discovery of newer drugs for tropical diseases. The Recommendations of the Task Force on the subject of

drug research, is also supportzd by this Committee. .

51. The Committee feels that the necessity for import of technology by the drugindustry, wherever it is needed,
should be screened by the “NDA™. The terms of payment for imported technology have been set out in para. 105
of chapter IIl. In the case of drugs with low volume turn-over such as anti-cancer drugs etc., which are imported
today, if any Indian unit wishes to study the possibility of their manufacture in this country by assessing their demand
the import of such drugs should be permitted for a period of two years. At the end of two years, if the sales volume
of the drugs exceeds Rsl0lakhsin value,the company which imports the drugs should be permitted to undertake the
bulk manufacture of the drug on payment of a scale of royalty up to 5% on the net sales realisation of the finished
product (i.e. sales value minus excise duty and trade commission). Export obligaticiis need not be insisted upon in.

such cases. .

52. We have been asked to make recommendations for a balanced dispersal of the drug industry in the country
Considering the vastness of the country and the strategic importance of this industry in the maintenance of health
care, the Committee is convinced that dispersal of the industry is essential. Even within States, the industry should
not be allowed to concentrate in or around leading towns and cities. States should provide sufficient incentives to
the industry and help them to develop in the ‘backward’ regions, where basic facilities such as good water supply and
electricity are available and where transport and disposal of effinents will not present problems. At present, the ¢rug
industry is concentrated in Maharashtra, Gujarat and West Bengal. Even in these States the industry is concentra-
ted in one or two largs matropoliton cities. Also other States, excepting Andhra Pradesh have practically no industry
worth the nams. Andhra Pradesh is developing on right lines and Karnataka has been offering sufficient incentives
to attract pharmaceutical units. Unless the Central and State Governments work in unison, it will be difficult to
achieve any measitre of success towards the goal of rational dispersal of the industry in different regions. l

. 53.. Unfortunately the industry has very little idea of the raw material and other resources that are available in
various States. Barring a few States, most of the States have not made any survey of the.raw material resources
available in their area. We would recommeénd, as a first step, that States.should enlist the support of drug manu-
factures;-leading organic cheruists,. botanists etc. and make a survey of the raw materials, plant products; animal-
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roducts, solverts etc. that are avilabl in their regions.  Taking the drugs and intermediates identified by the Task
Force as essential for the country, the States should publish brochures setting forth the raw material position and the
facilities and concessions that prospective manufacturers can hope to receive. We would srecifically recommend to
the State Govcrnmunts that manufacturz o bulk drig being cap'tal intensive, they shou'd farminiat sector vertures in
collaboration with well-established companics or techuical entrepreneurs. At presant onls Tamil Nadu Governmen:
is participating in & joint-scctor venture which manufactures both drug formulations as weii as basic drugs. Our
discussions with the scientists in West Bengal indicate that thero is good scope for develanment of phvioshemiczl
industry in that state, in the Joint Sector. More joint-sector ventures are in our opinion nzcessary for manufacturs
of glass containers, tukings for ampoules and glass ampoules.  Similarly, the alumintum foil industry for mauufacture
of strip-packing of tablets is also a snitable field for such joint-sector ventures. In chapter 11, this Committeo as
elaborated the plant products that can be cultivated in India. The importance of phytogenetic studiesand  agricultural
botany in the cultivation of medicinal plants needs no emphasis. The scope for manufacture of drugs from animal
glands and tissues is considerable. For this purpose, well-crganised slaughter-houses operating under ideal condi-
tions and fitted with arrangements for referigeration of animal glands etc. are necessary. This Committee has no
doubt that on the drug industry has before it the picture of the raw materials and facilities available in the States,
new units can be expeoted to be started in various parts of the vountry.

54, We wish to make a special mention of the discussi. ns we had with the scientists from West Bengal. The
Committes was alsc speoially invited by West Bengal Government to sese the chemical and othar plants functioning in
Durgapur. The Committee fcels that the growth of the drugs mncustry is largely dependent upon that of th= chem:-
cal indusiry, particularly thz organic chemical industry, which in turn, is bas=d on coal-carbonisation compiexes and
petroleum-based complexes. Prices of petrocum products have today shot up in the world markets,  Consequently.
this country may have to manage with inadequate supplies of petroleum products. India, with its abundant supplies
of coal, should therefore develop coal-carbonisation plants which could provide many basic raw-materials for the
drug industry, The Committee notes that the coal-carbonisation complex situated in Durgapur, has already been
developed to a certain stage and would therefore, recommend that its potentialities should be explored fully by the
Central Government. '

55. Similarly, there is scope for developing coal-carbonisation complexes in the Western and Southern regions.
We understand that the coal-reserves in Chandrapur District in Maharashtra and Kothagudam in Andhra Pradesh
can constitute the nucleus round which coal carbonisation complexes can be developed. The Committee would
urge on the State Governments and Central Government to give serious consideration to the developmsnt and utilisa-

tion of these ooal resources.

56. The concept of “industrial estates” is yet to be gleveloped .in_vcry many States. The need for ensuring
continuous electric power to drug units shou'd not be lost sight of. Similarly water supply in abundance are needzd
by many units. These aspects are not taken care of even now by many States. Unless these aspects are streamlined,

drug manufacturers may not be attracted.

57. Qur recommendations for regularising production by forsign units in excess of their licensed capacity is
subject to il:e overall condition that this should only be allowed if Indian Sector or the public sector is not manufac-

taring this or there is no scope of it being manufactured in the near future.

1M of Pet. & Chem./75—14
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+ part with 509 of their production beyond their Jicensed capacity, in addition to 509, of their authorised production.

SUMMARY OF RECOMMENDATIONS

(1) The Commiltee recommends that the restrictions stated tc have been imposed on ihe Industry requiring
the units having a turnover of Rs. 2 crores and more to produce the bulk drugs required for new formulations, should
be removed for the Indian Scctor, and the foreign companies which have been producing formulations based on
imported bulk drugs, should be made to manufacture the bulk drugs within a specified period.

[Chapter—V, para 13(h]

(2) As regards the Indian sector of the Industry, more liberal policy is necessary to encourage the Indian -

companies to make their contribution to the production of bulk drugs and formulations,

[Chapter—V, para 13(h)] -

(3Y The Indian sector should maintain an effective dialogue with the medical p'rofession regarding their products, "j

N4 [Chapter—V, para—13(n]

(4) To encourage the Indian secior to take up the manufacture of bulk drugs, Government should impose -

ban on the import of such items, as and when it comes to the notice of Government. Expeditious decision should
bz taken by Government in this regard. ‘
[Chapter—V, para 13}

(5) Highest priority has to _he accorded to centrally-directed research ained at discovering newer diugs  for the
treatinent of tropacal diseases like maiaria, filaria, etc., Side by side, 1ésearch for new drugs in the treatment of discases
of cardio-vascular system, metabolic disorders etc., as well as for anti-conceptive purposes, need to be accelerated.

[Chapter—V, para 13(t)]

- (6) Besides making the country self-sufficient in regard to drugs, medical service of a rudimentary nature in
the remote Yillages should be introduced, where common house-hold remedies for cough, cold, fever, antacid pre-
parations etc., should be made available in pilfer-proof packings sufficient to meet 3-4 days freafment.™ -

s - e [Chapter—V, para 14).

(7) The Committee feels that in our anxiety to produce meve drugs, we should not adopt a policy which 'placcs

the Indian manufacturers at a disadvantage. On the contrary, if the choice were between the foreign companies
and the Indian compauies, encouragement should be given to the Indian companies which are technically competent.

— {Chapter—V~para 17].

(3) The Committee suggests that the potentiality of foreign companies to exploit their names and smother
the development of Indian sector of the Industry should be blinted and a more purposeful and positive policy to
help the Indian sector should be simultaneously implemented. . -

[Chapter—V, para_-19].

« (8A) The Committee recommended by a majority view that the multinationa! firms should be taken over
forthwith. A '
[Chapter—-V, para 20}

(9) The Committee recommends that having regard to the present stage of development of the drug industry
for the purpose of FERA guidelines, this industry should not be eligible for the preferential treatment given to items
specified in Appendix—I of the Industrial Licensing Policy of 1973.  Forcign undertakings operating in this
Country should be directed to bring down their equity to 40% forthwith and further reduce it progressively to 26 %.
This however, is without prejudice to other concessions to which they are eligible as a result of the Iudustry being
in appendix—T of the Industrial Licensing Policy of 1973. The Committee would further recommend that dilution
of foreign equity should not take the form of dispersed holdings of the shares by large number of Indian nationals.
It would be desirable for Government to purchase these shares either by public sector undertakings which are directly
ot infdircclly onnected with the manufacture of drugs/chemicals, or by public financial institutions or by Government
itself. '

[Chapter—V, para 2]]

. .(10) The companies who are produé:irig bulk drugs in excess of their licensed capacities, should be made to
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—(11y Those who are producing in accordance with the specified capacities should be made to part with 50%
- of their production to non-associated formulators. In regard to new drugs which aredeveloped as a result of re-
search carried out in this country, there is no nced to impose such 2 condition. This will automatically; negate

the Government  Notification Nc. 3(3)/65-Ch. Til dated the 27th May, 1969.
[Chapter—-V, para 22].

(12) Wherever manvfacture of bulk drugs is carried on from penuvltimate stage. the companiss concerned

should be directed to manufacture the drug from basic stage within a period of two years.
[Chapter—-V, para 22}].

(13) In regard to the capacities approved for the manufacture of bulk drugs against permission letters and
c.0.b. liceices, the Committee recommends that having regarc_i to the natlona{ peed for bulk drugs, the permission
fetters and c.o.b. licences issued to such firms, may be regularised on the condition that

(a) all bulk drugs are manufactured from-the basic stages; and
(b) 50%; of the production of basic drugs should be made available to non- ossociated Indian formulators.
[Chapter—V, para 22 Annexure VIII].

(14) So far as formulations covered by Permiission letters/C.O.8. Lipcnocs arc concerned, in crder that thers
may not be a gap between production and market demand thereby creating a shortage in the market, the Indian
firms applying for the manufacture of such formulations should be given licences liberally forthwith and the foreign
firms should be asked to switch over within one year (o the manufacture of bulk drugs and formulations to the extent

of 50% of the production of basic drugs by them, and the balance 509, to be supplied to non-associated formulators.
: {Chapter—V, para 22, AnnexureVIII]

. (15) In regard to bulk drugs for which no capacities have been fixed in the c.o.b. licences, capacities should
be pegged at the level of production achieved in 1973, Likewise, the capacities of all formulations should be fixed.

In regard to formulations for which combined capacities have been fixed, the capacily for each formulation
should be specified separately. Wherever demand warrants, the firms may be permitted to exceed their capacity

by 15%, if needed in national interest.
{Chapter—V, para 23].

(16) Where foreign undertakings are producing in Indian drug formulations using imported bulk drugs, they
should start and complete manufacture from the basic stage within a period of thice years, failing which they should
not be allowed to continue marketing the formulations after the said pericd. = If, however, the manufacture of such
bulk drugs have been assigned Lo the public sector units, their manufacture should be taken up by the public sector.
All research talents available in the academic institutions and the national laboratories should be mobilized and work
on the production of bulk drugs on a time-bound programme should be undertaken. If for some reason, the public
sector undertakings are not in a position to take up the manufacture of the bulk drugs, the Indian secctor of the

Industry should be offered the second choice, who, in turn, should take up this work on a time-bound programme.
[Chapter—V, para 24],

‘ (17) Indian drugs manufacturers who are already engaged in the manufacture of the bulk drugs, identified
by the Task Force, up to 109 of their local turnover should be freely allowed to make all drug formulations, subject

to their therapeutic rationale being accepted by the Crug Control autirorities.
{Chapter—V, para 2S].

(18) Foreign companies which are already engaged in the manufacture of house-hold remedies such as alcohol-
based tonics, vitamin, preparations etc. should not be granted any expension in capacity, nor should they be allowed
to take up such activity as additional items hereafter, nor be alloved to manufacture such items beyond the capacity

mentioned in the Industrial Licence or application for registration. T T T T
e e [Chapter—V, para 20].

(19) The Committee suggests that penal action should be taken against branches of foreign companies or 1007

forcign equity holding units, manufacturing drugs without Government authority (Valid licence).
‘ [Chapter—V, para 27].

(20) The Committee suggests that the NDA should review the norms for payment of research contribution,

technical know-how fees etc,, by foreign companies.
(Chapter—V, para 28].

(21) The Committee recommends that a suitable machinery should be evolved to check that the conditions

imposed in industrial and other licences are fulfilled by foreign firms before remittances broad are permitted.
. ; [Chapter —V, para 29}.

(22) The small scale sector should be a prohibited area for foreign companies.
[Chapter—V, para 30).



106

(23) The Committee recommends that excise duty should be levied on drugs sample distributed by manufac.
tures. All expenditure incurred on samples by drug manufacturers should not be deemed to be business expendi-
ture for purposes of corporate taxation. Supply of samples may however be permitted, as at present, for the first
thres years from the date of introduction of a product for the first time by ar Indian Company.

[Chapter—V, para 31}

w

{24) The Committee appreciates the importance of cducating the people residing in rural areis about  the
use of house-hold remedies, and advertisments of drugs may have to be permitted to serve this limited need.
' [Chapter—V, para 32,

(25) The prices of imported bulk drugs, intermediates -2nd raw materials should be crraened by the NDA and
wherever there are reasons to doubt that they are excessive, the prices should be brought down. If the directions,
issued by Government in this connection are not complied with by the companies, the letter should be taken over
by Government. .
. {Chapter—V, para 33).

(26) The NDA should look into the casoes of all unimplemented licences, including those involving basic manu-
facture of bulk drugs iu a phiased manner, and should suggest necessary action.
[Chapter—V, para 34].

(27) Trade Marks registered in India by foreign firms for formulations should not be permitted to be renewed
if similar formulations are processed in India by Indian firms. The provisions of the Trade and Merchandise Marks
Act shouid be examined in this conaectioi.

(Chapter—V, para 35].

(28) In regard to allotment of raw materials to Indian sector, tl}c Committee recommends that liberal alloca-
tions of raw materials for essential new formulations and to new units should be made.
[Chapter—V, para 37]

(29) Indian firms should be given special consideration. in matters relating to exports, as follows:—
(a) wholly Indian companies should be exempted from the export obligation as applicable presently; and
(b) additional incentives like extra foreign exchange for import of raw materials and conponents should be
provided in case they export their products.
[Chapter—V, para 38].

(30) The monetary limit for investment in plant and machinery for a small scale unit in the drug industry should

be raised to Rs. 20 lakhs.
{Chapter—V, para 40).

(31) The NDA should look into the difficulties experienced by the small scale sector in obtaining import
licences for machinery and cquipment and a satisfactory solution be found. The Committee also wishes to point
out that the recotnmendations made by a Committee appointed by the Ministry of Petroleum & Chemicals, soon
after the Price control mzasure cover drugs were introduced to help the small scale sector of the industrv, should be
implemented expeditiously. ’

X [Chapter—V, para 40]

(32) Small scale manufacturers producing bulk drugs siiould be advised by the State Drug Control Authority
to register their production capacities with the DGTD, Drug Controller (India), and the Ministry of Petroleum &
Chemicals. Registration of capacities should be done on the basis ¢f the information supplied by manufacturers
through the State Drug Control authorities regarding their potential capacity of production, the level of production
achieved, the raw matcrials required for manufacture, the specifications of the drug and their sale prices. The capa-
cities for production as registered should be taken into account by Government while granting Industrial Licences.

. [Chapter—V, para 4i]

(33) The NDA should maintain a comprehensive Drug Information Service in respect of the items mentioned

in para 42.
[Chapter—V, para 42).

/ (34) The Committee recommands that a subject index should be prepared immediately and maintained by the
Patent Controller’s Office, regarding the pending applications to guide the intending entrepreneurs who after inspect-
ing the same could decide the course of action themselves. It should also be helpful if the Patents Office brings
out a list of patents applications which are rejected after examination by that office. The Committee would also
recommends that wherever an Indian entrepreneur has set up any basic production within a certain specified period
which might infringe on the coverage claimed in the pending applications, a suitable solution should be found
out whereby the concerned entrepreneurs could continue with their manufacturing operations.

[Cbapier -—V, para 44].
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(35) Whenever foreign companies apply for manufacture of bulk drugs, Government should issue a notice
about the application and its terms and ask the Indian companies and the public sector units to inform with a period -
of two months, whether they can take up the manufacture of such drugs. The applications should be considcred in
the light of the replies reccived from Indian companies and the public sector units.  This. however, will not apply
to applications received for bulk drugs manufactured i 2cou.Jeace with the recommendations made in para 24.

Crhapier =V, pa-a 45)

(36) A spesial cell should be established in the NDA 1o process the represcntations receivea  irom the drug
industry in connection with the availability of raw materials, solvents etc. from indigenous sources.  NDA should
look into this problem expeditiously in consultation with the various agencies involved.

(Chapter—\V. para  46)

(37) The Government should keep medical profession in touch with the policies and concepts on ihe develop-
ment of drug industry. For this purpose, NDA should have a top-level Committee consisiting of the representa-
tives of the medical profession, Ministry of Health, various sectors of the drug industry and State Drug Controller.

(Chapter—V, para 47)

(38) Export of basic chemioals, solvents and bulk drugs which we import or are deficient in, should not be
allowed. T TTTT o T T -

(Chapter—V, para 49)

(39) Indian Council of Medical Research should concentrate its attention particularly on the discovery of the
rewer drugs fcr  tropical diseases. NDA should be assigned the supervisory task in this regard. The Commiitiee

endorses the recommendations of the Task Force on the subject.
{Chapter—V, para 50)

(40) NDA shculd screen the import of technology required by the  drugs  industry. The mport  of
drugs having low-volume turnover, like anti-cancdF drugs, should bz allowed Tor a period of 2 vears. At the
end of two years, if the sales value exceeds Rs. 10 lakhs, the concerned unit should be permiited to undertake the bulk
manufacture of the drug, on payment of royalty upto 5% of net sales realisation of the finished products i.e.
gale value minus excise duty and trade commission. Export obligations need not be imposed in such cases.

(Chapter-—V, para 5})

(41) Considering the vastness of the country, dispersal of the industry is essential.  Within states, the industry
should not be allowed to concentrate in or around towns and cities. States should provide sufficient incentives to

the industry and help them to develop in the backward regions where the basic facilities are available.
(Chapter—V, para S2

(42) State Governments should enlist the support of drug manufacturers, leading organic chemists, botanists
etc. und makea survey of the raw maierials, plant products. animal products, solvents ete. thac are available in their
regions. States should also publish brochures setting forth the raw material position and the facilities and
concessions that prospective manufacturers can hope to receive. They should also form Joint Sector Ventures
in collaboration with well established companics or technical entreprencurs. West Benga! offers ocd scope for
development of phyto-chemical industry in that State in the Joint Scctor. Joint Scctor Ventures should also be set
up for the manufacture of glass containers, tubings for ampoules and other packing materials like uluminium  foils

etc.
(Chapter—V, para 53)

" (43) In view of the soaring prices and inadequate availability position of petroleum-based chemicals, greater
attention should be paid on coal-carbonisation, as abundant supplics of coal are available in the country. The
coal carbonisation comrlex situated in Durgapur has already been developed to a cetrair stage and it«  potentia-
lity should be explored fully by the Central Government. Similaily the coal reserves in Maharashira and Andhra
Pradesh should be utilised and coal carbonisation camplexes be developed in those regions.  The Committee  would
urge on the State Governments and Central Government to give serious consideration to the develop.ment and utilisa-
tion of these coal resources.

(Chapter—V, paras 54 & 595)
ind (44) Uninterrupted supplies of clectric power and abandant supply of water should be ercured to the drug
industry.

(Chapter—V, para 56)

. (4%) Our recommendations for regularising production by foreign units in excess of their licensed capacity
18 subject to the overall condition that this shculd only be allowed if Indian Sector or the public sector is not manu-
facturing this or there is no scope of it being manufactured in the near future.

(Chapter—V, para 57)



AxNexure—I

Growth of Assets «f Important Units Having Foreign Eiuity

(Chapter—V, para 3)

S. No. Name of the Firms Original

801

Present total paid-up capital of the Paid up capital held by the foreign Total  Total Turn-over
Equity Indian firm. share-holdzrs of4-5&6 7,8&9
Issusd for  Issued for  Issuedby  Issued for  Tssued for  Issued by Rs./  Rs/ Year Reserves
Cash considera-  bonus Cash considera-  bonus Lakhs Lakhg
tion other  Shares tion other Shares "
than Cash than Cash
Rs. Rs. Rs. Rs. Rs. Rs. Rs. Rs. Rs.
. Lakhs Lakhs
) @ (3) ()] ) ©) €)] (& ® (10) an (12) a3y 14
1. ACCL .. . . 35,34,000 310,00,000 124,00,000 235,00,000 93,00,000 534.00 328.00 1972.73 2316 1298
2. Anglo-French Drug Co. .. 10,000 10,000 ! 8,000 0.10 0.08 1973 227.69 49
3. Bayer (D) Ltd. .. . . 4,00,000  300,00,000 .. 172,34,500 .. 300.00 172,345 1973 1578 368
4. Beechem .(I) Ltd. 1,00,000 1,00,000 5,00,000 .. 1,00,000 5,00.000 .. €.0 6.0 1973-74 127 1
5. Boehringer—Kaoll 15,00,000  35,00,000 25,60,000 16,80,000 .. 12.00,000 60.00. 28.80 1972-73  146.86 54
6. Boots Co. Ltd, . 10,00,000  42,50,050 9,99,950  25,00,000  20,00,050 9.99.950 15,00,000 77.50 45.00 1973 778.43 126
7. Burroughs Wellcome & Co. 500,000 4500070  4,99,930 .. 45,00,070 4,99,930 .. '50.00 50.00 1973 419.10 103
8. Ciba of India Ltd. 3,00,000 61,00,000 14,00,000 412,50,000 34,75,000 14,09.300 268,12,500 487.50 316.87 1973 3122.00 403
9. Cyanamid (I) Ltd. 1,50,200  26,05,300  44,09.300* .. 1,50,200  14,09,300 .. 70.146 45.595 1973 1201.00 485
10. Glaxo Labs. 1,50,000 210,00,000 150,00,000 360,00,000 30,00,000  150,00,000 360,00,000 720.00 540.00 1973-74  3639.00 758
11. Johnson & Johnson 20,00,000 24,00,000 12,00,000 18,00,000 9,00,000 36.00 27.00 1973 489.36 92
12. Merck Sharp & Dohmie 180,00,000 180,00,000 108,00,000 180.00 108.00 1973 1051 93
13. Parke Davis Ltd. 87,50,000 105,00,000 .. 87,50,000 .. 105.00 87.50 1973 1062 291
t4. Pfizer Ltd. 2,00,000 265,9i,550 292,136,680  200,00,000 .. 220,00,000 558.28 420.00 1973 2570 823
15. Reckitt-& Colman. 30,00.000  190.00.000 60,00,000 . 115,00,000 60,00,000 .. 250.00 175.00 1972-73 £02.74 144
16. Richardson Hindustan Ltd. 2,000 50,00.000 20,00,000  27,50,000 11,00,000 70.00 38.50 1972-73 s4¢ 93
17. Roche Product Ltd. 100,00,00  100,00,000 .. 89,00,000 .. 100.00 89.C) 1973 926 330
18. Sandoz (f) Ltd. 10,00,000  140,00,000 10,00,000 80.00,000 10,00,000 150.00 90.c0 1973 1556.42 439,
19. Searle (1) Ltd. 60,00,000 60,00,000 27,00,000 60.00 27.00 1973 185.33 36
20. Wyeth Labs. Ltd. 33,30,000  75,00,0000 55,50,000 75.00 55.50 1973 393 63
21. Abbott Labs, Ltd. 1,00,000 1,00,000 1,00,000 1.00 1.00 1973 824.07 159
22. C.E. Fulford Ltd. . 4,00,000 4,00,000 400,000 - 4,00 4.00 1973 159.48 U
3. Dental Products of India 2,00,000  3,40,000 " 1,66.600 3,40, 1.666 197345 1+ 19.00. .. B
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24. E, Merck Ltd. . . 20,00,000  62,24,800  12,78,200 .. 32,21,800  12,78,200 75.00 45.00 1973 477.28 34
25, Criffon Labs. . . . 2,00,000 1,81,740 18,260 e 1,40,20 - 18,260 oo 2.00 1.588 1973 243.90 30
26. Indian Schering Ltd. . . . 83,500 1,00,000 .. 5,00,000 88,700 443,500 6.00 5.32 1973-74 414 81
27. Roussel Pharm . . . 1,96,000 6,37,000 17,000 .. 2,18,000 . 6.54 1.18 1973 233.66 49
23. Dupher Interfran . . . 8,00,000  27,00,000 9.00,000  13,50,000 4,50,000 36.00 18.00 1973 324,86 64
29. Goeffrey Manners & Co. . . 1,000 5,0i,000 90,99,000 3,60,000 39,60,000 96.00 43.20 1973 1536.69 218
30. Hoechst Pharm . . . 20,00,000  80,00,000 . 95,52,200  40,00,000 .- 47,76,100 175.52 87.76 1973 2172.4s 619
31. Martin & Harris . . . N.A. 16,77,09n 1,50,000  19,00,000 1,000 1,50.000 17,01,0690 37.27 18.52 1973 122 N.A.

32. Organon (India) Ltd. . . . 97,54,900  97,54,900 .. 47,79.900 . 97.54 47.79 1973 316 25
33. Suhrid Geigy Ltd. . . . 7,20,000  27.00,000 233,00,000 12.82,000 110,658,000 260.00 123.50 1972-73 1500.51 262
34. Synbiotics Ltd. . . . 60,00,000  75,00,000 36.00,000 75.00 36.00 1972-75 313 8¢ 99
35. Uni-Sankyo Ltd. . . . 1,00,000 11,90,000 5.81,100 .. . 11.90 5.83 N.A.

36. Wander Ltd. . . . 9,70,000 4,67,500 5.22,500* 5,10,000 22,000 3,74,000 2,04,000 15.00 6.00 1973 127.77 17
37. Warner Hindustan Ltd. . 70,00,000  70,00,000 28.00,000  35,00,000 14.00,060 70.00 35.00 1973 639.00 154

*Towards Import of Equipment.

6C1i



ANNEXURP

List ¢f Permission/No Objédlcn Letiers issued

(Chaptcr V—Para 4)

S. Permission/No objection Itcm of manufacture Capacity, if any Remarks
No. letter No. & date
1 2 3 4 5
1. Hoechs: Pharmaceuricals Ltd. Bombay
*Within overe

~

1. 3/15/62-Ch 11l
dt. 15-10-62

2. 3/15/62-Ch. (1l
dt. 24-9-62

3. 3/15/62-Ch. ITI
dt. 11-6-1962

4. 3/14/61-Ch. (I
dt. 19-8-61

. Geoffrey Manners
1. 1/56/62-Ch. UHI
dt. 1-11-62

2. 1/56/62-Ch. II1
dt. 20-8-1962

3. 1/56/62-Ch. TIl
dt.9-4-1963

4, 3/69/62-Ch. 111
dt. 22-3-1963

5. 3/20/61-Ch. It
dt. 27-5-1961

6. Z2/475/A(11)/6n
dt. 19-1-1961

7. 22/438'TA(ID/65
dt. 19-1-1961

8. 22/465/IA(IDY/60
dt.17-9-1960

9. 22/373/IA(Y)/
dt. 26-10-1960

10. 22{240/TIA)IT)/S%
dt. 25-7-1959%

11, 22/146/TA([1/58
dt. 6-10-1958

12. HC-1/71/87
dt.31-7-1957 &
dt. 31-3-198

13. 22/100-TA(LB)/56
dt. 22-1-1958

14, 22/172-1A/LB/56
dt. 1-2-1957

18. 22/172/IA/11/56
dt. 4-9-1988

16. 22/313/TA/II/59
dt. 16-6-1961

(i) Hostacycline Drope
(i) Hostacycline Syrup

(i) Hostacortin

(ii) Hostacortin H

(1ii) Pyracortin

(iv) Pyracortin Forte

(v) Novalgin Quinine
*(vi) Fostavital

Afran

(1) Aspasan
(ii) Efosin
(iii) Polyfen

{iv) Tumoson
(v) Reverin

(vi) Baralgan Tabs.
(vii) Baralgan Amps,

Benzathino i’cnicillin

Meprobamate
Aantibiotics Vials
Multivitamin Tabs.
Premarin Tabs.
Dristan Tabs,
Zactrin Tabs.
Equaprin Tabs
Trisulfose Tabs.

Prozine

Bquanitrate Brand Maprobamate and

25,000 bottles of 10 ml each por annum b
10,000 bottles of 80 ml each psr annum capacity of Fost

6 lakh tablets p.a. approved in Li
35 lakh tablet p.a. No. L/22/No.-164

10 lakh tablet p.a. 60 dt. 2-7-60
10 lakh tablets p.a.

5 lakh Dragees p.a.

20 lakh dragees p.a.

6 lakh tablets p.a.

12 lakh tablet p.a.
240 litres p.a.
120 lakh tablets p.a.
8000 Kgs. p.a. .
10 lakhs vials (330 mg/vial)
2 lakhs vials (275 mg/vial).
30 lakh tablets p.a.

7.5 lakh amp. p.a.
G 360 Kgs. p.a.

3000 Kgs. p.a.

34,000 p.m. ,
60 lakhs p.a.

2.5 lakhs, p.m.

S lakhs p.m.

1 million p.m.

12.5 lakhs p.m.

1 million p.m.
~ I million p.m.

2.5 lakhs p.a.

pentnacrythritol Tetran Nitrate T

Tabiets.
(i) Penicillin V. Tablets
1 lakh 10 per tab.
2 lakh 1U per tab.

1 fakh p.m.
2 lakh p.m.

(i) Penicillin V with Triple sulpha Tabs 2 lakhs p.m.
Quanil Brand Moprobamate Tabs.

(400 mg & 200 mg).

(i) Clutamic Acid B Complex Tabs.
(ii)) Vit. B-12-B.I1. Rosperin Tabs.

(iil) Malt Tonic
(iv) Gripe Mixture
(v) Laxative Tabs.

Manners Health Salt.

Manners Health Compound

110
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1 2 3 4 5
17. 22 172/0A/11/57 (i) Lopvit
dt. 22-4-1957 (i) Mancrvit
(i) Vitamycotind
tiv) Protisole
~ (v) Homules
18. 22/125/IA/11/58 Preparation *H' Ointment
dt. 31-8-1959
19. 22/172/1A(LA)/56 (i) Ointment for ringworm
e, 3-12-1936 (ii) Pain balm for head-aches
(iii) Cold Tabs.
(iv) Cough Syrup
3. UNI-Laboratories Ltd.
1. 22/487/IA/11/60 Aceto Phona Lisatin 20 Kgs. p.m.
dt. 22-1-1960 .
2. 22/309/1a711/59 (i) Chlorpromazine Hcl. 5 lakh p.m.
dt. 23-12-1959 (ii) Injections (25 mg. /cc). 100 fitres p.nn.
4. Boots Co. India Lid.
1. 22/433/1A/11/60 Junivite (Kentitonc) 20 gailons p.m.
dt. 31-10-1960
2. 22/430/1A/11/60 Strong cremaffin with Phenolphthaloin 300 gaijons p.m.
dt. 3:-10-1960
3. 22/431 /TA/M/60 Otoxpear Drops 30 gallons p.m.
di. 31-10-1960
4. 22/429/IA/T1/60 (i) Milk of Magncsia
dt. 24-1-1961 (ii) Chirana Chevry Cough Syrup 600 gailons p.m.
(iii) Screen Travel Sickness Tab. 8000 p.m.
5. 22/449/1A/11/60 Supersan 200 gallons p.m.
dt. 31-1-1961
6. 22/491/1A/11/69 Opsan Eye Drops 90 litres p.m.
dt. 1-2-1961
7. 22/432/1A/T1/60 Cobe-tone Elixir 400 gallons p.m.
dt. 5-11-1960
8. 3/34/62-Ch. 1L Furamide Compound Tabs. 12 lakhs/year.
dt. 27-7-62 :
9. 3/34/62-Ch. 111 (1) Magmist Tabs. 120 lakhs. p.a.
dt. 28-1-1963 (i) Safcrsol 200 litres p.a.
10. 5/38/62-Ch. 111 (i) Sweetex Liquid 6090 litres p.a.
dt. 9-3-1964 (ii) Penicillin V. with Triple 12 fakhs p.a, Within  over a
Sulphanomide Tabs. - Tableting capacity
11, 22/127/IA/LA/SS (i) Jackosin Emulsion —
dt. 31-1-1956 (ii) Triple Sulphanamide Tabs. —
12, 40/70/58-M.C. Elixir of Figs. (Figine)
dt. 18-6-1958
13, 22/196/1IA/11/59 (1) Sulphacitamide Eye Oint. 107,
dt. 9-4-1959 . (i) Fydal ex Tabs.

(iii) Fydal Tabs.
{iv) Didandin Tabs.
(v) Penicillin V. Tabs.

(vi) Thyroid Tabs.
(vii) Chirana Cough Lozenges
(viii) Calcium Gluconate Tabs. )
(ix) Sulpha Citramide Sodiumn Solution 1074

14. 22/181/1A/11/59 Piperli (Piperaz ine Citrate Syrup).
dt. 11-4-1959

15. 22/179/1A/11/59 (1) Hydrocorterone Acetate Eyc Drops
dt. 18-4-1959 (ii) Cortesone Acetate Eye Drops.

(1ii) Cortesonc Acctate Eye Ointment
(iv) Tablets of Cortesone Acctate B.P.
(v) Hydromycin Qintment

(iv) Hydromyoin Eye/Ear Ointment

16. 22/212/1A/11/59 Delta-Stab Nesal Spray.
dt. 5-1959.
17. 22/435/1A/11/60 Tablets Cobeton 2 lakhs p.m.
dt. 31-10-1960 .
18. 22/230/1A/11/59 Entamide Feeroatc Tabs. 6 tabls. p.m.
dt. 31-10-1960
19. 22/483/1A/11/60 Pipre lix Tabs. 1.05 lakhs p.m.
dt. 27-1-1961
20. 22/492/IA[il/60 ) (i) Aprenox Tabs (Smg) 2 lakhs p.n.
dt. 1-2-1961 (1i) Aprenox Tabs (2.5 mg), 3 lakhs p.m. _ -

1—M of Pet. & Chems/75-—15
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1. 22/487/1A/11{60
dt. 22-1-1960
2. 22/309/14/11/59
dt. 23-12-1959
. Boots Co. India Ltd.

1. 22/433/1A/11/60
dt. 31-10-1960

2. 22/430/1A/11/60
dt. 3:-10-1960

3. 22/431/1ANT/60
dt. 31-10-1960

4. 22/429/1A[T1/60
dt. 24-1-1961

5. 22/449/1A/11/60
dt. 31-1-1951

6. 22/491/IA/11/62
dt. 1-2:1961

7. 22/432/1A/11/60
dt. 5-11-1960

8. 3/34/62-Ch. 111
dt. 27-7-62

9. 3/34/62-Ch. 1L
dt. 28-1-1963

10. 3/38/62-Ch. 111
dt. 9-3-1964

11 22/127/IAJLA/55
dt. 31-1-1956

12. 40/70/58-M.C.
dt. 18-6-1958

13. 22/196/1A/11/59
dt. 9-4-1959

14. 22/181/IA/11/59
dt. 11-4-1959
15. 22/179/IA/11/59
dt. 18-4-1959

16. 22/212/1A/11/59
dt. 5-1959.

17. 22/435/1A/11)60
dt. 31-10-1960
18. 22/230/1A/11/59

dt. 31-10-1960

19. 22/483/1A/11/60
dt. 27-1-1961

20. 22/492/IA[i1/60
dt. 1-2-1961

(i) Chlorpromazine Hel.
(ii) Injections (25 mg. fcc).

Junivite (Kentitone)
Strong cremaflin with Phenolphthaloin
Otoxpecar Drops

(1) Milk of Magncsia
(i) Chirana Chevry Cough Syrup
(iit) Screen Travel Sickness Tab.

Supersan

Opsan Eye Drops
Cobe-tone Elixir

Furamide Compound Tabs.

(i) Magmist Tabs.

(ii) Safersol

(i) Sweetex Liquid

(i) Penicillin V. with Triple
Sulphanomide Tabs.

() Jackosin Emulsion
(ii) Triple Sulphanamide Tabs.

Elixir of Figs. (Figine)

(i) Sulphacitamide Eye Qint. 109
(i) Fydal cx Tabs.
(iii) Fydal Tabs.
{iv) Didandin Tabs.
(V) Penicillin V. Tabs.
(vi) Thyroid Tabs.
(vii) Chirana Cough Lozenges
(viii) Calcium Gluconate Tabs.
(ix) Sulpha Citramide Sodiu:n Solution

Piperli (Pipcraz ine Citrate Syrup).

(1) Hydrocortcrone Acctate Eye Drops
(ii) Cortesone Acetate Eyc Drops.

(iiy) Cortesone Acctate Eye Qintment
(iv) Tablets of Cortesone Acctate B.P.
(v) Hydromycin Ointment

(iv) Hydromyoin Eye/Ear Ointment

Delta-Stab Nesal Spray.
Tablets Cobeton

Entamide Feeroate Ta.bé.

Pipre lix Tabs.

(i) Aprenox Tabs (Smg)
(ii) Aptenox Tabs (2.5 mg),

5 lakh p.m.
100 litres p.ni.

20 galloas p.m.
300 gaitons p.m.

30 gallons p.m.

600 gailons p.m.

8000 p.m.

209 gallons p.m.
90 litres p.m.
409 gallons p.m.
12 lakhs/year.
120 fakhs. p.a.
200 litres p.a.

6000 litres p.a.
12 takhs p.a.

10%

2 lakhs p.m.

6 tabls. p.m.

1.05 lakhs p.m.

2 lakhs p.in.
3 lakhs p.m.

1 2 3 + 5
17, 22 172/A/11/57 (i) Lopvit
dt. 22-4-1927 (ii) Mancvit
(i) vitamyestni
{ivy Protisole
R (v) t{omules
18. 22/125/1A/11/58 Preparation ‘H' Ointment
dt. 31-8-1959
19. 22/172/1A(LA)Y/56 (i) Ointment for ringworm
dt, 3-12-1936 (ii) Pain balm for head-aches
(iii) Cold Tabs.
(iv) Cough Syrup
3. UNI-Laboratories Ltd.
Aceto Phona Lisatin 20 Kgs. p.m.

Within over a
Tableting capacity

L—M of Pet. & Chemi/75—15
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21 3/11/61-Ch. HI Strepstls Lorenges R lakhs p.m.

At 15-4-1961
22. 3/38/62-Ch. [ (i; Motha Guanlone 42 lakhs p.m.

dt. 4-2-1953 (i) Dexamethasone Tabs. 16.80 lakhs p.m.
23, 3/2/63-Ch. 11} (i) Ivax ' 12.000 Kgs p.m. Within over all

9-3-1964 licensed  capacity.

@ii) Ascorlinic Acid Tahe (SOmg & 1. 50 million p.a.
100 mg}.

24, 22/102/TIAJLA/SS Penicillin Lozenges

dt. 24-4-1956
25. 535/1AN11/57, Sugar Coated Tabs.

dt. 14-1957
26, 22/120/IA/11/53 Dolfa Stab Tabs.

dt. 23-9-1958
27. 22/230/1A/M1/59 Entamide Tabs.

dt. 27-4-1959
28. 22211/TA/IV/59 Halazone Tabs.

dt. 7-5-1959
26, 22/102/TAN1/55 Enzolets

dt. 22-10-1959
30. 23/311/1A/-1/59 Hydranox 5C mg. Tabs.

dt. 19-11-1959
31. 8191-1IA/11/57 Mylol

dt, 18-12-1957
32, 40/67/58-HC ‘Librox

dt. 31-5-58 ’
33. 49/(11)/52-1A(4)/60 Chiloriside Dust

dt. 25-11-60 .

5. M(s. May and Baker Lid.

—

~

. 22/259/IA/11/59

dt. 30-3-60

. 22/434/1A/11/60

dt, 16-8-60

. 22/168/1A/CA/S6

dt. 11-10 -56

22/168/1A/CA/46
dt. 11-10-56

. 22/244/1A/11/59

dt. 16-1-60

. 22/137/1A[CA/S6

dt. 19-6-56

22/168/1A/CA/S6
dt. 11-10-76

. 22]/168/1A/CA/56

dt. 11-10-56

. 22/46[TA/L/54

dt. 16-9-55

. 22/1S8/1AJCA/56

dt. 3-9-56

. 22/244/1A/11/59

dt. 16-1-€0 and
dt. 19-10-60

. 22/93/1AJL/SS
dt. 17-5-55

Chlorpromazine Hel.  B.P. 2508 Kgs.p.a.
‘Anthical’ Cream 1200 Kgs. p.a.
Anthisan Injection (includes Veterinary)

Avomine Tabs —

Avoprin Tabs 50.40 lakh Tab, p.a.
Acriflavine Powder 5 mg. —

Gardenal Sodium Inj. -

Largactil injection (including veterinary) —

Nivaquine injection —

Plasmosan brand sol —

Rovamycin Capsules 6 lakh p.a.

(i) Sulphamerazine tablets Within the overall capacity
(it} Sulphadimidene tabs.
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13. 27/163/13‘4CA/ 56 Anthionaline Sol. -
i4. 3/3/6G-Ch. 11T Carbachol injection 3C0 titres p.c.
dt. 24.2-61
15. 22/378/1A/11/60 Digestol Tabs. 2.40 lakhs p.a
dt, 13-5-60
16. 22/‘;’(’)2,/7“\/1 1/60 Embazin Sol. 1800 litres p.a.
17. 3/75/821-%1; D i Embazin Promix Powder 108 tonnes p.a.
18. 22/4109/1142/11/60 Strinacin tabs 30.000 p.a.
19. 22/137/TA/LA/SS Sulphanitamide Powder 1 b,
dt. 14-5-56
20 22/377/IA/11/60 Trinamide Powder - —
dt, 15-6-60
21. 3/75/52-Cl.. LI Peroxyl Sol. 55,000 litres p.a.
dt. 27-7-63
22, 22/19/IAJLJ5S Anthicol brand lotion —
dt, 28-6-55
23. 27/244/IA/II/59 Rovamycin brand Spyramaycin 6 lakhe
16-1-60 Capsules
Avoprin brand promethazine chloro-
theopylline with acetyl! salicylic acid ~ 30.4 lakhs
24. Z/ISS/IA/LA/SG Plasmosan brand solution -
dt. 3-9-56
25. 22(L-22)[A-11/60 Embazin Brand Sulpha-
dt. 26-7-60 Quinozaline Solution

6. M]s Roche Products Ltd.
Consuming Vitamin A 2.4 tonnes

1e .;.;2/399/IA/'I 1/60
t.

Rovimix

13-10-60
2. 3/53/61-Ch. 111 (i) Taractan 15 mg. tabs. 4 million p.a.
dt. 28-2-62 (i) Taractan vials 50 mg. 150 litres p.a.

3. 3/39/62-Ch. 1L

(iii) Prostigmin tabs.
(iv) Prostigmin ampoules & vials

Librax tabs

1 million p.a.
280 litrds p.a.

6 million p.a.

dt. 1.8.62

4. 3/39/62-Ch. 111 ‘Librium Ampoules 150 litres p.a.
dt. 25-9-62

5. 3/39/62-Ch. II1 Marplan tabs. 4 million p.a.
dt. 6-11-62

7. Sandoz (India) Limited

1. 22/481/1A/10 Bephan Retard Tabs 60 lakhs p.a.
dt. 18-1-62
2. 3/6/61-Ch. i1 Mellaeric Tabs 100 lakhs p.a.
dt. 8-1-61
3. 3/6/61-Ch. 111 (i) vitamin C + Ferronicum Tabs 50 lakhs p.a.
dt, 5-4-61 (ii) C.C.F. Sandoz 75 lakhs 0.a.
(iii) Ferintrin Caps. 100 lakhs p.a.
(iv) Ferintrin Syrup 30,000 litres p.a.
(v) Calcibronate + Bl 10,000 ~do-
(vi) Ferintrin Sol. 1,000 -do-
(vii) Calcibronate+BL. 10,000 -do-
(viii) Calcibronate +Bl Granules 10,000 [ -do-
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4

4. 3M43/62-Ch. 111
dt. 6-11-62

L 3AR2.Ch,
gt 20-12-07

1l

i

6.

HC1/23:38
dt. 4-3-53

7. 22/125/1A/11/55
dt. 14-5-57

8. 3/43/62-Ch. I
dt. 4-9-62

9. 22/296/TA/11/60
dt. 11-7-60

o0

. Anglo French Drug Co. (Lasteri

1. 22/100/TA/L/55
dt. 4-7-55

. 2008/1A/11/57
dt. 15-4-1957

9

3. 22214/TA/11/59
dt. 14-3-59

4. 5/213/IAN1/59
dt. 1-6-59

9. Parke Davis (India) Ltd.

1. 227239/1A/11/59
dt. 21-8-59

2. 3/22/61-Ch. T
dt. 26-7-61

3. 3/61/62-Ch. 11T
dt. 10-12-62

Nutrolae Tuhs Cops.

co G S dor Db jorthic b wiih
Vit 1,
Gy Cadglutor

(1) Cal. Sandoz Choek Tab
(ii) Behtadenal Retd.

(i) Bellargal Rtd.

(iv) Sandosien+G.S. Spray
(v) Sandortin+G.S. Syrup

Ferronicum

(i) Cal. Sandoz CVit. B 12 .
Calcium Sandoz Muiti dose with
Vit. D2and B 12

(i) Acylanid 2 mlampl.
(iiy Ballafine 1 ml.

(i1} Godilanid

(ivy Digitanid 2 mlL

(v) Digoxin [ ml.

(vi) Dihydorgot Tl
(vii) Gynirgon 112 mi.
(viii) Hydergone 1 mi.
(ix) Labaline | ml.

(x) Mothergin I ml.
(xi) Noogynergan 1 ml.
(xii) Scillaron 1 ml.
(xii1) Strophosid T ml.
(xiv) Syntocinon 1-4/2 ml.

1) Lid.

(i) Maxamoties
(ii) Lypofax Tablets
Sulpha Tablets
Malfax

Alder

Preduisolone tabs. (5 mg.)
Chemoprim Tabs.

Benadriyl Lozenges

10. Indo Pharma Pharmaceutical Works (P) Ltd.

1. 3/6/62-Ch. IIL
dt. 6-11-62

]

. 3/6/61-Ch. UI
dt. 16-8-62

3. 3/55/61-Ch. 111
dt. 28-7-62

4. 3/35/61-Ch. I1L
dt. 24-7-62

5. 3/6/62-Ch. 11T
dt. 2-3-62

(i) Spasmindon Pediatric drops
(ii) Scabin ointiment

Ferrous Gluconate, B.P.
Sugar coated tabs.
Asmicort T. Indon Tabs.

Piperazine Indon Tabs.

Diuret Indon Tabs.

200 Lakls oz,

200 fakhs poa.

209 hakhs poa.

18,000 litres p.a.

80,000 lities p.a.
14,250 litres p.a.

l'!

€¢0.000 p.a.

5 takhs per month

25,000 x 100 p.m.

600 litres p.a.
3000 kg. p.a.
12 million p.a.
36 lakhs p.a.

72 lakhs p.a.

1 lakbs p.a.
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6.

22/450/IA Y60
dt. 13-3-60

. 224 10/1IA/LL:6)

dt. 13-6-60

. 22/279/1A/11;60

dt. 27-5-60

9. 22/282/IA/11/59

dt. 13-1-60

10, 22/268/1A/1/59
dt. 13-1-60

N I B 32/85/[!\/[[/58
: t.

ERS

3-11-59

Neospasmindon Tobs.
Vitamin don *C" 300 mg. tab.

(i) Asmacortindon tabs.
(ii) Gra vidindon tabs.
(iii) Lysindon &

(iv) Maprotoncindon Tabs
(v) Salexindon Tabs

(i) Predinsolen Indon Tabs
(1}) Meprindon

(i) D2xamcthafon tabs
(ii) Hydrochloro Thiazide tabs

(i) Butazolone Indon
(1i) Gariatindon
(iii) Maprocolone Indon
(iv) Talbutamide Indon
‘v) Asmatriad Indon

11, Mis. Glaxy Laboratories India Lid. Bombay

. 3/24/62-Ch. LI

dt. 26-7-62

. 222468/TA/LI;60

dt. 17-1-61

. 22/349/1IA/11/60

st. 16-1-60

. 22/9/VALI/57

dt. 25-7-58

HC-1/64/57
de. 11-9-57

. 22/203/1A11/59

dt. 20-4-59

< 3/1/63-Ch. 11l

dt. 5-8-63

< 22022/LIRYS2

dt. 22-5-54

. 22/104/IA/LISS

di. 15-7-55 &
4-8-55

() Hydroxocobalamin
(vialof 5 ml.)
(i) Anacohin B (Vialof 5 ml.)

Aluminium Hydroxide
Magnesium Carbonate Gel. Tabs.
(Almacarb)

Volpar Foaming tabls.
Prodasin tablets

Capsulating Vitamuns and other pfo-
ducts

Distivit Vitamin BI2 Tabs.
Radio-Malt

Complex B tabs

Folic Acid

Vitamin B Comples; B2
Macrafolin-Iron Tabs.
Complex B liquid
Complex B Forte Tubs
Complex B Forte Vials
Comycin S Vials
Comycin S Stabs. Solution
Comycin S Syrup
Comycin S Tabs.
Crystamycin Vials
Seolomycin Vials

Helmacid Tabs. Helmacid Liguid
Helmacid with Sonna

12, Merck Sharp & Dohme of India Ltd.

2/346/1A/11/60

1.2
dt. 29-1-60

2. 1/24/60-Ch. H1I

dt, 7-12-62

‘Yitmol’ Compound

(ii) Periactin Elixir

(i) Tri-redisol H b
(iif) Periactin Tabs

30 lakhs p.a.
12 1akhs p.a.
GOG hiaes paa.
12 lakhs p.2.
12 lakhs p.a.

1 fakh p.m.
2 laks p.m.

i lakh p.m.
1 lakh p.a.

Pl

30,000 p.a.

30,000 p.a. The party obtained
COB Licence No.
1.122/454 72 Ch.
HL Jt. 7-11-72

5 (five) lakhs tablets pom.

1 {(onc) million tabs p.m.

tn

00

«

>
A

5. pan.

Within the overall licensed capacity

12 lakhs
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13. Johuson & Johuson of Indio 1.4d.
1. 3/73-62-Ch. 111

wh

e

10.

dt. 16-1-1963

. Cyananiid (India) Ltd.

. A& I-31(1)/65
dt. 4-5-1965

. 3(28)/62-Ch. III

dt. 8-1-1963

. 3(15)/63-Ch. 1T

dt. 22-6-1963

3(23)/62-Ch. 111
at. 22-10-1962

. 3(28)/a2-Ch. 1L
dt. 4-8-1962

3(39)/61-Ch. I
dt. 27-7-1962

3(39)/61-Ch. Il
dt. 4-7-196

3(39)/61-Ch. 111
dt. 28-9-1971

A& 1-10(2)/61
dt. 24-1-1961

22(362) TA (I1)/60
dt. 19-5-1960

. 22367 [TA(ID/60

dt. 3G-3-1960

. 22(366)/TA(11)/60

dt. 14-3-1960
22(222) TA(ID/(11)/59

. dt. 30-5-1959

14.

15.

16.

17.

18.

19.

20.

21

22,

23.

24.

22(232)IA(I1)/59
dt. 12-5-1959

22(151)/TA(ID)/58
dt. 1-10-19s8

22(180)IA(ID/S8
dt. 6-1-1959

22(105)IA(ID/58
dt. 16-8-1958

22(343) TA(II)/60
13-3-60

27(105)[A(H)/58
dt. 5-6-1958

22(72)-1A(11)/58
dt. 24.4-1958

22(72)IA(IN)/58
dt. 30-1-1958

22(53)IAD/57
dt.17-10-1957

22(18) TIA(ID/57
dt. 27-5-1959

22Q0)IA /(D57
dt. 28-5.1957

(i) Plaster of Paris B.P.C.
(iny K.Y, Jelly

(iti) Calamine B.P.

(iv) Calamine L.P,

Ledermycin Dimethyl
Chlortotracycline 300 mg.

Dicthy]l Carbamazine tablets
Vi Magna Multivitamin Drops
Stresscap Capsules
Aurcomycin Chlortetracycline

Soluble oblets
Pethibamate tablets

Ledercort Cream with Neoinycin

(i) Incremin with iron Syrup
(i) Lederkyn Acetyl Pedictric sus-
pension

(i) Aurofac
(ii) Aurofac 2 A

Filiban Capsules

" Ladermycin Capsuls

Austrin Capsules

Vi Magna Granulcs

Varidase Baclal Tablets

(i) Liver injection

(ii) Achromycin Soluble tablets

Aurcomycin Ointment
L= Jercort tablets

Ledercort Acetonide Cream
Ointm2nt
Ledercort Diacetate Parenteral

Incremin Lysine Vitamin Drops
(i) Achromycin V. Liquid Pediatric
Drops.
(ii) Achromycin V Syrup

Achromycin Hel Ophthalmic oil sus-
pension

Lederplex Parenteral

(i) Lederkyn tablets & Syrups
(ii) Achromycin V Caps.

Protein preparations

500 tons
2500 lbs.
50 tons
50 tons

10 lakhs
2400 litres
18 lakhs
1.50 lakhs
9 lakhs
48000 tubes of 5 gm.

3500 litres
36000 litres

14 fakhs

48000 tabs of S gms, cach
48000 tabs. of 5 gms. cach
25,000 amp. of 5 ml. each.
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- 9%, 22SSYIA(LY/54 Miltown 1abiets -
di. 1-1i-1966
26, 22(33)A(L)/54 Achromycin Intramuscular —
dr. 12-7-1956
7, 22(53)IA(LA)/5S Delphical Sol. —
7 d1.1-3-1956
28 9432-1A(A)/55 (i) Pacitane tablets -
. At 19-12-1955 (i) Diamox tabs. —
29 22(52)IA/52 Aurecomycin Stress Formula Caps. —
. dt 229-1955
30. 22(52)IA(R)/J4 Simple Liver Inj. —_
T dt. 1-8-1955
“3] 22/52/IA(R)/52 Liver Inj. with Folvite —
12-7-54
32, L/SZ/[A(R)/SZ Folvite Solution i
dt. 30-12-1953 Folvite Tablets

Folvron Capsules
Folvron Elixir
Gevral Capsules
Gevrabouse Elixir
Hetraxan tablets
Hetrazan Syrup
Ledercillin Torchss, Lederplex
Liquid
Lederplex Capsules
Normecytin tablets
Normecytin-Fovite tablcts
Perfolin capsules
Perihemiz capsules
Ferihemin Liquid
Prenetal Capsules
Sulfaguanidine tablets
Sulfamerazince tablets
Triple Sulfas
Vi-Dela capsules
Vi-Delta Emulsion
Vi-Magna Capsules
Vi-Magna Syrup

15. Alembic Clemicals Works Co. Lid.

1. 22Q262)1A(ID)/59 (i) Multivitamin Preparations 1080 litres
dt. 19-2-1960 (i) Ante Ananomia Preparations
Injections 600 litres
Tablets 600,000
Oral 2400 litres
(iii) Antinauseant Preparation 1,44 lakh tabs.
(iv) Anti Hasmerrhagic Preparation 2.40 lakh tabs
{v) Anthe Imintic Prepzration 0.60 laklh tabs.
(vi) Enzyme Preparations
(i) Trypsin Injection 6000 ml.
(i) Chyrmotrypsin Injec- 6000 ml.
tion
(iii) Qintment 75.6 kgs.
(vi) Bioflavinoid preparction 2.40 lakhs fabs.
2. 21 lO)[A(L)/?S (i) Sylomin tablets
dt. 21.9.1955 (ii) Silomag tablets

(iii) Alzide PAS tabs.
(iv) Zeet tabs.

(v) Chlorpromazine Hcl tabs.
(vi) Alzide Streptomycin Inj.

16. Deys Medical Stores (Manufacturing) Pyt. Lid.

1. 4n(124)/58-MC (i) Aralon tablets
dt. 15.7-1958 (i) Aralin tablets
(iii) Franol tablets
(iv) Milibis tablets
(v) Monodral tablets
(vi) Philips Milk of Magnesia tablets &

iy Tolopapue tabl
—~— (vn? Tolopapue ta _c_ts

T4y
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CZoeR2DIAad o)
S T-1900

3. 220201401, 60
S 144271900

do A h61-Ch T

il 254541902

5. 3044)/61-Ch. 111
du. 141141962

4

Cp Drxanzirsons Lollis
g brexamzthason e bye Drops

Cabwpropaimide tableis
(1) Papsamer tablets
(it} Synephrieal wbiets

[Fenaro] tablet

17. Standard Pharmaceuticaly Lid.

1. 3427/1ATLA)IS6
di. 14.5-1956

Jro 1-12-1958

23 2N63-ICh. il
S 10-10-19063

L 1033)/62-Che H
di 9-1-1963

13, Gernran Remedies Lid.

1. 22OO8AS/Ss
dil 21-1-1961

20 an61-Ch, HI
Jr. 20-1-1962

1. U206 -Ch. 1T
di. 5-11-62

Anthe Livintic and Vermifrge

(1) Alliquin Tablcts
(iiv Lucitore
(iit) Dectomet

Phthaly]l Sulphathiazole
Diode Oxvguinoline
Ante Tissive Cought Syrup
Conteaceptive Tablets

Tensolysin
ystalizine
Hypnodyne

Sulfune tablets
S-lvigon dragecs/drops

Tieidal tablets (20 mg. Protheiphendyl
and Cyclobarbitone sodium 100 mg)

Sulfuno tablets

Thrombophol, ointment

Heemocuro ointment

Heparin vials

ftridal ampolles

Sulfuno suspension

1Y, Recl-itt & Colman of India Ltd.

1. 3(19)/61-Ch. IT1
dr. 27-9-61

2. 245 /60-Ch. T11
d-. 24-1-61
20. Af's. Martin and Harris Ltd.

1. HC-1Q20)/58
dr. 19-2-58

1

IGIN-TALID/38 -
Je. 24-7-58

3.0 22283 [A (ID).9
- dt. 5-1-60

HC-1(25)/57
dt. 7-3-57

Loxcene

All purposc ointment

Agarol

Anusol ointment
Anucol supponsitories
Cal Bis-ma

Gelusil tablets

Sloans liniment
Sloans Balm

Tedral tablets plain
Proloid tablets
Angicrs emulsion

Mu.gnesia Magma USP

Strik

Formulations of Aspirin, Sulpha
drugs, PAS, INH, Diodohy
rdioxyquinoline Hormones, and
gladular products, Vitamin pre-
parations Malt extract and fish

liver oil Anti malariai drugs, Anti
histamine drugs Antileprosy drugs,
Barbiturates, Ephedrine Hel.

72 lakh: wablets
2 .40 lakhs viars

67 lakhs
30.0 lakks

29.20 lakhs

24 lakhs Taolets
24 lakiis Tablets
30000 kes.

2.1 Jakhs Tablets

5 Iakhs

36 lakhs
600 litres

7.2 lakhs

30 lakhs
1800 kgs.

3600C vials
1.2 Iakhs
6000 litres

50,000 Ibs.

30,000 kes.

384,000 litres
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\f 5. Ciba vt India Lid,

1 22090)-1.A (11)/55
at. 13-6-1957

5 HC-1024) 56
dr. 30-9-1957

HC-1(149)'57
dt. 24-1-195¢

Amponles

Qin'ments:

4 22I0THAL1)SS
dt. 10/211-3-1938

5. 2Q01A0)/59
dt. 28-4-1959

6. 22(229) 1A(IL)/59
dt. 13-5-1959

© 7L 22(228) LA(L1)/59
dt. 11-9-1959

—

[

() Ninwcoy
(1) Bradey-viotorm

(i) Serpasil tablets, drops and ain-
poutles from locally manufectned
serpasil (Reserpin).

(i1) Adelphane tiblets from Jocally
manufactured  serpasil  (Keser-
pine) and imported 1-4 dikydra-
zinophthazine.

(iii) Flkosin syrup from locally manu-
factured LClkosin (Sulphasomi-
dinc).

(iv) Triolandren ampoules fromiocal-
Iy manufactured perandren (Tes-
tcsterone propionate) and im-
ported Testosterone valerianate
and undecy fenite.

(v) Remandren from locally manu-
factured perandren (Methyl Tes-
tosterone) and impoirted Thiay-
oestradiol.

Antrenyl  tavlets——-from OXy-

phenonium bromide,

(ii) Neuro-Transentin tablets from
Adiphenine Hcl and Phenobur-
bitone BP

(iii) Spasmo labelgin  tablets-~from
Amidopyrine B.Pe.  Allobarbi-
tone BPC and Adiphanine Hcl.

(iv) Priscophen tobs- -from pheno-
barbitone B tolasoline Hcl,
B8.P.C. and Aidphenine Hecl,

(v) Eticyclinling. -from Fthinyl oes-
tradiol B.P.C.

(vi) Pyribunzamine tabs- -from Tri-
pelemanamine Hcl. U.S.P.

Vi) Triscol tabs—-from tolazoline Hel

L.P.C

G

Cibalgin  amps—trom Amido-

pyrine B.P.C. and Allobarbitone

B.P.C.

(it) Dial amps—-from Allobarbitone
B.P.C.

(i

(iit) Percorton amps.-~from  Deoxy-

_ cortonc acetate B.P.C.

(iv) Priscol amps-——from Tolazoline
Hcl. B.P.C.

{(v) Perandren Micro-crystules--from
testosteronc isobuty rate.
(i) Antistine cream-—{rom Antazo-

line Hel B.P.C.

(i) Pyribenzamine Elixir--from Tri-
pelennamine Hel USY.

(iii) Privine Sol. and Emulsion—from
Naphasoline Nitrate and Sulpha-
thinzole ex-atul.

(1) Antistine Previne Nebulisers
tii) Retalin tablets.

(i) Entobex tablets.

(i) Cortisone Lye ointment

(i) Cortisone Eye Drops.
(iii) Ultra cortenol Eye Ointiment
(iv) Ultra cortenol Eye Drops.

(i) Esidrex tablets

(1) Millicorten preparation
(iti) Mexaform tablets
(iv) Doriden tabiets

(v) Apreso line and ccolid tablets.

~M of Pet. & Chem/75—16



20228 LAG S
A Z2-1-7960
22D TA (1D
dt 9-1-1960
UATH AL D)
dr. 3-11-1960

22(460) LA(11)/60
Jr 14-11-1960.

3(13)/6l-Ch. 1L
de. 11-9-1961

. 2(13)/61gCh. 111

dt. 14-5-1962 -

3(35)/62-Ch. Ll
dt. 6-8-1962
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3

(i) Acdelphoae Psideey tablets,
(1r Antreny! Drops

(i) Osisul tablets 4 militon p.a.
(i) Orisul syrun [RAAREEN

(1) Millicorten voform Cream

Oririvin drops
Orisul Eye ointment

(i) Testosterone Undecyclineate
(i) Testosteronc valerinate

(i) Ismelin tablets (10 mg)
(i) Ismelin tablets (25 mg)

1 lakh tubes

1 lakh containers (10 each)
1 lakit tubes (5 gm each)

15 kgs.
15 kgs.

7.5 million.
one million.




Uine Of

§.No Nume of the Company ficence No.and Date
l 2 3
[, Mjs Merek Sharp & Dohme of £722,422 71-Ch. H

India Ltd. de. 9-2-1971

[.722/423 T1-Ch. L

3. My Abbott Labs (India) Ltd.
di. 20-9-71

I M s Guevo Labs, (Indiny Lad. 122420 76-Cho 1t
di, 2-12-1971

L M’ Wyeth Labs, Ltd. ' 1.,22,428,71-Ch. 1l

dt. 26-10-1971

Ccob LICENCEN

fiens of ninulicture po aad capagits.

1. Mintezol) Tablels
2. Trisredisol Tabs
. Trierelisol Drops
4. Perideca Llixir
5. Hydro met tubs
6. Thibendole

1. hjecrables 3
ta) Bejectal
by Bejectal C Ly v
(c1 Bejecral T
() Revodox J
20 Liquids |
(a) Caleidrie )
() Cecon drops :
(o) dberotfiquid '
(d) Kalteri-C-Neomycin

ey Sehun Suspension
(f1 Surbex Syrup

(g} Tofin

(h) Vidaylin ;
() Vidaylin M !
(5 Vidaviin M Drops |
(K} Vidavlin Drops !
M Yoot O |

3 Tublers
(ay Bevidox ;
by Cecon "500°
() Lrythrocin 100 my
(d) Lrytlreoin 230 my
te) therol
() Oplidets
gy Optilets M
() Pramilets
tiy Sucary!
(31 Surbex Sugar coated
(h) Surbex T.

R e

4. Cupsules
i) Nembutal
by Tridine

N

e

Crranles
) Levthioem
) Pentothal

"

Betneton Tabs,

(i) Testosterone Purc
(i} Testoserene nanthate
(i) 17-Alpha Hudro Pregedterone cap-
reate
tiv) Testosterone Hexa Hydro-Lensoate

Annexte 117

2.5 mihon Nos
10 null on

1500 bitres

2500 litves

2 miliion

500 bgs

I 79 Lk he

250000 1 .

100 million

2 lanh Now,

'

1

™

-1

-
",

2 4 mitlion

25 Kgs
45 Kgs

270 Kp~.
S K
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5. M’ Roche ?roducts Ltd. 1.22/433,72-Ch. H1
di, 11-4-1972

L722/440/72-Ch. it
dt. 1-5-1972

6. Burroughs Wellcome & Co.
(india) Ltd

7. M/s Scarle (India) Ltd. 1./22/443/72-Ch. {l{

dt. 26-6-1972

o

8. M/s Glaxo Labs. (India) Ltd.  L/22/454/72-Ch. lil

de. 7-11-72

M.s Bochringer Knol! 1.td. 1.22/363/73-Ci. 111

< d12-2-1973

’

(i) Supre 'd)n Tals
i) .,.I\‘ droemetine tams

uity Vadium Tabs and ampoules
(v Cudro cal Fflervercert ¢
(v) Gantiisin eye ointient

i) Injectable Veterinery preparations | licensed

(vii) Vitamin Premix
{vii) Roviso!l

Dvih Drugs

Dehvdrocmentine jicl

b
2, Chlordiazepoxide
I Vitamin IX
4.  Diazepam
Tublets
1. T.Banocide 100 mi
2. T.Dapsones S ml
1. T. Tanoxin Pediatric
4. f.Nori—A
5. T. Komadrin
0. T.Oxoxine
6a. T. Actefed
hyjections
7. Inj. Actidil
8. In). Banocide Plus
9. inj. Lonoxin
10, Inj. Suphentrene
Vi, Antepar Liguid Wormer
12, Antepar Worm Powder
V3. Antepar Tabs.
14, Banocide 400 mg
15.  Burmidin 5g tabs .
16.  Burmidin 30°, Inj.
17, Franocide lnj.
I8, Burmidin Oral
19, Fasool Drench.
20.  Carbachol Inj.

Other Pharmacentical Products

21, Baxocid Brand Syrup

22, Alcopar flavoured Grannules
23, T. Migril

24, T. Welicome Seltzer

25, Ncosporin Powdcr 10 mg
26.  Neosporin grannules

(i) Lamoti} Tablets |,
(i) Lamotil liguid

1. Tablets*

2. Liquids

3. Ointments

4. Sterile Inj

S.  Antibiotics Vials
6. Solids & Powders

(Details as in Appendix)

(i) Calciluvin Syrup
(ii) Mittavin Capsules
(iii) Sovento! Expectorant
(iv) Chloramphycin ear drops
(v) Chloramphycin eye ointmeat
(vi) Strepto Paraxin Padeatric
For the following items the firm alr
capacitics were regularised under
Ampoules Nos
Grannules
Capsules
Liquid (Oral)
Liquids for extcrnal usc
Ointments & Jelly
Powder

N e I

tablets

|
i

e e i ——— e o e et o ey

)

1
; Within the overal]
capacity.

J

95 Kgs
624 Kgs :
Capacity 10 be fixg
after one yeas ¢
opcration.

Within
licensed

the  overall
capacity.

[

84 lakhs tabs
900 litres
(within the  overall:

capacity) :

395.524 million

10,11,033 litres

24,774 Kgs

34,120 litres
109.75 lakhs

32.555 Kgs

cady hold a licence, but h'chg
COB Licence.

20 lakhs

25,000 Kgs

534 lakh litres

1.5 lakh litres

2600 Kgs

6200 Kgs

1700 Kgs
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e

M/fs Smuth Kline & French
(India) Lad.

11. M/s Laboratories  Grimault

Ltd.

M/s Uni-Sankyo Ltd.

. M/s Cibat of fndia Ltd

14. M/s Sandoz India Ltd. Bon;buy

L./22/484'73-Ch. HI
dt. 29-9-1973

172474
di. 24-1-1974

1/22/407/71-Ch. 1L
dt. 15-3-1971

10220413 71-Ch. 11
Jdt. 16-6-1971

1./22/416/71-Ch. UI
de 16-7-1971

N

Tablets
Liquids
Qintments
Capsules
Powders
inhalers
Injectables

NewE =T

Tablets & Caps

i ir\.uidi
Ointments
Solutions
Granules
Injectables (amp)
7. Injections (Lit)

AU I—

(Details as in Annexure *A’)

Fungal Diastasc

Chloroheniramine Malcate
Pyrizanamide

Specialities incorporating the above
products)

Dexamethasone Trimethyl Acctate
Calcium Coramine

o

Intestopan  Vaginal Tableis
Intestopan suspension
Intestopan Forte Capsules
Hematrine Liguid

Intestopan Q Capsules
Sandocycline Capsules
Phenipan Sandoz (Dry Syrup)
Folestine tablets

9. Torccan ampules

10. Torccan tablets

I1. Santevini

PNGE

91¢ lakhs
34.009 itres
1,55.200 Kas
145 lakps
43,310 Ky,
21,600 Nos
3 lakh Nos.

361.03 lakhs
3.72 iaxh litres
2900 Kes
1909 litres
16500 litres
4.86 lakhs

36 fitres

18 tonnces

2 tonnes

3 tonnes

Capacity to be fixed.

3 Kgs pa.
£.5 tonnes pu.

(These items will be manufactured within the overall capacities of
the various types of formulations _already approved in their
favour plus 259 to cover the additional capacity for the afore-

dt. 6-7-1971 b. Conray 420
2. Embacetin These  items will
3. Osbil be  manufactured
4.  Surmontil within the overal}
5. Tegeron Cream (Vcterniary) capacity of formu-
letions alrzady
licensed in their
favour.
6. Vallergan
BASIC MANUFACTURE
1. Chloramphenicol Ointment 65 Kes
2. Metronidazole 6L Kes
16. M/s. Plizer Ltd. Bombay LL/22/418/71-Ch. 111 1. Prenex Capsules Vistaril Syrup, Marax
dt. 6-7-1971 Capsules Heptuna Capsules. Diadin
* Liquid, Anorexon tablets Distodin
(Hexachlorophenc)
(To be manufacturcd within the overall
capacity).
17. M/s Tata Fision Industrics Ltd.  1L/22/42471.Ch. 11 Intivit Injection ctc.
Bombay dated 30-7-71 Infivit Inj. 95,000 x Sml. viad
Emetine Inj. 369,000 Ampoules
18. M/s Gluconate Ltd. 1./22/402/70-Ch. 111 Pethidine Hydrochloride 250 Kgs.
dt. 16-12-1970
19. —do— L./22/403/70,-Ch. 111 1. Acriflavine 1000 Kgs
. dt. 16-12-1970 2. Proflavine 3000 Kgs
20 M/s Atul Products Ltd.  * L/22/430/71-Ch. 111 Para Chlono 20 tonncs

=

15. M/s May & Baker | id

1722/417,71-Ch. It

dt. 10-12-1974

said items.)

I.(a) Conray 280

Benzone
Sulphanomide
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1 2 3 4
21, M/s Repatakos Brett & Co. F.722485 73-Ch. 11 Amiaculv Elixin (300 mi Boctle)
. dt. R . . 30,770
Euapepline Elixir 85.290
tHovita Syrup 87,461
Kantamesim Tablets 4,18,360
Dizitonin R.B. Tabs. 5.00.000
Katemesim Injs. (Im) amp.) 15,528
22, M/s Orient Pharma (P) Ltd. CIL. 273(74) A. R. Tablers
du 21674 1. Ossopan 7
2. DBinisee
3. Pankreo
4. Aminoplylline
5. Sudiphadimidine
6. Ephedrine Hcell
7. Vitamin B Complex
8. Sulphaguanidine r
9. A.PC. 53.38 lakhs
10. Robdden
11,  Epedosin
12, Ripason
13, Premenolysin
14, Recoscn
B. Capsules
. Oricetin N
2. Yellamyein S 3.9 lukhs
C. Injections
1. Epidosin 3
2. Robudon UD
3. Robudon UV
4. Ravexen 6.7 lakhs
5. Recosen
6. Ripason
7. Dextrose
23, M/s Alembic Chemical Works  LLS No. 586/74 {.  Suntamide V Tablets 180 lakhs Nos.
Co., Baroda dt. 30-11-74 2. Trnicobal H 1850 litres
3.  Alvite Injections



APPENDIX
M/s GYaxo Libaratories (India) I.td., Hombuay

b et e

I. Tablets
I, Trox
2. Volpar Foaming tablets
3. Dilosyn Tabiets
- 4, Aluminium Hydroxide Magnesium
5. Carbonate Gel. Tabs (Alnocarb)
.+ 6. Secrodyl Tablets
7. Secrosterons tablets
‘8. Natalines
9. Viteslin 6 mg cap. 30 mg., 100 mg
10. Becadzx Forte Caps

11. Celin 500 mg

12. Complex B

13. Complex B Forte

14. Folic Acid 5 mg

15. Vitamin B Complex B2
16. Pecazid tablets 100 mg.
17.  Maccrafolin Iron tablets
18. Helmacid tablets

19. Predasin tablets

20. Comycin-S tablets

21. Eltroxin Tabs 0.01 mg+0.05 mg.
-22.  Adexolin capsules

24, Xapilin Tablets

25. Prepalin Capsules

26. Vitamin A & D Capsules
27. Radiostolunic Caps.

28. Laxene

29. Myanesin 0.5 mg.

30. Testaform S mg

3. Dyloform 0.01 mg.

32. Serial 28

33, Volidan V

34. Lutofcrin S mg+ 10mg.

Il. Liquids:

Muttivite Deca Drops
Dilopact Syrup
Entacyl Elixir N
Dilosyn Syrup
Complex B Lignid
Macrafolin Iron Syrup
Complin S, Syrup
Becadcx Syrup
Becadex Drops
Helmacid Syrup
Maerabin Liquid

. Ostocalcium Bi2 Syrup
.. Guanimycin Sus. Forte
:. Adexolin Liquid
:Prepalin Liquid

] f@;l;in NE/E Drops

, 3‘%5"%

1.
2,
3.
4.
S.
6.
1.
8.
9.

1235

18. Elixir Myvanesin
19.  Xapiiin Liquid
20, Radiostolume Liquaid

1. Ointments

Crystapen H.P.

Mystrepton

Mystrepton H.B.

Mycil.

Efcerlin Eye OQint.

Betnovate-C Skin Qint.
Betnovate Skin (Greasy) Qint.
Betnovate-N Skin (Greasy) Oint.
Betnovate-C Skin (Greasy) Oiniment
Derobin-C

Efcorlin-NN Skin Oint.
Efcorlin-N Eve Oint.

Parvel Jelly

PR=O0RENAU L~

—

MALTS.
Radio Mait.
V. Sterile Injections

Dextrose 5°, BP
Dextrose 39, with Sodium
Chloride 0.9 %,

Dextrose 10 —do--
4. Sodium Chloride BP
%, Sodium Chioride and Gum Acacia BY
6. Anacobin 500 mg. + 1000 mg.
7.. lectof or Injection
8. Complex B 139 mb.
9. Complex B Forle S ml.
Bacdex 10 ml.
11.  Macrabin-H 500 mg § mL
Macrabin-E 1090 mg 5 ml
Qaleiostertin Bi2
14. Fantorin

APY I % I

15.  Kapilin

16. Prepalin 1 ml.

17. TPrepalin Forte 1 ml.
18, Progestin 10 mg. 1 ml.
19. Progestin 25 mg. 1 ml.
20.  Testaform 10 mg.

21, —do— 25 mg.

22, Efcorlin soluble

23, Mersalyl 1 ce

4. Mersalyl 2 ¢e
35, Mpyanesin

V. Antibiotic vials

Comycin—S 1 g.
ComycinS 2 g.

Comycin S Stab. Solution
Seclomycin S dose.
Crystamycin 1 dose
PAM

Benapen Forte

Solids & Powders

1. Holmacid with Senna
2. Anathanine

3. Crystapen V Granules

R e
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M/s Laboratories Grimault (India) Limited

[
9 =

—
oA W

16.
17.

SO@aSULAL P

fablets & Capanles

Amicline
Digitaline
Meladinine
Natisedine
Retanitrine Plain
Phenobarbitone
Psorline P
Tuxyne
Alucinol
Benc¢uron
Beneuron Forte
Glyciphage
Hepasulfol
Hepasulfol AA
Meprophen
Plurizyme
Suxifer

Liquids Ointments
§. Grimault's Linctus 1. Meladinine
2. Grimault’s Syrup 2. Paraminel
3. Hemopatol 3. Psorline
4.* Sorbiline 4. Relaxyl
5. Omilcal +F
Solutions Granules
1. Meladinine 1. Evacuol
2. Fsorline 2. Glutaneurol
“Injectables Injections
(ampoules) (Litres)
Lactisyn 1. Be-Douze 500 Mog
2. Be-Douze 1000 Mog
3. Hydroxycobalomino



Chapter-V. Para. 13(a) E ANNEXURE—~IV

Turnover of ducg Manufacturing firms with foreign itquity Kxceeding 509 Chapter--V. Para 13(a)
: (Rs./Lakhs)
S. Name of the firms 1971/1971-72" 1972/1972-73 1973/1973-74
No.
Dr Non Total Drugs Non Total Drugs Non Total
e Drugs 4 Drugs Drugs
1 2 o 3 4 5 6 7 8 9 10 11
1. M/s. Alkali & Chemical Corp. i .
of India Ltd. p 99 2378 2477 119 2578 2697 116 3000 -3110
2. Mjs. Anglo-Frcuch Drug Co ’
(Easterny Limited 193 .. 193 223 .. 223 28 . 228
3. M/s. Abbott Laboratorles . '
(I)/(P) Limited . 614 .. 614 752 .. 752 824 .. 824
4. M/s. Bayoi (India) Li mltcd ) 230 821 1051 289 1031 1320 31 1267 1578
M/s. Beechem (Indi P
> Luimcd . (n a) ( ) 30 9% 126 35 73 108 26 101 127
€. M/s. Bechringe -Knoll L -
ted / reer i 410 .. 410 365 .. 365 406 .. 400
7. Boots Co ([ndla) Lun ted . 521 25 546 631 25 660 748 30 778
8. M/s. Barroughs Wellcome &
Co. (I} (P) Limited . . 279 43 322 1322 45 367 391 29 420
9. Ciba of India Limited . . 1263 1003 2266 1331 1289 2620 1454 1668 3122
10. Cyanamid India Limited . 788 154 942 892 168 1050 999 202 1201
. M/s. B. Merck Private
Lu/mtcd . . m ' 302 .. 302 380 . 380 469 8 477
12. Mys. Gla Laborat (
L|{151|lcd xo Labora ories () 1995 1250 3245 190! 119§ 3096 2331 1207 3538
13. M/s. Jolmson &Johnaon ot‘ '
India Limited R 232 174 406 210 147 357 295 194 489
14. M/s May & Baker leucd 808 33 R41 664 34 698 907 ) 65 972
15. M/s. Merck Sharp & Dohme . :
of India Limited . P 856 .. 856 868 .. 868 1051 . 1051
16. M/s Parke Davis (Indla) lel- 283 3 883 1024 B 1024 1062 .. 1062
17. M/s Pﬁz.cr lelted (Bomoay D 1766 312 2084 062 376 2438 2177 393 2750
18. M/s. Reckitt & Colman of
India Limited . 144 573 717 135 668 803 N.A. .e N.A.
19,
l't{i{;uclc}'cmrdmn Hmdwan C 439 8s 524 508 38 546 613 95 738
20. M/s. Roche Products leucd 892 892 920 .. 920 9;8 .e 928
21. M/s. Sandoz (India) Limited 623 389 1012 713 513 1226 963 594 1557
22, M/s. Scarle (India) Limited . 77 31 108 105 41 146 146 39 ) 185
23, M/s. Smith Kline & Frcnch
(bl{[)lemncd n. 359 .. 359 525 .. 525 636 ve 636
24, M/s. reth Laborat L -
m!/tcd veth Laborataries l 316 . 316 339 . 339 393 .- 393
25, M/s. Grlﬁ'on Laboratorics . 173 .. 173 22( .. 221 243 . 243
26. M/s. C.W. Carnrick Co. 4
(Asia) Branch . 7 .. 7 9 . 9 13 .e 13
27. Mjs. CE. Fulford Limited . 65 . 65 120 .. 120 1610 - 160
28. M/s. Cooper Laboratories . 25 . 25 22 .. 2 26 .. 26
29. Ethnor Limited . . 173 .. 173 21 .. 211 258 . 258
30. M/s. Nicholas of Indi Lm-
‘("' «{s cholas of Tndia Limi 128 . 128 124 .. 124 152 . 152
'“‘-'. 31. Indian Schcrmg leltcd 272 .. 272 321 .. 321 414 . 414
e 32, Mfs. Roussel Pharmaceutia - :
'{.& o Cals_Limited . . . 148 /148 186 . 186 234 1234

. 127
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1 2 3 4 5 6 7 8 10 1n ‘? v
33. M/s. Dental Products of @
India Limited . 15 5 21 21! 19 1y
34. M/s. John Wyeih (Bros) 388 338 432 432 i
N . —~3
Firms with Foreign Equity Between 40 & 509 ’5
1. M/s. Associated Capsules (P) - 2
Limited . ; 51 51 77 77 A
2. Mjs. CureaWell(I) lelted 22 22 "ﬁ
3. M/s Dupher interfran Limi- g
184 68 252 210 76 286 - 232 93 325
4, M/s Geoﬁ‘rcy Marmcrs&Co. . i
Limited . 837 349 1186 988 39} 1399 1071 465 1536;
S. Mjs. Hoechst Pharmaccuu- N
cals Limited 1375 104 1479 1650 183 1833 1988 184 21712}
6. Mfs. Martin & Hams (P) '
Limiied . 356 49 396 373 47 420 117 5 1224
7. M/s. Organon (Indna) lextcd 21! . 211 245 .. 245 284 32 316
8. M/s. Suhrid Geigy Limited 707 609 1316 808 703 1511 944 1067 2011
9. M/s. Synbictics Limited 304 304 314 314 363 . 363
10. M/s. Uni-Sankyo Limited i2 12 7 7 .. ‘e
11. M/s. Wander Limited 94 94 96 96 12§ 128
12. M/s. Warder Hindustan Limi-
ted 565 103 688 557 82 639
13. M/s. Whlﬂ'ens (Indla) lel-
ted 7 7 6 4 6 6
14. M/s. Carter Wallace & Co
Limited 40 40 65 65 92 92
15. M/s. U.S. Vltamms & Phar—
maceuticals Limiteq 132 132 171 171
Firms with Foreign Equity Between 26 & 40%
1. Mfs. Blologlcal Bvans Limi-
ted . . . 306 .. 306 290 . 290 270 270
2. M/s. Clbatul leltcd 158 285 443 181 322 503 152 333 490
3. M/s. German Remedies Limi-
ted . 368 368 425 . 425 524 . 524
4. MJs. Mc-Gaw—Revmdra Labo-
ratories (T) Limited 64 16 80 82 22 104 103 27 130
5. M/s. Mysore Industrial & .
Testing Laboratory Ltd. 50 .. 50 53 .. 53 42 .- 42
6. M/s. Rallis India Limited 43] 4879 5310 477 5519 5996 633 5693 633t
7. M/s. Smith &Ncphew (Indla)
Limited . 43 92 135 37 90 127 41 113 © 154
8. M/s. Uni-UCB (Indna) (P)
Limited . 48 48 48 48 61 61
9. M/s.J.L. Monson Son &
Jones Limited . 18 326 344 26 168 194 27 91 118
10. M/s. Christian Hoden lencd 12 12 14 14 32 23
11. M/s. Ward Blen]\msop Limi-
ted 10 11 21 12 4 16 17 13 30




ANNEXNURE I

Chapler-V, Para. 13 (¢}

Remittances of Drug Firms

(Firns with Fereign Equity cxceeding 50°5,)

Dividends Rescarch  Royalty Tech. Fees Head

sk Name of the firms Year Profits  Tota!
Me. Officc Ex-
panses
1 2 3 4 5 6 7 8 9 10
1. Abbott Laboratorics 1969 Nol Nii
1570 22.65 22,65
1971 22,65 22.65
1972 14 .86 14.85
1973 14.86 14.8%
2. Alkali & Chemical Corpn. of India 1969-70 30.76 2.98 33.74
197Q-71 34.54 0.9 34.63
1971-72 32.20 0.09 32.29
1972-73 32.24 0.038 32 32
1973-74 .. ..
3. Anglo Freach Diug Co 1969 2.57 2.57
1970 0.C6 0.60
1971 0.60 0.60
1972 Q.60 0.60
[973 0.59 0.59
4. Bayer India Ltd. . 1969 .. .. Nil
1970 .. 2.07 2.07
1971 Nil .. ..
1972 22.53 22.53
973 41.37 41.37
5. Becchem Ltd. 1969-70 6.07 . 6.07
1970-71 5.89 . 5.89
1971-72 6.57 . 5.57
1972-73 5.48 . 5.48
1973-74 2.67 . 2.67
6. Boehringer Kooll Ltd. | 1969 2.66 2.65
1970 .. ..
1971 1.37 1.37
1972 1.71 1.71
1973 2.30 2.30
o B2 Looapany Lud. 1969 5.72 .. 0.22 5.94
1970 6.12 e 0.30 6.42
1971 6.12 0.22 .. 6.34
1972 0.35 .. 6.35
1973 Nil .44 1.44
8. Burroughs Wellcome & Co. Ltd. 1969 7.55 7.55
1970 7.55 7.55
1971 , 7.55 7.55
1972 9.44 9.44
1973 .14 11,14
9. Ciba of lndia Ltd. 1969 19.94 .. 19.94
1970 19.94 . 19.94
1971 35.89 . 35.89
J 1972 23.54 . .. 23.54
1973 23.54 212 22,55 438.21
10. Cyanamid Ltd. 1969 24.10 . 24.10
1970 24.10 . 24.10
1971 2410 . 24.10
1971 24.10 . 24.10
1973 35.65 . 35.65
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\1 2 3 4 3 8 7
11. E. Merceh Ltd. 1969 0.97
1970 i.19
1971 0.97
1672 1.73
1973 2.9
12. Glaxo Laburatories Ltd. 1969-70 62.51 4224
1970-71 251 RIUY)
1971-72 62.1 5.0
1972-73 77.0 290
1973-74 66.6 321
13. Johnson & Johnson Ltd. 1969 5.10
1970 5.10
1971 5.10
1972 10.38
1973 7.02
14. May & Baker Ltd. . . . . 1969-70
1970-71
1971-72
1972
(8 months)
1973 Nil
15. Merck Sharp & Dohme of tndia Lid. 1962 28,54
1970 21.20
1971 21.20
1072 16.85
1973 10.85
(13 months)
16. Parke Davis & Co. 1969 07,31
1970 0731
1971 16,51
1972 206.25
1973 22,75
17. Phizer Fud. | 1969 60. 40
1970 63.13
1971 68.28
1972 68.21
1973 08.63
18. Beckitt & Colman of india Ltd. 1969-70 15.63
1970-71 9.25
1971-72 14 30
1972.73 14.30
1973-74
19. Richardson Hindustan Lad. . 1969-70 2,75
1670-71 3.85
1971-72 .85
1972-73 3.85
1973-74 4.29
20. Roche Products Ltd. 1969 16.80 16,70
1970 16.80 9,47
1971 16.80 .
1972 16.53 12,61
1973 16.53 .
21. Sandoz ladia Lud. 1969 6.79 1.68
1970 8. 54 242 012
1971 9.27
1972 7.35 [N
1973 .87 10}
22, Scarle India Lud . 1969
1970
1971
1972
1973
23. Smith Kline & French Ltd. 1969
1970
1971
1972
1973

2746

33703

o 37.26

1357 -
1501

67 3
673
165y
’\(Y i

Y~y

060 -y
(R
068, 2%
a8, 2

Gy

15 6
[
5.l

T4, Sew
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1 2 3 4 5 0
24, Wyeth Laboraioties Ltd. 1969.70 6.28
167¢-7. 4.19
107172 400
197273 8,24
1973.74
235, Griffen Laboratories Lud. 1969 108
1970 2.2%
1971 2.85
1572 G.02
1973
26. C.W. Carmick Lsia 1969 ..
1970 Nil
1971 ..
1972 ..
1973 Nil
27. Cooper Laboratories 1969
1970 Nil
1971 Nil
1972 Nil
1973 Nil
38. Dental Products of India 1969 0.1
1970 0.15
1971 0.4
1972 0.29
1973
29, Ethnor Ltd. . . . 14969
1370 Nil
1971 Nil
1972 Nil
1973 Nif
30. Rousscell Pharmaceuticals Lid, 1969 Nii
1970 Nil
1971 Nil
1972 Ni}
1973 Nil
3. CE Fulford Lud. 1969 Nil
1970 Nit
1971 Nil
1972 1.52
1972 0.75
32, Indian Schering Lad, 1969-70 1.33
1970-71 R}
1971.72 8.00
1972-73 3.9
1973-74 1,93
33. Nichlas ol India . . 1969-76
1970-71
1971.72
1972-73
1973-74
34. John Wyeth Bros. 1969-70
1970-71
1971.72
1972.73
1973-74

5 Y
0,40 0 Ox
Nil ..
0.80 0.12
0.16 ..
Nil
4 T0
4.27
7.48
T
T2

01!
(VRN
[T
0 29



Firms with Forcign ;Equity betwecn]40%, and 507

(Re, .'ilk_h
Sl Nume of the firms Year Dividends Research Royalty  ‘Tech. Head Protits Tot
No. IFees Ofiice
Expenses
1 2 3 4 5 7 8 9 10
1. Associated Capsules Ltd. 1969 Ni
- 1970 Ni.
1971 Ni
1972 Ni.
1973 Nil
2, Curewell India Ltd. 1969-70 .. Ni
1970-71 .. Ni
1971-72 .. Ni
1972-73 .. Nii
1973-74 .. Ni
. har 'ateriran Luds 1969 1.34 0.05 .. 1.39
3. Dupharzates ‘ 1070 1.34 1.16 0.16 166
1971 2.15 .25 .. 2.40
1972 1.60 0.32 0.35 2.28
1973 .. 0.39 . 0.39
5 rey Manners & Co. 1969 6.73 6.73
4. Geolfrey Mahn 1970 7.34 733
1971 8.13 8,15
1972 8.82 $.82
1973 8.82 8.82
. chst Pharmaceuticals 1969 Nil Nil
5. Hoech 1 1970 Nil Ak
1971 R.78 $.78
1972 20.75 20.75
1973 21.19 21.19
Lactin & Harris (P) L:d. 1969 Mil
6. M.actin & Harris 5% o
1971 Nil
1972 Nil
1973 Nil
D {ndia) Ltd. 1965 .. . .
7. Orzganon ({ndia) 1676 - 0.5 0 6
1971 .. .. .. ..
1972 .. 0.97 0.97
1973 2.86 0.95 1.81
S Suhrid Geiey Ltd, 1969-70 29.08 1.30 1.52 0.76 32,06
8. subnd Geres 197071 1476 058 068 . 1602
1971-72 14.54 . 0.59 15.13
1972-73 .. 0.67 0.67
1973-74
. Syabiotics Ltd. . 1969-70 7.92 7.92
9. Syabiotic 197071 592 592
1971-72 .. ..
1972-73 .. ..
1973-74 2.67 2,607
10. Uni Sankyo Ltd. 1969-70 Nil
1978-7)
1971-72
1972-73
1973-74 -
1. Wander Ltd. 1969 1.04 .. 1.04
! ande 1970 0.60 .. 0.60
1971 0.30 1.77 2.07
1972 0.59 1.82 2.41
1973 0.94 .. 0.94
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1 2 3 4 S 6 7 8 9 10
12. Waraer Hindustan Ltd. [969 2,80 2.80
1970 318 318
1571 RO R
172 A N A0
1973 N g R
13, Carter Wallace & Co. 1.td. . 1969-70 Nil
1970-71 Nil
1971-72 Nil
1972-73 Nil
1973-74 Nil
14. U.S. Vitamins & Pharmaceuticals Ltd. . 1969-70 1.60 — - — —_ — 1.60
1970-71 0.25 —_ —_ -— g.2
1971-72 0.25
1972-73 0.25
1973-74
15. Wiiffens (India) Ltd. 1969-70 0.75 — — — —_ — 0.75
1970-71 0.63 — — — —_— — 0.63
1971-72 0.31 - — — — — 0.31
1972-73 0.31 — — — — - 0.31
1973-74 — _— — —_ —_ _— —
Firms with Foreign Equity between 267, and 409
1. Biological Svans Ltd. . . 1969 0.38 — — — — — 0.38
1970 0.38 — .09 - — — 0.47
1971 0.33 — 0.28 — — — 0.66
1972 0.37 — — —_ — 0.37
1973 0.37 — — — — 0.37
2. Cibatul Lt4, . . 1969 — — — — _— — ..
1970 — —_ — — — — Nil
1971 — — — — — - Nil
1972 —
1973 -—_
3. German Remedies 1.td. 1969 1.30 -— — — — — 1.30
1970 1.30 —_ — — — —_— 1.30
1971 1.41 —_ —_ — — 1.41
1972 2.31 — — — — — 2.31
1973 2.4s5 — — — — — 2 45
4. Me-Gaw-Ravindra Laboratories (1) Ltd.  1969-70 — —_— 1.98 — — — 1.8
1970-71 — - 1.02 — — — .02
1971-72 - - 1,38 — — — 1.38
1972-73 — - 166 —_ — 1.66
1973-74 — — 24 - — — 2014
5. M.LT. Laboratories 1969 Ni;
1970 Nil
1971
1972
1973
6. Railis India Ltd. 1969 6.24 — —_— —_ — —_ G.24
1970 6.22 — — —_ — — 6.22
1971 6.22 — — — — — 6.22
1972 6.21 — — &7 — — 8.08
1973 6.10 — 0.32 .61 — — 8.03
7. Smith & Nepheu Ltd. ., 1969 0.91 — — — — — 0.91
1970 0.91 —_ — — — 0.91
1971 0.85 -— — — — —_ 0.85
1972 0.84 - — —_— -~— 0,84
1973 — — —_ —_ — ..
8. UNI-UCB Ltd. . 1969 0.15 — — — — — 0.15
1570 0.15 — — — — — 0.15
1971 0.79 —_ — — — —_ 0.79
1972 0.79 — — — — — 0.79
1973 0.79 —_ —_ —_ — —_— 079
9. J. L. Morrison, Son & Jones Ltd. . 1969
1970
1971 Nil Nil
1972 Nil Nil
1973 Nil Nil
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10. Wand Blenkinshop Lid

. Leukoplast & Co.

12, Christian Hoden Ltd.

1. Capsultation Service Ltd.

2. Gelikeps (P) Ld.

3. Raptakos Brett Co.

4. Chowgule Co.

W

. Leukoplast & Co.

6. Themis Chemical Ltd.

3 4 s 6 8 9
1969 Ni)
Y70 W
197} Nil
1972 Nil
1973 Nil
1969
1970
1971 Nil.
1972
1973
1969
1970 Nil
1971 Nil
1972 Nil
1573 Nit
Firms with Foreign Equity below 26
1969-70
1970-71 0.24 — — — —
1971.72 0.24 - — — —_— —
1972.73 0.20 - — — —_— —
1973-74 ..
1969
1970
1971 Nil
1972
1973
1969 0.45 —_ — — — —_
1970 0.39 — — —_ -
1971 0.39 — —_ —_ —_ —-
1972 0.62 - — — — —
1973 0.25 — —_ — — —
Not for drug cctivity.
Nil
Nil

SoO0C

wy

»

[ K



ANNEXURE VI
Jrwort Coittent in Puls Drue Manufuctur:
Chapter-V. Tara, 13(f)

B i L R pa— —- ——— —_—

- Sk Firm Name of the Bulk Drug c.i. f. Selling Imported raw-materials  Import  Perceniage of
No. Priccin  Price content  Import content
rupecs per perkg —— - —————
k.g. o {c.i.f.) on on
the Bulk c.i.f. selling
Drug Price Pricc
Rs.
1 2 3 4 5 6 7 8 9
1. Payer [ndia Limited. Chloroquin Phosphate 125.4 260  Hydroxy Chloroquinolinc 97 88 7R 37
Novaldiamine.
2. May & Baker . Sulphadiazine 53.6 102 2—Aminopyramidine 33.00 62 32
M :tronidazole 125 400 2—-Methyli-1--pitroimidazole 86.10 78 22
(Approx.)
3. Hoechst . . Forsemide 565 1200 Lasamide 312 39 26
) (STC price)
Avil Maleate 273 NA Berayl Pyridine Sodamide 155 56, —
Tolbutamide 34 91.71 Maleic acid Butylamine 15.7 46 17
4, Parke Davis . . Chloramphenico! 1200 662 Banzeldchyde 54 48 ?
Methy! Bromide
Lithium Hydride
Amodiaquin NA 232 4, 7-Dichioroquinoline 100.7 — 43
£ Boehringer Knoll . Iphedrine Hel. 209 NA Ketol 192 92 —
6. Pfizer Limited . Chlorpropamide 67 107.72 n-Propy! Isocyanate 33.22 49 3t
Triethylamine .
Hyflusupercel
Tetracyciine 136 850 Hyflusupercel 44.46 2 4 3
Ethyl Cellulose
Corn steep liquor
Glass wool
Oxytetracyeline 187 950 Hyfusupercel 30.24 to kK
Ethyl Cellulose
Triethyiaine
Sod. Nitrate
Glass wool ) i
PAS NA 53 Hyflusupercel 0.15 NA Neyg,
7. Parke Davis. . Diphenhydramiae el Benz Hydrol 40

Beta Dinethyl 8
Aminoctanol

48
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ANNEXURE VII

Statement Showing the Name of Foreign Company, Bulk Drug Manufactured, Licence No.lPerntivsionlin Ohjection
Letter No and Date etc.

¥

1 2

1. Ms. Cyrnemid India
Limited

2. M/s. Reekitt and Col-
man of India Limited.
KLY Bayer India Limn-

cd.

4. M’s. Boehringer Knoil

Name of ithe Comneny

(Chapter, V Para 13f)

Teem of hatk dree Manu
Cactured

3

Tetracyeline

Para Chiore Meta xylenol

Chloroquin
Resotren
Cresival
Entadon
taine el-
Pioerazine Hezahydrate
Piperazine Phosphate
Mesulphen B.P.

Phosphate

Chloroguin Phosphate (S.E

Badional Substanve
Detivon Substance

facidal Substance
Dipheavl hydentoin

Chiloramphenicol

Chloramphenicol
Monostearo yiglyoolate
Cphedrive B.P,

Carbutamidl

Oc-inum Mucate & D Mu-
cale,

Ocinum D Amidosulpho-
nate

I-Ephedrine
nat-.

Chloramphinicolt Palmiate

Leptazol B.P.

Multifungin Substance

Priatan Substance

Hydrohoda-

Soventol Hel, & Salicylate

. M/s. Boots Company
tIndia ) Limited

. M/s. Merek Sharp and
Dohme of India Limited

Insulin

Diloxamide Furoate

Chiorthiazide and

chlorthiazide

hydro-

Cyprohepiadine
Cortisone, Dexamethasone
and other Hormones
Phthalyl Sulphathiazole
Succinylsulphathiazole
Vitamin B12
Indomethacin blend
Mcthyl Dopa Gran
Benztropine Meaylate
thacryine Acid

Tac. No, Permission
fetter Moo & date

1

Lic. No. L/22/N-132'60

dt. 29-1-1960 and amend-
ment No. 22(168) 1A
(11)58 dt. 31-8-61.

Lic. No. 1/22/404/71 -
Ch. I dt. 25-1-1971

L/22199/62-Ch.H1
dt. 3-1-1962

L/22/351/67-Ch. 111
dt. 15-12-1967

Y L/22/477 73-Ch. 1H
dt. 3-8-1973
No. 1H6)72-Ch. ti

dt. 31-7-1972

L/22/N-125/60
dt. 5-1-1960
L/22/26/66-A &I
dt. 7-4-1966
1./22/140'62-Ch. 111
dt. 1-12-1962

Nil

Nil

L/22/N-30/60-Ch. 111

dt. 8-11-1960
1./22/420/71-Ch. 111

dt. 26-7-1971

L/22/N-57/53

dt. 18-9-1938 and amend-

ment.

No. L/2201(1A(IDHS8
dt. 25-8-1959

Nil

'

136

Licensed approv-
cd capecity PLAL

5

10 tonnes

5% tonnes

4 tonnes
540 Kgs.
240
200
4000
000 L,

30,

10 tonnes

IR

12 tonnes

(For captive

consumpion)

30 tonnes
2 tonnes

13 tonnes

(For captive
consumption)

1500 MU

12 tonnes

3 tonnes

129 Kgs.

3.5 tonnes

3.5 tonnes
144 kes.

(for captive

consumption}

Caoloalt ave roade anailatt,
to others.

1971 1072 1973
6 7 N
Nl Nil Nil
This material s reguired for
their  captive consumption in
Pettol.
Nil Nit Nil
Nil Nil Ni:
Nil Wil Nil
Nil Nil Nil
Nil Nil Nl
Nit Nil Nil
Nil Nil Nil
Nil Nil Nil
Nil Nil Nil
Nit Nil Nil
Nill NN Nil
Nil Nil Nil
Nil Nil Nil
Nit Nil Nil
Nil Nil Nil
Nil Nil Nil
Nit i Nit
Nil Nil Nil
Nil Nil Nii
Nit} Nil Nil
Nil Nil Nit
Nit Nit Wil
Nil Nil Nil
Nil Nil Nil
Nil Nil Nil
Nil Nil Nil
Nil Nil Nil
Nil Nif Nil
Nit Nil Nil
Nil Nil Nil
N.A. N.A.  91.5kgs.
Nil Nil Nit
Nif Nil Nil
Nil Nil Nil
Nil Nil Nil



23
Ny

-

. .
R -
I
RN s Buriou s W
come &
QONE L Orba=Greis Tl

(IR w
Paai borae

forrag, Duerate

Meanoestum Gluconawe

\uiive Principles of Podo-
i

Ph\ IO

Active Principles of Senna

and Belladone
Nignein B

Intostopan Substinee (5.17)

ahrenabine &
Acid & Trarate

Pephenium Hydroxsaaph-

thoute
Ciforevelizine Hel

Licpsone & Solapsone
Celine M & base
RIS

Pheoxin

Panetine Hel

Lerraots Stecinadie

Isopa onatdin Salphate

Methiamphetemine el

Methyd Stearate

IPaidectamol

Proavicthamine Hel
Suceim ] Choline
Fubocyracine CI12

Zine Undecylenae

\nirenyd

toade o
Taanabol

Fataben
Salphonamides
Calcium Coraming

Dexamiethasone
Frimethy b Acctare
[ ~idrex

NMostranod

Ivmchn

\drenadine

[
o= [IRN
[ it
A e N R
L2233 7 Ll
i, TialyTa

{22281 eSO h
d, 28-1 71903

P22 2RR:63-Uh 11
dt1-10-1963
122406663-Ch. U!
A 21-R-1962
amended viae
1/77)62-Ch. HI

Ju 16-S-1907
P22 240 A2-Ch. i
dt. 26-10-1973

1 22372 600-Ch T

WL 28 e

di -12-1907
1.°22:22465-.Ch.
J10-8-1964
1222116 -Ch TH
d 2 S-1ase
1722 N-33 3%
di, 12-2-193%
1 22328 7.y it

RN RS W

P22 3N 6T-Cnl il
di 1-12-1ve
AN

P22 2060 6000 M
i J-3-190-
[ 22228 07 T

REENREKES AT I

1 22/N-35 5
JUI224195

1 22797 60e-Ch. 1T
Jdi.4-3-1966

I 27208 660 I
Jdi 20-7-1900
1022740 67-Ch, L
Jd1-12-2967

o224 7ok I
J16-0-1971

H
St

“do-
-cho-
~do-
[ 22413 71-Cin. 1H
Ju, 16-6-1971
~do-

122322 67-Ch it
MR RV DV
I 22293 66-Ch. 1N
dro1S-1-1966
122 163°63-Ch. 11}

SATRRIERTS 3TN

“~ 7
™ S
NI Sl
ol tonn s Nt Nl
Nif Nt
Nil Nil
Nil Nil
Nl Nil
Nil Nil
20 tonnes NIt Nil
S tonnes Nil Nil
54 tonnes Nil Nil
Capacity  vet to Nil Nil
bue fixed
Capacity yet to Nil Nit
be o fined
RN tpnes Nil Nil
A8 b, Nii Nl
S tonnes ~Nit Nil
60 hys, Nl Nil
it R tonnes N Nil
2350 ks, Nl Nil
2 tonnes Nil Nil
I'o be fixed Nl Nil
130 e, Nit Nif
2 tonees Nil |
100 ks, Nt Nif
2000 has, Nil Nl
[ Nit Nil
ronnes Nif Nl
240 kas Nil Nil
AN Nl it
o be fined. Nil. Nil
200 K. Nil Nil
RERN N Nit Nil
RSN TR Nl Nl
o) Kgs, Nil Nil
2150 Kags, Nl Nit
93 tonnes Nif Nil
13T Nil Nil
3 hgs, Nil Nil
Nil Al
21 NH Nit
6 Kkes Nil Nil
232 Kps Nil Nil

z

Wil
Nil
~al
il
Nil
Nil
Nil
Nil
Nil
Nil

Nit

Wil
Nl
Ni!
Nl
Nif
Nil
Nit
Nil

Nat

Nil
Nil
Nil

Nil

N

Nl
Nil
Nil
Nil
Nil
Nil
Nil
Nil
Nil

Nil
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10. M/s. C, Mcrek (India)
vt Lid.

L Mi/so May & Baker Ltd.

12, Mys. Parke Davis

13. M/s. Pfizer Ltd.

14. Richardson Hindustan
Ltd.

15. Reche Products Ltd.

Lynestrenol & derivatives
Navidrex
Napresol

Oostradial, Ocstradiol
Propionate
i_thiayl Qcstradiol
Rutin
Serpasi!
Perandren
Lutocycline

Testosterone esters &
Progestcrone .
Testosterone Undecylincate

Testosterone Valerinate

Vitamin L
Rutin

Sulpha Drugs
(Sulphadiazine
Phthalyl Sulphathiazole
Sulphamerazine etc.)
Mepyraminc Malcate B.P.

4 5
1./22/293/66-Ch. 111 i99.2 Kgs.
di. 15-1-1966
1./22/153/63-Ch. 11 5 kgs.
dt. 31-5-1963
1.j22/324/67-Ch. i 300 Kys.
dt. 20-2-1967
1./22/317/66-Ch. 11 18 Kgs.
dt. 15-10-1966
1./22/468/73-Ch. TH1 sor
dt. 20-3-1973
L/22/38/55 12 Kgs.
dt. 22-6-1965 & 18 Kgs.
22/555/1A(11)/61 60 Kgs.
dt. 16-8-1961
L/22/100/62-Ch. 111 102 Kgs.
dt. 8-1-1962
2(13)/61-Ch. HI 15 Kgs.
dt. 14-5-1962

-do- 15 Kgs.
L/22/424/71-Ch. Hi 4 tonnes

dt. 27-9-1971
-do- 4 onnes

1./22/23/54 dt. 21-9-54 210 tonnes

& L[22/N-146/60 dt. 21-3-60

& L122/69 dt. 7-11-52 &

22(6 5) IAQQI) 57 dt. 27-4-60

L/22/N-13/60-Ch. 111 2 tonnes

dt. 19-7-1960
Promethazine Hel & Basc -do- 500 Kgs.
Promethazine 8-Chloro- L/22/131/62-Ch. 111 300 Kgs.
theophyllinate dt. 13-9-1962
Prochlorperazine Maleate  Lf22/N-13-/60-Ch. i1 250 Kgs.
dt. 19-7-1960
Chlorpromazine Hcl. B.P.  22(260) 1A (I1)59 250¢ Kgs.
dt. 30-3-1960
Di-lodochlorohydroxy L./22/41/55/ dt. 3-8-55 427
Quinolinz & letter 22(85)IA(11)55
dt. 20-2-1961
Mecironidazole L/22/417/71-Ch. I 602 Kgs.
dt. 6-7-1971
Acetrasol 1L/22/23/54 dt 21-9-54 1800 Kgs.
& letter 22(61)TA(I1)54
dt. 5-8-1959
Neptal L/22/23/54 dt. 21-9-54 136 Kgs.
Chloramphenicol Cinnamate 1./22/417/71-Ch. 111 65 Kes.
dt. 6-7-1971
Ephedrine Hel. R/22/69 dt. 7-11-52 Not specified
Psedudo Ephedrine Hel. ~-do- -
Culoromycetin L/22/9/62-A & 1 20 tonnes
dt, 5-4-62
Benadryl Hcl. L/22/64/56 6T
dt. 22-9-1956
Camoquin Hcl. -do- 36T
Tetracyclines L/22/37/67-A & | 14T
Chiorpropamidc dt, 13-7-1967 645 T
PAS & its Salts £/22/329/67-Ch. 111 10T
dt. 13-7-1967
ILN.H. 1./22/36/55 dt. 26-3-55 &
letter No. 1 (39)/61-Ch. 111 80T
dt. 28-4-62 &
1./22/373/69-Ch. 111
. dt. 4-10-1969
Benminth L/22/429/71-Ch. LI 300 Kgs.
dt. 23-11-1971
Menthol L/29(3)(ii)/62-Ch. I Not fixed.
dt. 17-11-1962
Vitamin A L/22/292/65-Ch. 1111 20mmu
. dt. 11-11-65
D ehydroemstine Hel. L/22/438/72-Ch. I 95 Kgs.

dt. 11-4-1972

Nil

Nil

Nil
Nil
Nil
Nil
Nil
Nil
Nil

Nil

Nil
Nil

Nil
Nil

Nil
Nil

Nil
Nil

Nil
Nil
Nit

Nil

Nil
Nil

Nit
Nil
Nil

Nitl
Nil
Nil
Nil

Nil
Nil

Nil
Nil
Nit
Nil
Nil
Nil

Nil
Nil

Nil

Nil

Nil
Nit

Nil

Nil
Nii
Nid
Nii
Ni}
Ni§
Nil

Nit

Nif

Nil
Nil

Nil
Nil
Nil

Nil
Nil
Nil
Nil

Nil
Nil

Nil
Nil
Nit
Nil
Nil
Nil

Nil
Nil

Nil
Nil

Nil
Nil
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16, M s, Searle dhndiay 1ud.

17. M/s. Wyeth Labo
ratorics  Lrd,

IS, M's, Glaxo Lab-
oratories Fd

19. Alkali &

20. Anglo French Drug Co.

21, Beachem (Undiuy LU,

Chomicals
Corporation of India.

Chlordiazeponide
Viimin 1
[IREI N

Siehon

Spiconolicetone

Provantheline 0 aids
Dimenthydrimate
Metinyl Testosterone
I'estosterone
Diphenoxy-late Hel,

DL-Panthenol

Cortis Costeriods-
tlPrednisolone ‘Acetate

Predidsone & Hy bocor

fianAcetate)
Mothyl Tostosterone

Fostonterone

Festosterone Propionate

Pestasterane Cnanathate

Fesiosterone Hexahydro

densoate
Fihinyt Estradiol

7oA dpha Hvdroxy
Provesterones Caprodate
sterone &
intermaediaics
Fehoheptazine Cirrale

Methvl salicylate BP,
NMerseiyvl BUP.
Vitamiin K
Pinerazine Adipate
Meths ] Testostesone
I thisterone
Progesterone

Testosterone Propitanate |

Contramine
Mephesin &
Chlorphensin
Chlorphenesin
[N

IS wide,

Bota fonone
iyl Ocstra i
Vitamip BO12

Cuoriisone

T drocortione
Betamethasone
Predaisolone
)‘I’L\ﬁ\\)nk‘

frichloroethed Phoaphare

Vitenin A

NMuwestrol Aceiate
Dimenthisterone
Methdilasine Het.

‘N
dis 201041971

1022375 TO-Ch. 111
dt. 12-2-1970

[ 22IN-F42.39 dis 122200

1.22°330°67-Ch. 111
di. 29-3-1967
P22N-I12

dio 12-2-1900

A AR A A
i oo g

b22NLp2

P22 dos

TE-o L

di 23100
Loy aS-cb ol
J27-3-1900

12254 54

de 19-10-1950 &
P 22398 70-Ch i

122210 6d-Ch T
dr, 74
122 230 0-Ch I

de 12104400

P2 2T s
RS B B KT

[22 50 T -0
i 13-4-197)
fo22497 720 h HH
duo 13- 2-4972

13

3

Pornos

0 R e,

Correments

TS

Iv\().l\'g\..

Nl

Nl

N

N

il
il
Nil
Nil
Nit

Nl

ol
i
N
il
Nt
N
Nl

Nl

Nil

N

Nit

i
ANt
Nt
Nif
Nil

Nil

Nyl
Nl
Nif
Nif

Nl

Nl
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20.
. G.W, Carnrick & Co.
. Chesborough

. Ronssel

>

Johmson & fTahosog

Tnedic 1o,
\hout
Lad.

Iaboraories

L Smith Kline & IFrench
. Laboratories Grimault

Ltd,
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ANNEXURE-VT
Chaper WV Pare 3 00
Report of the Sub-convnitize on Permission Letives, Diivensificarion and COB Licenes.

During the visit of the Committee to vavious drugs and pharmaceutical units and also by written represeitations
it was brought to the notice of the Committee by the Indian sector that the permission fenters and C.O.B. licences were
jssued to many foreign firms to manufacture mainly formulations with the resuft that tt - forcign firnn hase attaingd
a dominant position in the Industry to the detriment of the Indian sector. ll_)c question of” permission letters and
C.0.B. licences was raised on the floor of the Parliament on a number of occasions and the Minister, in reply to the
qucstion. stated that the Committee on Drugs and Pharmaceuticals lndus(ry. up’po.mlcd‘by the qucrnmcnl. will
go into this question in detail.  The Committee appointed a Sub-committee consisting of the following :

1. Shri K. S. Chavda

2. Dr. Ranen Sen

3. Pref B. V. Ranga Rao

4. Shri P. S. Rimachandran. ... .. Convener

Shri Jaisul-h Lal Hathi. Chairman also participated in the mectings. This Sub-Committee went ino the gquestion of
permission letters and C.O.B. licences in detail.  The Ministry of Petroleum & Cl)unimis had made available 1o the
sub-committce some files relating to the issuc of permission letters and C.OB. Licences. The Sub-Committee had
also the benelit of hearing the views of the Secretary, P & C Ministry, the Sceretary, LD, Ministiy and the Secretary,
Techinical D2velopment. A questionnaire was also issued to these Ministries and the Department and the rveplies
received from them have bzen carefully considered by the Sub-Committee,

2. The general view expressed by the representatives of the Ministries was that the industral licences. the per-
mission letters and the C.Q.R. licences have the same legal sanction.  Having regard to the stage of develapment of
the industry, during the first 16 years from 1952--68 permission letters were issued to the fivms and C.O.B. Licences
were issued after 1970.  According to them the pesmission letters were a corollary to the registration certificates and
were in the nature of calrification.

3. The Committee has examined the provisions of the Industries {Development & Regulation) Act to wscer-
tain whether the permission letters and the C.0.8. licences issucd can stand the test of legal crutiny.

4. The Industries (D&R)Y Act. 1951 came inte force on 8th May., 1932, Under Section 100 every existing un-
dertaking had to register the undertaking within a prescribed time. A certilicute of registration as presertbed undey
the Rules was to be issued to such firms.  There were only 10 firms whicn had been granted registration certificdaie
under section 10, out of these 10 firms the following 5 firms have been given pemission letters

1. M/s. Boots Co. India Limited.

2. M/s. Mav & Baker Limited.

3. M/s. Glaxo Laboratories Limited,

4. Mfs. Cyanamid (India) Limited,

S /s, Ciba of India Limited.

Al the five firms who were given permission letters are foreign firms.  All other firms were giver licences, In
the case of the firms to whom registrution certificate is granted. the item in the column Schedule Indosury =220 Drugs
& Pharmaceuticals™ is mentioned. The view of the Ministry is that these firms can manufacture any item falling within
the category of Drugs & Pharmaceuticals. and as such they need not apply for a licence so long as the firm s
manufacturing any item falling within the category of Drugs & Pharmaceuticals.

) 5. Under Scction HA the owner of an industrial undertaking not being the Centrat Government which
15 registered under Section 10 or in respeet of which a licence or permission has been issued under Section 11 shall
not produce or manufacture any new article unless :—

() in the case of an industrial undertaking registered under section 10, he has obtained a licence for produc-
ing or manufacturing such new articles: and

(b) in the case of an industrial undertaking in respect of which a ficence or permission has been issued under
section I1, he has had the existing licence or permission amended in the preseribed manner.
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“New article” is defined in section 3(dd) as under :—

(a) any article which ralls under an item in the First Schedule other than the item under which arucles ordi-
awrilv maitifoctured or produced in the industrial undertaking at the date of registration or issue of the
licence or permission, as the case may ke, fali:

() any asticle whicl bears a mark as defined in the Trade Marks Aci, 1940, or which is the subject of a patent,
i at the date of registrition or issue of the licence or permission, as the case may be, the industrial under-
taking was not manufacturing or producing such article bearing the mark or which is the subject of that
patent.

6. The Registrar of Trade Marks, who was consulted on the interpretation of trade mark has given his opinion
as under :—

“A trade mark is a mark (which includes any device, brand, heading, lable, ticket, name, signature, word,
letters or numecrals or any combination thereof), which is used by a trader or manufacturer to identify his goods
from the goods of other traders or manufacturers in the course of trade.

The definition of a trads mark as given in Section 2(1)(v) of the Trade and Merchandisc Marks Act, 1958 is
as ‘ollows — .

(V) ““trade mark™ means—

1(1) in relation to Chapter X (other than section 81), a registered trade mark or a mark used in relation
to goods for the purpose of indicating or so as to indicate a connection in the course of trade between
the goods and some parson having the right as proprietor to use the mark; and

(ii) in relation to the uther provision of this Act, a mark used or proposed to be used in relation to goods
for the purpose of indicating or so as to indicate a connection in the course of trade between the goods
and some persons having the right, either as proprietor or as registered user, to use mark whether
with or without any indication of the identify of that person, aad includes a certification trade mark
registered as such under the provisions of Chapter VII,

A trade name is the name under which a person trades or a business is carried e.g., the name of company, the
name of a firm ctc. (e.g. United Trading Co.).

A patent is a grant from the Government which confers on the grantee for a limited term, the exclusive privi-
lege of marking, selling and using an invention and also authorising for the disclosure of an invention.

Brand name is another term for a trade mark. Both are the same thing. But in legal parlance the term used
is ‘trade mark™.” p

Thus even if a certificate is granted or a licence is issued, a firm cannot manufacture a new article under a new
brand namec without obtaining a fresh licence.

7. The 15 lcading foreign firms were given nermission letiers to manufacture 364 items, of which 360 were
formulations. It is well known that the formulations yield larger profit than bulk drugs.

8. With regard to the C.O.B. licences, 12 foreign firms and 5 Indian firms were given such C.O.B. licences which
included 215 formuiations and 20 bulk drugs. Of these, the share of Indian firms was insignificant. The C.O.B.
licences are intended to cover the diversification of products by the firms. The Fress Note dated 27th October,
1966 states that the undertakings going in for diversification has to intimate to the Directorate General of Techni-
cal Development, the particulars regarding their revised manufacturing programme and the “new articles” proposed
to be manufactured and also the value and nature of the minor balancing plant, if any added by them.

9. It appears that barring M/s. Merck Sharp & Dohme, Hoechst and East India, no other firm which secured
C.0.B. licence, had intimated to the D.G.T.D, the details required under the Press Note. The Sub-Conunittee
was also told that C.O.B. ficences were given to those firms which had taken “effective steps’™. Rule 2, (ii) of the
Rules framed under the IDR Act defines “cffective steps” as one or more of the following :—

(a) that 60 per cent, or more of the capital issued for an industrial undertaking which is a public company
within the meaning of the Indian Companies Act, 1913 (VII of 1913) has been paid up;

(b) that a substantial part of the factory building has been constructed;

(c) that a firm order has been placed for a substantial part of the plant and mechinery required for the under-
taking.

It appears from the discussions which the Sub-Committee had with the Secretaries of Ministry of Industrial Deve- *
lopment, Ministry of Petroleum and Chemicals and D.G.T.D. on the 7th Feburary, 1975 that no verification was
made whether effective steps had actually been taken by the firms applying for C.O.B. licences. But they wert
issued on the strength of information supplicd by the applicants in their applications. The Committee feels that it
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js not consistent with the provisions of the IDR Act. Section 14 provides that “before granting any licence or per-
mission under seciion T, TLA, 1Y or secrion 29-B the Central Government may require such officer or authority
as it may appoint for the purpose, 1o make « full and complete investigaiion in respect of applications received in
this behadf and report to it the result of such investigation and in making any such procedure as may be prescribed”.
This provision s 2 ocen N« hefor s o e giviog COLS. Heances.

(0. The Sub-Commitiee has come to the conclusion tha :

(1) ona propar interpretation of the IDR Act, permission letters could not be issued for new articles whether
the firm has been given certiticate or registration or a licence unless a new licence has been obtained by the
fivm for the manufacture of a new article as defined under the Act and clarified by the Controller of Trade
Marks;

(2) before granting C.O.B. licences and D.G.T.D. or the authority should have verified whether effective
steps have been taken by the firms in accordance with the provisions of Section 14; and

(3) the issuance of permission letters and C.O.B. licences to foreign firms have given undue advantage to these
foreign firms to the detriment of the indian sector.

The Sub-Committee, therefore recommends that so far as the bulk drugs are concerned, having regard to the
national need for bulk drugs, the permission letters and C.O.B. licences issued to these companies may be

regularsed on condition that—
(a) all bulk drugs are manufactured from the basic stage; and .
() 309 of the production of the busic drugs should be made available to non-associated Indian formulators.

11. So far as formulations are concerned, in order that there may not be a1 gap between production and market
demand and thereby creating a shortage in the market, the Indian companies applying for the manufacture of such
formulations should be given licences liberally forthwith and the foreign companies should be asked to switch over
within onz year to the manutacture of bulk deugs and formulations te the extent of 509 of the production of basic
drugs by them and the balanc: 50% w be supplied to non-associawed formulators.

1—M of Pet. & Chem./75—19



ANNEXURE—IN
(Thapter V—--Para 13-k}
Fiseess Production of Balk Drags by Drug Stanufacturing Firms

S Name of the Porcian Lo Unit Licen-  Permis- Production Excess !
No. Company  cauity ced sible
Vo Capa-  Capa- 1971 1972 1973 1971 1972 1973 ;
[ Il .
1 2 3 4 5 6 7 8 9 10 11 12 13
1. Burroughs 100 Bephenium  iydroxvpa~ T s 6.25 8.46 11,91 9.99 2.21 5.66 3.%
Wellcome pthoate
Cyclizine Hcl, Kgs 250 312 419 534 392.30 107 222 80.30
D.C.C. . T 2 2.5 6.3 7.4 6.612 3.8 4.9 4.112
Isoprenaline Sulphate Kgs. 100 125 303 114 252.42 17R — 127.42
Paracetamol . . T 3 3.75 7.6 10.7 0.868 3.85 6.95 —
Succinyl Gholinechloride Kags. ) 6.25 89.7 71.5 53,70 83.25 65.25 47.45
Zine Undceceylewate Kgs. 200 250 302 485 259.77 52 235 9.77
2. May & Baker 100 Metronidazole Kgs. 602 750.5 5941 6922 7662 5190.5 6171.5 6911.5
Limited. Promaitazine el Kgs. 500 625 1028 858 2055 403 233 1430
Peametiarzine S-
Chlorotheophyliine Kgs. 300 375 216 396 461 — 21 86
Di-ivdochlore B
Hydroxy Quinoline Kgs. 4200 5250 1572 5938 4573 — 668 —
Neptal Kgs. 136 170 175 186 272 5 16 102
3. Roche Produc:s 89 Dehydroametine Kas. 95 118,75 199 300 19.0 80.25 181.25 —
Vitamin A MMU 15 18.75 23.52 27.81 26.79 4.77 9.06 8.04
4. Pfizer Limited 75  Chlorproparaide T 1.5 1.87 11.97 12.90 9.08 9.10 11.03 7.2!
Oxytetracyeline T 9 11.25  30.82 39.00 33.79 19.57 27.75 22.54
5. Glaxo Labs., 75 Beta fonone T 60 75 96 103 100.07 21 28 25.07
Caiciui Sennosides T 3 3.75 4.73 3.28 2.29 0.98 — —
6. Wycth Lab, 74 Methyl Testosterone Kas 44.40 55.50 50.70 67.90 73 — 12,40 17.50
Limited
7. Cyanamid Lab. 65 Tetracycline T 10 12.5 16.7 20.1 18.23 4.2 7.6 5.73
8. Ciba of India G5 Suiphonnamides T 95 118.75 146.8 136 81.69 28.05 17.25 —
Limited Meprsol Kgs. 500 625 763 573 637 138 — 12
Crudc Quinone Kygs. 2850 3652 2185 4125 4518 — 562.4 966
Salt Antreryl Kgs. 415 503.75 629 467 369 125.25 _ —_—
9. Merck Sharp 60 Vitamin B12 Kygs 72 90 94 142 123.60 4 52 33.60
& Lohmed
10. Bayer India 57.45 Chlorequin Phosphate T 4 5 22.3 22.8 10.32  17.3 17.0 5.32
Limited Entedot Kgs. 200 250 126 500 Nil — 250 Nil
11. Scarle India 57 Aldaotane Kags. 28 35 N.A. 36.55 41.9 — 1.55 6.9
Limited.
12, Hoechst 50 Tolbutamide T 36 45 60.47 S57.99 65.54 15.47 12,99 20.5%4
13, Wander Ltd. 49 PAS & Iis Salts T 120 150 146.4 150.7 135.82 — 0.7 —
14. Synbiotics 48 Streptomycin T 62 77.5 92.89 94.73 80 15.39  17.23 2.5
15. Suhrid Geigy 47.5 Tanderil T 6 7.5 7.9 7.3 7.23 0.4 — —
16. Geoflrey 45 Al-hydroxide Gel. T 216 270 251.4  293.2 323 — 23,12 S3
Manners & Co.
17. Cibatul Ltd 30 Sulpha drugs T 160 200 243 252.21 N.A. 43 52.21 N.A.
18. Atul Products  Nil Menadione Bisulphate Kgs. 150 187.5 232,41 1993 366.4 44.6 11.0 178.9
Limited
19. Sarabhai M. Nil Vitamin C T 120 150 242 259 261 92 109 111
Chemicals
20. Cipla Nil Diosgenin Kgs. 2400 3000 4812 2369 2200 1812 — —_
16-D-hydropregnelons Kgs. 1200 1500 1074 1618 1300 118 — —_
Testo tcrone Kgs. 120 150 175.1 4.1 — 25.1 —_ —_
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Metallurgical Industries
(Vs alineg
(2) Steer castings and forgings
(3) Special sieels
(4) Non-ferrous metals and their alloys.
Boilers and Steam Gen rating Plants

Prime Movers (other than Electrical Generators)

(D Industrial turbines
(2) Internal combustion engines

Electrical Equipment

(1) Equipment for transmission and distributien of electricity
(2) Electrical motors

(3) Ltectrical furnaces

(4) X-ray equipment

(S) Electronic components and equipment.

Transportation

(1) echanised soiling vessels up to 1000 DWT
(2) Ship ancillarics

(3) Commercial vehicles.

Industrial machinery.

Machine tools.

Agricultural machincry
Tractors and power tillers

Earthmoving machincry.

Industrial imstruments: indicating, recoding and reaulating devices  for pressure, te.nperature, rate of fow, wergts, fevels and

the like

Scientific instruments.

Nitrogenous and phosphatic fertilisers falling under (1) Inorganic fu dilisers” under *1~.

ID&R Act 1951. :

Chemicals (other than Fertilisers)

(1) Tnorganic hicavy chemicals

(2) Organic heavy chemicals

(3) Fine chemicals, including photographic chemicals
(4) Synthetic resins and plastics

(5) Synthetic rubbers

(6) Maun -made fibres

(7) Industrial explosives

(8) Insccticides, fungicides, weedicides and the like
(9) Synthetic detergents
(10) Miscellaneous chemicals (for industrias use oniy).

Prugs and pharmaceuticals,

Paper and pulp including paper products.
Automobiie tvres and tubes

Plate glass.

Ceramics

(1) Refractories - )

(2) Furance lining bricks—acidic, basic and neutral,
Cement Products

(1) Portland cement
1) Asbestos cement.

Feritlicers™in thie Pipss Schedt L
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CHAPTER—YVI

RAW MATERIALS FOR BULK DRUG MANUFACTURE

The raw materials required for bulk drug manufacture cover a very wide field. They consist of substances of
vegetable origin like medicinal plants and plant products, of animal origin like glands and organs of slaughered
animals, @ host of organic chemicals and intermediates besides inorganic acids and bases and nutrient m:dia and
golvents for the antibiotics industry. The measures for improvement it Jie supply of plant products have been deal
with in Chapters 11 & V1L As regards glandular products this is dependent on the setting up of modern slaughter
houses and facilities for collection and storage of glands and organs to prevent deterioration of the active principles
bafore they are transported to pharmuiceutical units, Action on these lines has been taken in Bombay by setling
up a mdern abattoir in Dzonar. The Committee understands that several expert bodies have examined in details
the possibilities of setting up of facilitics in other parts of the country and have made comprchensive recommendations.
The Comnmittee is of the opinion that thess valuable raw materials which are being wasted in large quantities, could
be profitably used for biological products, sutures etc.

2. W= have dealt in this chapter with some of the important solvents and nutrients for antibiotics and chemical
raw mterials for synthetic drugs in the supply of which the industry is experiencing difficuly. The list of nutrients
and other raw m1terials required by the antibjotics industry is given in Annexure-1.  Nutrients are mainly agricultural
products and their supply is dependent on the overall agricultural production. But, even if the availability improves
a lot dep=nds on the standardisation of these products to get optimum yields. The industry has had to change its
sources often resulting in different qualities which affect the yields. The list also gives the chemical raw matcrials
and solvent requiremsnts as well for the antibiotics industry. Requirem:nts of imoortant intermdiates and chemicals
for antibiotics and syntehtic drugs are shown in Annexure 1l and requirem2nts of the sam: for other chemical based
industries along with their total anticipated availability.

3. As regards solvents, chemicals and chemical interm:diates excepting the inorganics the problem is quite
complex. Many of the chemical based industries including drugs were established cven before the locally manufactured
organic chemicals and intermsdiates becams available and they still depend on imports to some extent. Many of
these interm=diary products are interrelated in diverse ways to those required by the plastics, dyes, pesticides, paints,
arom1tic chemicals and rubber chemical industries. Several of them have common starting raw materials and several
others are those which are obtained in a complex manufacturing chain and hence form co-products.  This calls for
an integrated development of all the chemical raw materials for the chemical-based industries. The large cxpansion
that is taking place in the manufacture of basic chemicals as also in the chemical based industries are being linked at
the stage of producing interm:diary chemicals which are the starting point of chemical-based industries. ln other
words, the developm:nt of production of the chemical intern: :diates has been a series of exercises on import substitu-
tion which has been achieved in serveral instances. This is a continuous process and not only the existing production
has to be increased but also new ones will have to be taken up as more and more basic chemicals becoine available
and the expansion of the chemical-based industries make it possible to set up economic units of production of the other
intermdiates. _ A rough idea of the expansions necessary in the filed of organic chemicals and intermz:diates required
to feed the chemical-basad industries can b2 visuilis=d by the following approximite break-up of imports of these
products that arc at present being made (—

Chemicals and intermediates :

for Drugs . . . . . . . . . . . . . . . . . Rs. 10 crores
Dyes . . . . . . . . . . . . . . . . . . Rs. 10 crores
Pesticides . . . . . . . . . . . . . . . . . Rs. 5 crores
Plastics, fibres, rubber etc. . . . . . . . . . . . . . . Rs. 20 crores
ToraL . . . . . . . . . . . . . . Rs. 45 crores.

Over and above this, the finish=d products are als» b:ing imyorted and when they are also mide in the country, the
requirem:nts of the interm:diates will go up further thus increasing the scop: for indigznous production of inter-
madiate chemicals.

4. There are certain areas in this filed where the small-scale industries, especially those set up by the technical
entrepreneurs can play a very imyortant role. Guidance from both the users of such intermzdiates as well as the
ressarch laboratories in the country are required in setting up units for their production. The State Governm>nts and
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financial institutions who are offering spcieal concessions for these young entreprencurs need to bz also greatly streamli-
ned for accelerating this developm:nt, There is also a mistaken impression that their efforts should be utilised for
making finished products oaly, starting from bulk mterials mide by the larger industries.  Such activities psed
large marketing abilities and facilitics which the smull entreprencurs haedly posa: " Tlerefore. very often, they come
to griefand blara: the larger units whe havs sush factlitios in not belng able to mrket their produsts, ’

5. In the recent past, large developments lvive teken plass to creass the suaply of basic cruanic chemicals
which form the starting point for the various chemical iternxdiates required by the chemical-basad indusiries.  In
several instances, these have boen linked also within the myjor producing uaits, with the production of chemical
intermzdiates and certain finished products.  Several plants have also com: up to make the interm:diates starting
from these kasic chemicals (0 suppiy the sam: 10 chemicai-basza wmaustries.  Cerlain captive units have also been
set up by the chemical-based industries themselves to miet their own requirem:nts of intermsdiate.  Stiil, several of
them have yet to be linked with basic chemical production to provide their requiremnts and those that are already
being made have to be expanded to reduce the imports. To give a gencral idea of the various basic chemicals produ-
ced and where they have been linked with the production of interm:diates for cheinical-bascd industries, they are
dealt with under the following groups :—

A. Ciemicals based on alcohol.
B. Chcmicals based on coal.
C. Chemicals based on petroleum.

A. Chemicals based on alcohol

6. From the sugar industry, ethylaaleoho! to the extent of 4,03,003 toanes pzr annum is obtained by the for-
mentation of molasses. A numher of basic organic chenneils bassd oa aleohol is pradused in the country and
they arc shown in Annexurc ML

7. Unfortunately, several of thess units iuve not been able to produce to capacity because of diversion of alcoliol
obtained from fermoentation of mlasses for potable use. Potable spirils can be nmade from alcohol obtained from
other alternative raw-materials and there is no justification for diverting low priced molasses-based alcohol for
such purposes. Unfortunately, many States are giving priority for supply of molasses based alcohol to potatle
spirits mainly frem revenue considerations and are starving the alcohol-based chemical plants which have been
sct up at considerable cost resulting in under-utilisation of their capacity and shortage of the concerned chemical
preducts which, in turn, have resulted in shortages of chemicals and interm:diates required by the chemicai-based
industries. The samz is true of cthyl alcohol required as a salvent in the pharmiczutical industry.  The difficulty
in obtaining alcohol for pharmaccutical and other industrial uses arises presumably because of the
existing system of pricing and distribution  control in regard to molasses.  This system which originated in  the
treatm>nt of m>lasses as a waste product, has now becom: ozi-dited coasidering the very large dem ind for molasses
for the production of alcohol needed for industrial use. The Chrmmittes understands that this question has received
the attention of governm:at but because it happens to be a Siate subject, there have been dificulties in evolving a more
rational and effective system of pricing/distribution controls 021 molassas which would protect the supplies for indus-
trial use. The Committee recommnds that this question should be pursued vigorously, so that the essential require-
ments of alcohol, particularly of the chemical-basad industries are mat with, irrespective of the flactuations in the
output of sugar and, therefore, of molasscs.

8. It has been brought to the notice of this Committes that different States charge different rates of excisz duty
on alcohol with the result that there is disparity in prices and availability. The Committee recomm :nds that (yvern-
m:nt should examine this question and ensure that this disparity is eliminated.

B. Chemicals based on Coal :

9. Chemicals based on Mecthane and Methyl alcohol are shown in Annexure 1V. Here alsc, difficultes are
encountered as, today, there is only one source for m:thyl aleohel, namely Feriilizer Corporation of India, Trombay
It is necessary to have an alteraate source to ensure regular supplies of mathyl alcohol, which forms the starting point
for a number of chemicals required by the chemical-based industries.

10. The present position of coal based chemicals is given in the enclosed statement Anneuxre-V. From the
coke ovens of steel piants, 25,000 tonnes of benzcne and corresponding quantity of toluene is obtained but hardly
15,000 tonnes are made available to the chemical industry. The rest gets burnt in the steel plants themsclves,
Alternative substitutes should ba used in the steel plants and valuable chemicals like benzene and toluene should be
released for the various intermzdiate producing plants in the country, which are set up for the purpose. An impor-
tant source of organic bases is the acid sludge obtained from the acid wash of coke oven gases as they contain valuable
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pyridine bases. If these are pooled from all the coke-ovens of Steel plants, valuable by-products like pyridine
lines, and quinolines can be recovered. They will provide starting materials for 2 number of other chemicals re
by the chemical-based industries. At present the acid sludge is a total waste. Steps should also be taken to
that m the coke ovens of the new Bokaro Stes! Plant, where 45,639 tonncs of benzene and the corresponding
of toluene could be obtained thereform, are recovered and made availabie to organic chemical industries.

C. Chemicals based on Petroleum :

11. With the discovery of petroleum resources in the country and the installation of large number of refi
a very rich sourcs for organic chemicals has becomz available. Several petro-chemical units have been set
produce a large number of organic chemicals. Thesz petro-chemical industries have been set up near the re
and are clustercd around with a number of other chemical based units. This is because certain primary manufa
processes such as reforming and cracking give rise to a number of different gascous fractions which cannot be
ported over long distances and must be converted at adjacent locations and economic uses for others have to be
by recycling them to petraleum refineries for conversion to petroleum products.

12. The total quantity of crude distilled in the oil refineries amounts to 22 millioa tonnes, out of which 7n
tonnes arz obiained locally and 15 million tonnes are imported. When the crude oil is obtained from the oi'
associated gascs largely methane and ethane are also botained which are today largely used as fuel or for
genzration.  There are also certain off-gases obtained from petroleum conveision opcrations at the refinerey an
are mostly flared and intoms instances used in the fertilizer plants. Among the light fractions obtained fra.
refineries there are again gaseous compounds. The earlier ones which are mostly m-zthane and cthane are us
captive heating and stcam generation in the refineries.

13. The others which are propane and butane are liquified and used as domestic fuel after filling in cyl.
(LPG). Out of the liquid fractions, those with low boiling points between 25° and 60° C are used as petroleum
as a solvent in the extraction of active principles of plant materials and for other purposes. The most imps
fractions for the petro-chemical industry are the fractions which have boiling points between 60° and 125° C (Na
and are the source of petrol or motor-spirit and also petro-chemical and fertilizer feed stock.. The interm
fraction between 125* and 180* C is also used as petro-chemical feed stock but progressively more as fertilizes
stock. These fractinns comprise 15% of the crude distilled and roughly amount to 3.3 mil. tonnes. The |
chemical industry uses less than 1 million tonnes, of this today but with the expansions that are taking place, thi

be increased considerably.

14. There are at present two pstro-chemical reformzrs and four pztro-chemical crackers, of which the Ia
cracker is under construction.  Various primairy and dowan-stream products that are obtained and planned for pr¢

tion are given in Annexure-VI.

15. In addition, several drug manufactucs produce their own intermediates for their captive requirements
could, if nccessary, increase their production to meet other’s demands. One of the examples is INDIAN DRUGS -
PHARMACEUTICALS LIMITED's intermediate plant at Synthetic Drugs Plant, Hyderabad. There
other firms in the private scctor, who make intermediates which are given in Annexur V1L

16. It is seen from the various statements, which are illustrative and not exhaustive, that a large numb:
intermediate chemicals are being made. The main problem is the supply of basic chemicals to increase their pro
tion and expansions in their capacities. With more refinerics that have been planned and associated reformers
crackers that wiil come up, there will be an increasing supply of the petro-chemicals. Similarly, for coal based in
tries and alcohcl based industrics, a better rationalisation in the use of the basic raw-materials will result in b
utilisation of their capacitics. Linking of basic chemicals with intermediates required by chemical based indus
not yet produced in the country is a continvous process and a challenge that will have to be taken up both by thein
trics and the R & D institutions in the country. Wherever technologies are available in this filed, there chouid b
hesitation in obtaining the best.  Our efforts should be concentrated in improving them further. Harnessing
potentialitics of the technologists that are coming out of the educational institutions, is another important fz
in this direction. Thc integrated development of chemical raw materials and intermediates is the main factor
will increase the technical base of the country and that makes all the difference between a developing and devek
country in so far as chemical industry is concerned. Once this is achieved a two way flow of chemical prod
and know-how with developed countries could be established. Processing a large number of imported prod
does not build the required base even if it be by mainly Indian owned firms but on the other hand only incre
our dependence on other countries. Hence, whatever facilities are available in this direction in all sectors O_f
industry, should be fully utilised to raise the technical base of the country which only can increase our barga:
power and put us on the map or production of chemical and chemical-based products including drugs.
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17. As will be seen from Annexure II the demand for intermediates by the chemical based industries including
drugs will be large and indigenous production of more of the intermediates will have to be planned. In many
instances the requirements of drug industry from only a small percentage of the total demand. The two major
raw materials  required for making the intcrmediates are benzene and tolucne, especially the former. Even
with the full capaciiies of the netro-chemicals reforranrs in operation and complete recovery of these fron the coke
Qvens, the production will fall short of country’s requirement by the end of the Fifth Plan period.  As ali the naptha
produced is not being tully utilised, reformer units should be set up another existing refineries and also those pro-
posed to be set up for recovering aromatics like benzene, toluene and xylene. This will enable more intermediates
being produced for the drugs and other chemical-based industries.

18. At present 48 bulk drugs including a few intermediates and ckemicals are imported thre.gh  Statc Trading
Corporation. This system of canalisation was introduced from April, 1970, with a view to :—

(i) check the possible over-pricing of drugs by some companies ;
(ii) assist the small-scale manufacturers who are large in number in the procurement of raw materials ;
(iii) obtain the drugs at cheaper prices as a result of bulking imports, and

(iv) regulate excessive imports by the actual users direct to protect the growth of the local industry engaged in
the manufacture of such items,

Drugs falling within the prcduction range of Indian Diugs and Pharmaceuticals limited are handed over by State
Trading Corporation to Indian Drugs and Pharmaccuticals Limited for disiribution along with the quantum produced
by them. In other cases like Vitamin-C and Chloramphenicol, State Trading Corporation, itself distributes the drugs
imported by them and also issues release orders on the indigencus manufaciurers of the concerned drugs taking their
productilc;‘n into account. The remaining canalised items imported are also distributed by the State Trading Corpora-
tion itself.

19. The release orders for canalised items, except for a few chemicals as mentioned in the import Trade Con-
trol Policy book, are issued to the various formulators-those registered with the Directrate General of Technical
Development under the industries (Development and Regulation) Act and in the small scale sector, based on the
recommendations made by the concerned State Drug Controllers. In the case of units registered under the Industries
Development and Pegulation Act, the raw materials are released on the basis of the best of past two years consump-
tion of the individual items. In the case of small scale unit, some incremental allocations are made over the past
consumption on the following pattern :—

(a) Additional 309 to units having a turnover of less than Rs. 1 crore ;
(b) Additional 15% to units having a turnover of Rs. 1 crore and more per annum, and

{¢) Additional 509 to the small scale units situated in the State of West Bengal, irrespectiva of their turnover.
DGTD units are also entitled to claim more releases if the allocations made to them fall below their requirement as
per licensed/approved capacities for the production of the concerned formulations. Additional releases are also
made for meeting Government Orders, subject to their being certified by the Drug Controllers of the States.

20. Besides, some bulk drugs and chemicals are also canalised through State Trading Corporation. In addi-
tions to this, the actual users in both the settors-organised and small scale, are given import licence for other drugs
and chemicals on actual users basis.

21. As is well known the number of manufacturing units is more than 2,500 and each one needs different raw
materials and bulk drugs depending upon their production pattern. While it would be ideal to canalise the import of
all the chemicals, solvents and drugs consumed by the entire industry through a centralised agency, it would be practi-
cally un-manageable to handle such canalisation effectively.

22, The Committee, however, feels that it is necessary that there should bs a central agency for imnort of all
bulk drugs and intermediates needed for the 117 essential formulations indentified by the Committee. This should be
done by the National Drug Authority sugguested by us separately in this Report. It would be one of the functions of
this Authority to import raw materials and also the ingredients required for these drugs and distribute them to the
manufacturers. The N.D.A. will stipulate the quantities of formulations that should be produced by firms out of
the bulk drugs supplied to them and ensure that the manufacturers utilise the bulk drugs properly. ~ Although, it
would be desirable to regulate the import of raw materials for all formulations, the Committee, feels that a beginning
should be made in regard to 117 for.mulat.lons indentified as essential by the Committee. -It is also hoped that as the
National Drug Authority expands, it would progressively undertake the distribution of all drug formulations manu-
factured in the country.
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23. As regards the bulk drugs produced indigenously, the Committee, understands that while many of the
are themselves consuming drugs for captive use, some other manufacturers do not find a market for the bulk ¢
produced by them. Tt would, therefore, be desirable to have a centralised agency which would advise various 1,
facturers 1o resTnte their production in accordance with the demand patiern and would also centrol the distrita
of the drugs o produced among formulators. t has to bu approciated that the task involved in this eperation w
be stupendous considering the numbei of the bulk drugs involved and the formulators requiring them. The
drugs indigenously produced and the chemicals required for the production of 117 items identified by this Commi
should be pooled by the National Drug Authority and distributed to the manufacturers according (o their requirenx
Ultimately the bulk drugs produced in our country, which are necessary for production of drugs other {

those indentified by the Committee should also be pooled and distributed by this Auihority.

24, Presently, there is no organised distribution system in respect of the chemicals, solvents or basic
materials produced in the country and consumed by this industry. Fach drug manufacturer has to arrange for
requirements and in the case of any difficulty experienced by any manufacturer in obtaining his raw-materials
nitric acid, glycerine, alcohol etc., assistance of government is sought. Government, in turn, assists such en
preneurs by asking the concerncd manufacturers of chemicals etc., to help. Such eflorts, however, have yiel
very litile results. In a few cases like alcohol the efforts have failed. Ultimately, however, the National D
Authority should take up the responsibility of coordinating the production and distribution of the chemicals wh
are excl'isively usep for the drugs manufactured in the country. In the case of alcohol, this Authority sic
persuade the State Governments to car-mark the bonafide requirements of the drugs industry.

25. Similarly the same organisation should look after the requirements of packaging materials like glass/plas
bottles, rubber stoppers, cellophare/aluminium strips and such other essential packing materials required by *

drug industry.

Summary of Recommendations

The Committee understands that several export bodies have examined in detail the possibilities of setting yj
facilities in various part of the country, like modern slaughter houses, facilitises for collection and storage of glar
extraction of active principles etc. The Committee is of the opinion that these valuable raw materials which are n
being wasted in large quantities could be used profitably for biological products, sutures etc.

(Chapter-VI. Para 1)

2, In regard to manufacture of chemical intermediates, the small scale industries expecially those set up by tk
technical entrepreneurs can play a very important role. Guidance from both the users of suca intermediates as we
as the Research laboratories in the country are required in setting up uints for their production. The State Goverr
ments and financial institutions who are offering special concessions to these young entrepreneurs need to b
streamlined for accelerating this development. .

(Chapter-VI. Para 4)

3. The Committee understands that the question of distribution of moiasses for the production of alcohol ha
received the attention of the Central Government but becuase it happens to be a State subject, there have been dif?:
culties in evolving a more rational and effective system of pricing/distribution controls on molasses which would pro
tect the supplies for industrial use. The Committee recommends that this question should be pursued vigorous},
so that the cssential requirements of alcohol, particularly of the chemical-based industries are met with, irrespectiv
of the fluctuations in the output of sugar and, therefore, of molasses.

(Chapter-VI. Para. 7,

4. It has been brought to the notice of this Committee that different States charge different rates of excise duty
on alcohol with the result that there is disparity in prices and availability. ‘The Committee recommends that Govern
ment should examine this aspect and ensure that this disparity is eliminated.

(Chapter-VI. Para 8)

S. Presently, there is only one source for Methyl alcohol. It is necessary to have an alternate source to ensure
regular supply of methyl alcohol.
(Chapter-VI. Para. 9

6. Valuable chemicals like Benzene and Toluene should be made available to the chemical industry and these¢
should not be used as a fuel as is done in the Steel plants. Steps should also be taken to ensure that in the coke over
of the new Bokaro Steel Plant where 45,000 tonnes of benzene and the corresponding amount of toluene can b
obtained from the coke ovens should be recovered and made available to organic chemical industries.

(Chapter-VI, Para 10)
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1 7. The acid sludge, obtained from the acid wash of coke oven gases contain valuable pyridine bases and this
shonld Pe pooled from all the <yol wleats, for recovery of valuable items like pyridine, picolines, and quinolines.

(Chapter-V1. Para. 10)

recuired by chemical-based industries not Vet produced in
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(Chapter-VI. DPara. 17)
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Committee, shoudd be nooled by the NDA and disiributed to the manufacturers according to their requiremants.

(Chapter-V1. Para 23)

'3 N N
120 NDA should wibe up the responsibility of coordinating the production and disiribution of the ¢hemicais
which are vequirzd far the man dacture of rig in the country,  In the case of afcohol. this Authority » fhould also

porsuade the State Governma.« o cav-mari the bona-fide requirements of the drugs mdustry.
(Chapter-VI. Para 24)
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J by the drug indusiny.
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ANNENURE |

eepivernzat of Raw Maderiags far the Y natactuee of Autibiotics for Achivving Targets for the yoar 78-7¢ in respect or the

Penjcillin .
Streptomycin
Tetracyelines
Neomycin

Raw Materials :—
Carbohydrates

Strach .

Dextrin

Dextrose

Cane Sugar .

Protein Sonrces

Sova Flour .
Corn Steep Liquor (3054)
Gronnd nut mzal

Salts

Ammonium Sulphate
Sodium Sulphate
Ammonium Chloride
Manganese Sulphate

Zinc Sulphate

Sadiuin Bi-phosphate
Sodium Chloride
iPotassium Acetate
Potassium Dihdrophosphate
Acids

Sutphric Acid (Teeh)
Nitric Acid (Tech) .
Hydrochloric Acid (Tech)
Oxalic Acid (Tech)
E.D.T.A.

Alkalies

Calcium Carbonate (Tech)
Sodium Hydroxide (Tech)
Potassium Hydroxide (€T
Calcium Oxide (Tech)
Gases

Amimonia

Chlorine

Nitrogen

Carboxide

Solvents

Butanol

Butylacetate

Methanol

1sopropy!l Alcohol
Octanol . . .

Antibiotics as Indivated below

(Chapter VI Para 2)

S0 mmu
3 ronnes
80 tonnes
10 tonnes

2800 tonnes
400 onnes
158300 tonnes
9600 tonncs

6620 tonnes
6730 tonnces
232 tonngs

4330 tonnes
990 tonnes
N tonnes
10 tonnes

2 2 tonnes

. U.82% tonnes

199 tonnes
190 tonnes
610 tonnes

9300 wnnes
SN0 tonnes
3400 "onaes
230 tonnes

t15 tonnes

£85 tennes
9900 tonnes
320 tonnes
135 tonnes

225 onnes
14.6 tonnes
2130 tonnes

"8 tonnes

2120 tonnes
2340 tonnes
1275 tonnes
56 tonnes
15 tonnes



Queteriary Asoniion Componnnds

Argued R . . . . . . . . . . . . 750 tannes
s ree . . . . . . . . 10 toanes
A

i ! ELEET N

[360 tonnds

NI l;\'('/’fx‘u' o
RO 30 . . . . . . . . , . . . . . . §2.5 tonnes
IR S orermabem . . . . . . . . . . . . . . . 25 tonnes
IR ~124 or cqunadent . . . . . . . . . . . . . . , 52 tonnes
Deacidite T . . . . . . . . . . . . . . . . 50 tonens
Zeocarb - 225 R . . . . . . . . 24 tonnes
,{uu‘v'\luul(’n a
Wan bFminisien . . . R . . . . . . . . . . . . . 1136 tonnes
Vegrtable ot . . . . . . . . . . . . . . 4300 tonncs
Miseellirecis
Pormahde o t307) . . . . . . . . . . . . . . . 355 tonnen
Potasain-, Proas! \ceiote . . . . . . . . . . . . . . . 9ty tonnes

Phonsd aeet o side and Phenytacetic acid 400 tornes



Assiaurr 1

ROGQUIRIAIENTS OF iMPORTANE INTERMEZIMATIS AND CHENICALS

N of Chemical/lntermediate

(Chepter VE=Pura 2y

Unit- Tonnes

Availabiliv, tantcipet

Faanmed

[IENEEIH

cd) demund dememt
1973-79 197379
the i)
Industr
1 2 kS -4
A. Alcohal hased .
t. Acctic Acid 33,200 36.000 2
2. Acctic anhydride 12,156 13,600
3. n-butanol 9,500 10,000 .
4. Butyl acelate 7,230 70.000 2
5. 2-Edwyl hexanol 3,000 20,000
(+ 10,000 others)
6. Euyl acetate According to demand. 8,000
B. Methane & Mcrhanol based
1. Methanol 1,650,000 1 20,000 5.
2. Formaldehyde 1,20,000 75.000
3. Mecthylamine 4.000 6.000
4. Dimethy! sulphate 1.500 2,000 I
5. Methylenc dichioride 7 [
6. Mecthvl chloride 7.000 1,
C. Other derivatives based on alcohol
1. Monochlotoacctic acid 6.000 5.000 !
2. Aceto acetic cster cyanoacetic csler 1.500 2.007 t.
3. Methvl dichloro acetate . 170 00 3
4. Accto acetic ester . 1.500 2,000 b
5. Dicthyl malonate 1.009 1000 1.0
D. Coke-ovea products & their derivatives
', Benzene 20,000 230,000 o,
Z. Tolucne 3.000 FE.000 24
3. Phenol 06.000 20,000 34
. Petra chemicals prodcts
1. Benzene 92.000 2.30.000 24
2. Toluenc 14.000 15,000 25
3. Orthoxylene 31,000 35.000 z
4, Ethyleac oxide 30.000 40,000 -
S. Acrylo Nitrile 24.000 24.000
6. Acctonitrile . 600 1,200 1,7
7. Butanol 6.000 24
(+ 9,000 from alchol)
8. Acetone 29,000 36,000 1
9. MIBK . 3,700 4,000 1,2
10. Ethyl chloride 1,500 1,500
11. Phenol 15,000 30.000

(+ 6,000 from coal)
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16

N

Aot oo b
AS O
. Aniline

. Acctanitide

17. Para-niivo telene

18

. Meta Nitro oluene

19. Ortho Nitro Toluene . .
Other products hased on Toluene & Benzere

200 Acoiapihiinona: . . . .

200 vy chloroboitzoshonone

22,0 C& P aio phenol

23, p-Chilore phenot

2t p-Undorobeazzne sulloiinnede

L 2-5-dichloro mitrobenscne

26, Methyl benzene sutfonate
27, p-niiro zoceto nhepone

280 Benzaldehyae

29, Henzowe acid

W), Benevd chloride

3L Bengel o enide

320 p-ehdoro benvoic acid

I3 20-Dichloro benvoie acid
34, peniiro benzoic aoid

35, m-nitrobenzoic acid

6. ptolume ~ulfonumide
A7, Phenviace amide

3N Pacenh cetic acid &ons sal.

Orher amiseclloncus prodiers

!

5
3
,
'

- Beia Piectiae H

2. Alpha picoline |

I’:\‘iit.Hnu ' r
Gy preofne
[’h\)\‘;i\:i‘c
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4.27°0
(-1 2000 otners)
6.000
( 4- 5,000 others)
2.200
1.100
20
1,900

=0

Pea

P

IBREAD!

15,000

4,000
1.50)
1.630

2,500

1.099
15
1.0
10

)
2.004
2500
Yinu)
1,209
.00
SR

I,u00

‘ 1K)

00
21
TN

e

<000

0,000

4.000
300

)
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“0n




ANNEXURE TI]
ETHYL ALCOHOL BASED CHEMICALS (TONNES)
(Chapter VI—--Para 0)

Acetic Acctic Butyl Run ' l» ~
Acid Anhyd- Acetate
ride
i 2 3 4 5
[udian Organic Chemicals, Khapoli 6,00U 500 From Butanol obiained fiern. cilier pl
Somiya Organo Chemicals (Godavari bm.als) k.mhu- 1,800 Also uacctaldehyde suppiicd for sale,
gaon, Maharasthra

Sirsitk, Hyderubad 3,300 2,900 Major part of acetic anhvdride acetic

used for conersion to Celiulose Ace
Mysore Sugirs, Mandya Karnatak, Mysore Acctate 3,600 1,300 Major part of acetic anhydride s

Myvsore Acctaic for producing Cell

Acctate.
Andhra Sugais, Tanku, A. P, 1.030 750 For sale.
A P.'D. C Hyder 1bau 1,680 For sale.

o - - /.\;u‘d_l(;c- 2 Llhyl Buty! Butxl Remuiks
hyde ch.mol Alcohol Acctatce
acetic
acid

Unmn Carbide, Bombay o 1,363 3,000 3,000 2,730 Part of acetaldehyde and acetic acid ¢

sold
Soimaiva Qrganics, Barabagki, U.P 2,400 — 2,000 3,000
Kolhapur Sugars 2,400 — 1,500 10()0 Also sell acetic acid.

Pol)c hy- P.V.C. Slylcnc Remurks
lene

Chmmiplast, Mcttur —_ 12,000 —  Fromethylencobtained fromaizohol thio

cthylene dicnleride and inst chlo
A.C.C.L, Rishra 13,000 — — From cthylene obtained from alcoludd

Hindustan Polvraers, Vizag

10,000 Based on eilivlene from alrolo! and bevs

from coke oivens.

IFour manufduuun made esters like c(lM acetate to :he extent of 3,930 tonnes.

OTHIER DERIVATIVES BASED ON ALCOHOL CHEMICALS (F'ONNES)

sardesai

Cellulose Products, Bomoa)
Hico Bombay

Colour Chem.

Synthetic & Chemicals, Bareilly

Mono-
chlare
Acetic
Acid
2,050
1.03)
Acctic Pyrazolone Accto- Remarks
Anhvdride Acetic
IZster
200 As 1,500 Pyrazolone is obtained by treating diket
requirzd with pheny! hydrazine. Aceto aceiiv €
i5 obtained by treating diketene with
cohol.
LD.PE.  S.B.R. PV.C. Remarks
Rubber Styrene
— 30,000 — This is based on_ethylene from aleo
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which in turn is converted to styre
with benzene. Butadiene is also
tained from alcohol thro™ acctaldeh
stage and condensed with styrenc
making SBR rubber.



ANSeNeur TV

METHANE AND VUTHVL ALCOHOL BASED CHEMICALS (FONNEw!

F.CL, Bombay has o capaciiy o orodine 37900 tonads ot

e &

gtandard Chemicals, Bombay | . .

Mettur Chem. Mettur Dam
F.C.IL, Bombay

geveral Units (HOC, Atal Drug House. Allicd

Resins & Chem. Newchem. etc.) R
Ganesh Chemicals Industrial Solvents and

Caenicals P. Ltd., Bombay

Atul Drugs, et

Pornwd- Chloro- Methyl Dimethyl
dehade methanes amines  Sulphate
— 5.000 — —
—_ 5.000 — —
— - 1,000 —
83,000 — —_— —
— — — 1,500
Penta Hexamine
Ervthri-
tol
2,400 90

cChapier v -Para 9)
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emarks

Remarks

Peata-ceytivitol is made starting from Ace-
taldehyde & formaldehyde. ™ Hexamine
is made starting tormaldehvde 2nd am-
monia.



ANNECXURE V

COKe OVEN PRODUCTS AND TRHEIR DERIVATIVES

(Chapter VI--Para 10)

Benzene  Naphth-  Toluene  Pyridine Remarks
alene picoline
&
quinoline
Hindustan Stecl . . . . . 25,000 6,000 Corres- —
ponding
: aty.
Bokaro Steel . . . . . 45,000 3,600 -do- — Under planning.
Pooled resources of Hirndustan Stee! &
Bokaro, Acid sludge . . 500 Recovery units to be set up.
PRODUCTS BASED ON COAL-BASED PRODUCTS
B M.C.B. Phenol Pentach-  Phthalic Rémarks T
lorophe- anhydride
nol
Durgapur Chemicals, Durgapur . Matching 6,000 S00 3,300 (expansion by 6,000 based on Oxylene).
for phe-
nol.
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Udex Plant Baroda Refinery

1.p.C.L. Baroda .

NOCIL, Bombay

Union Carbide, Bombay
TP.C.L., Baroda .
plastics & Resins Tuticorin

Ethylene

Propylenc . . .

Butadine .

Benzene

Ethylenc

Propyviene

Benzene
Ethylene

Eihylene & acetylene .

Xylene . .

ANNEXURE VI

PETROCHEANICAL REFORMERS (TONNES)
(Cha, ‘u VI=Dara 14)

Benzene  Toluene  O-xylene  P-xvlene  Mixed
Xvlenes
45,000 14,000 — — —
. . . . . . e — 21,000 17,000 2,500
PETROCHEMICAL CRACKERS .
Fthylene Propylene Butadiene Benzene
£0,000 35,000 7,000 14,000
22,000 5,000 6,000
1,30,000 78,000 22,060 24,000
12,000
(Ethylens & Acctylene)
DOWNSTREAM PRODUCTS MADE BY PETROCHEMICAL UNITS
' LP.C.L.
Ethylene Ethylene L.D.P.E.
oxide Glycol
. . . . . . . . 5,000 20,000 80,000
Acrylonitrile (HCN by products) Me- Acctonitrile Poly propylene
thy! Methacralate Sod. Cyanide
24,000 600 30,000

Ploybutadine

e i e ety st e

Using Alpha paraffin from Superior Kero
Detergent Alkylate senc obtained from the refiner.

As per deraand.

NOCIL
Cthylene Ethylene  Vinyl PV.C.
axide giycol Chloride
12,000 10,000 30,000 29,000
Butano!  Octanai  Acetone Di- MIBK
Aceton —m
6,000 10,023 11,000 2,800 3,700
Styrene  Poivstyrene
. . . 14,000 10,000
UNION CARBIDE
L.D.P.E.
. . . . . 2,000 .
PLASTIC & RESINS
PV.C.
. . . . . . . . . 12,000,
DOWNSTREAM UNITS BY PETROCHEMICAL REFORMERS
LP.C.L.
DMT Polyester
24,000 3,50
159
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p.LL.

Polychem .

Standard Mills |

Herdillia .

H.O.C.

Synthetfc & Chemicals

GSFEC. .

H.0.C.

D.C.M. Daurala
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DOWNSTREAM OTHER THAN PETROCHEMICAL UNITS (TONNES)
ETHYLENE BASED

H.P.D.E. Remarks

———— Jp— — e e ————

30,000

Stveene  PPolystrence

14,000 10,000 Using «1sa Benzene.

Ethyl Chloride
. . . i,300
PROPYLENE BASED
Acetone Phenol
.6,000 10,000 Using also beazene via cumene. Acét

phenone obtained as a by product,
BENZENE BASED

Nitrobenzenes Chloro- M.A.P. B.H.C. Aniline .\cetani Nitro~
benzenes lide c‘.mlm—,J
benzen:
MNB 11,000 MCB 4,250 750 3,500 6,000 2.0% 2,320
DNB 350 ODCB 300
NBSA 2250 PDCB 600
ONCB 1,500
BNCE 1,500
S.B.R. Remarks
30,000 Using heazene Butadiene.

Styrene Caprolactum

30,000 20,000 Syirene using cthylene.
TOLUENE BASED

O.N.T. P.N.T. M.N.T. D.NT.

1,900 1,190 90 356

Benzyl Cyanide Phenyl acetamide Phenyl Acetic Acid

Mostly capative 80 {7

-,




ANNEXUKE VIT
DKUG INTERMEDIATES
(Chapter VI—para 15)

Indian Drugs & Pharmaceunticals Lid.

Hydrazine hydrate 50 %,
Phenylhydrazine
pyrazolons

paraphenctadine
Para Amino phenol
Thiosonzicarbazide
Acetyl Sulfanilamide
Cyano Acectic Ester
Acetyl Acetone
Acetobutrotactone
Dicthylamine
Triethylamine
Monoethylamine
Malonic ester
Sulfaguanidine
Diethyl Carbamly chloride
Trichloroacetone

Warner Hindustan

Beta Picoline

. Alpha Picoline
Pyridine

. Gamma Picoline

P ol N

Atul Products

1. Methyl dichloroacclate

2, Phosgene

3. P. Toluene sulphanamide

4. Etnyl chloroformate

Hico Products

1. Quaternary Ammonium Compounds
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160--200 tonnes

225
Under implementation.

i300
10—30
300

75

220

30

500
119—i25
875

18

6

(Tonnes)
200-—500
50

200—300
50—350

170220
100—150
100
50

-
&



CHAPTER VII

DEVELOPMENT AND FLOW OF TECHNOLOGY

Technology, economy and social utility are very much dependent upon the scale of production, physical r
quirement, market capacity and government policics. The presen* structure of the drug indusiry being .. 1 gohe
io the market mechanism from which vast majority of the Indian population is excluded, it cannot serve the bro:
social goals' cnvisaged.

2. It is necessary in the Indian drug industry to identify a radically new direction to fulfil the social needs an
enhance its technological efficiency. Technology is closely linked up with its social rolc;.. In the 'lnd-ia‘n drug it
dustry, introduction of a new drug or a new process by a unit Is decided on the profitability to an individual entr

rencur. Problems of technology in the drug industry are complex, not only due to the rigorous experiments t
be conducted first in the laboratories, on animals and then or human beings, but also due to the involvement ¢
various sections in the community and their interlinks in the use of drugs. Ina Country like India, where the averag
technical knowledge of the consumer is rather low and technical guidance for hiin is scarce, the role of Governimer.
becomes highly important. The drug manufacturing units, in general, are credited with the ingenuity and expe:
tise to cozen not only millions of citizens, but also the governments and even the most advanced and technicall,
powerful societies could not escape this. Unless the very activities through which such influence could be exer
cised are eliminated, it is difficuli to bring out any marked change in the prevailing system.

3. Technualogical development in any industry has to be comprehensive and it has to be aimed at  achievin,
specific goals.  In the present situation in India, acquisition of process know-how is only one aspect, though impo;
tant, of the maay problem: in the technological developmeat in the rug industry. The ather aspects of the whole
innovation chain are so characteristic of each society that foreign examples or institutions can play a limited role.

4. Technology for the production of bulk drugs is closely interwoven with that nceded for the production
of basic chemicals.” Indeed, in the West, drug industry followed the establishment of the basic chemicals industry,
Europe, led by Germany. had an carly start in the establishment of the fine chemicals industry and actually Ehrlicit’s
pioneering work was inspired and supported by this industry. Later, other countrles in Europe entered this arle
of production of fine chemicals and they were followed by U.S.A. and Japan. Long years of concerned ¢fiort have
provided all these advanced countries with 2 tradition of high level sophistication in the field of production of all
chemicals and, all drugs are in essence chemicals. All these countries have, over the decades, wurked out refiner
ments in cach technology 10 permit bulk production at economic levels, Usually, each country and sometimes,:
even an individual complex within a country, diversifics its base in bulk chemicais production to feed a diverse
variety of chemical-based activities such as synthetic polymers, dyestuffs, drugs and pharmaceuticals for humar
and animal consumption, etc.  Also, many of the large complexes base their drug lines either on their own disco-
veries or on such critical intermadiates, as thzy miy produce, and which have application in more than one of the,
above areas. lt must be emphasized, however, that it is unusual for the same complex to produce all the basic

raw materials and interm:diates that they may need for their individual lines of production in bulk drugs and phar-|
maceuticals.

S. In India. chemical industry was almost non-existent at the down of our independence and our effort in drugs

production amunted really to ounly large scale preparation of simple extracts, and injectibles and the latter two
groups were often prepared from jmported materials.

6. Chemical jndustry has come a long way during the past 27 years and we have today a reasonable base t0
pick up challenges in this technology-iatensive industry with confidence. Indeed, working of Hindustan Organic
Chemicals Ltd. (H.O.C.) and Indian Petrochemical Corporation Ltd. (LP.C.L.), the Durgapur complex and as
number of units in the private sector manufacture today a large variety of chemicals based on down-stream products
of coal-_tar distiilation, moiasses-based alcohol, petroleum, etc. These is, of course, need for increased productivity
ina 'rat.xonalised manner of all that we produce now and diversification of production to cater to national needs ob
a priority basis. Quite apart from working out and establishing large scale technslogy, there is now in existencé
a substantial number of competent chemical engineers, design engineering consultants, other technologists and.
plants for manufacture of sophisticated chemical equipmsnt. And, barring very high pressure re-action vessé
and related equipment, most of the equipm>nt needed for production of drugs is now being fabricated in India.
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7o We have, over e v, smponicd fechnologies tor e producdon of important antibiotics and & number
of bulk svathutic druga by i v bz and wrivate sectors. Many of these technologies have bern subs antially
refined DY Indigenony et far betey o gmons o prodacion, Besides, cviveangy for sovernd products has been

eveloped withio @1e counga . 0 0 - ohengs nove been et with eontivencs and our base of  techinolovicad
; - . > : S

compen v on date guite e e Bk DU cont iy iy now poised not el te ghsorb tecanalogy of

anv eomplaiy that o be fme e o3 Das e s on o ise wad imuovaie production technelngies with competence

and complete confidence,

S. There are twe Srosd wreas whers ow ol Louhnad i Sapeeiae o the fiold of pharmaceuticals in our
country.  The first is with regard 10 the existing drugs. 0 produce the essential items in quantities adequate to meet
our incredsing requirements and m iximise productinn from available resources and manafacturing facilities already
estublished.  This, of  course. presupposes that it should be of the required quality. i.e. well formulated and
effective in its therapeutic action and s made available at reasonable prices.  These drugs should cover specific
areas where both prophylactive and curattve actian have to be tgk=n to treat commn Jiseases that zffect large popu-
lation of country.

9. Secondly. there are areas where existing drugs are not really very effective or where no curative drucs exis!
for certain discasss in the country. In this case. technology has to deal with  research and introduction of hetter
and more cfliecacions remedies for treatmant,

~ 10k is narad thai Yh,c first part. i.e. m1.}'1111"\;:1;;_pmd'uuxmn for improvemant of m;muf";zclur.ing technolagy
rationalistng resouraes cto. Likes comparatively shovier time than the second part ie. discovery und mtroduciing of
new druss to trein diseases wingh sull do not have  effective remedices.

L1, The pattern of consumption of drugs i this country does not follow the pattern in other advanced coun-
tries.  This 13 breause of the diiferent ¢limatic conditions, lack of proper supply of potable water in rural arcas
nutritional deficiencies i our diet and lack of hvgienic conditio s of living resulting from want of nroper hnusing'
facilitics, lack of proper collestion and disposal of sewage and other wastes.  In Annexure I are shown 12 bhasic
drags which would make roughly 8077 of value of the tiems required by the end of the Fifth Plan period as worked
outgby the Task Force. Theyv comprise anti-infeciive agenis to a large extent, anti-diarrhoegls, analgesics and
nutrititional  supplements like vitaiains.  Teshnology for the manufacture of mast of these drugs are already avail.
able in the country as several commorcial units are producing them. 29 of these drugs are covered by the essentjal
drugs identificd by this  Comamittee.

12, Increasing supply of raw muterials for increasing production. speciaily for synthetic drugs s essential
Large etlorts have been made v inereise the production of basie chemicals, bath by the cxpamxion of the produe-
tion of mineral actds and morganie salts aid also 1o ihe production of organic chemicals by setting up of recovery
units in the coke ovens attached to Steel Plants, alzohol based chemicals and peirochendcals obaircd from refi-
nery operations. These need to be linfed tn 2 farge way with the production of chemical intermediates required
nut only by the drux industry but by other allied chemical based industrics like dyes. pesticides, plastics, svnthetic
fibres, rubbor chennicals cte. WeThave d.:::lx_ this in NRUE detinl fre the chapter on raw m:ncri:_ll< enumerating the
various steps that huve been taken on hand in this divection and that have yet to be taken up in the future and the
part the national faburatories and the pa.t the farge and sm2ll seale entreprencurs have to play in this connection,

13. Stepping up production of the existing units by improvement of technology through R & D activities and
cfforts of the State ewned research laboratorics are. no doubt, very imoortant.  This should not, however, preclude
obtaining from  abroad crucial technalogy for the purpase. Harnessing our hmited resources of R & D faailities
will definitely vield better resulis by coneentrating on selecied fields and also on improvement of imported Processes.
In this way, we will be able to shorten the period duriag which we have ta depend upon imports of drugs essential
to the community. atiximise the effectivenessand development of domestic research and in the long run build up
competence for export of technolagy developad by s,

14. Some of the udvantages tn following this pracedure are very glaring in tine ficld of antibintics,  With better
Strains and improvement of environmental conditions for the growth of the miro-orvanisms which produce the anti-
1olic molecule, much higher production can be attained from the existing plants.

_ 150 The improvenient of techaology in the field of synthetic drugs involves the improvemsnt of the different
unit processes and operations and sometim:s by reducing the number of steps in the process tiself.  This again,
fequires intensitication of R &D activity carried out within the country.  With the progressive improvement of the
technical base in the country coupled with any improvem: it in the processas obtained from abroad. several of the
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bottlenccks which aflect production could be overcome. This along with our own ingenuity can mean a tota}
new process \Vhlgh_ we cian even offer to other countries. It should bz borne ;in mind that bu?gainhm power of o
cotntry for obkiuining new ischiology is catirely dependent on cur technical base.  The anunt of foreicn excnan
that can be saved by these effouts is evident rom the major imperts of drugs, which ui many cas2s. are 77:«:c>nizut£
because ol inadequate indigeaous production (Annexure 11). ) )

16. With imprqvcd technology and bstter utilisation of capacity not only can imports be reduced but alg
cxports of drugs, which ambunt to Rs. 16.41 crores in 1973, can be increased several-foid. Iven mproved tect
nology can bz offered to other countriss to generate a two-way flow of technology.

17. Another important field where this country can take advantage of the special climate and soil conditio

is the Scientific cultivation of plants required for the drug industry. This potential has not ‘been tapped to an

" appreciable extent so far. Cinchona, poppy, ipecac, ergot, etc. are mainly cultivated by Governmanial agencia
while some other plants like mentha, eucalyptus, citronella, dioscorea, etc., are culiivated largely by the }ri\'a;
sector. This is becausc large investments have to be made in conditioning the soil, importing the required seed
and adopting otlier agronomic practices for commercial viability, This aspect has been dealt with separately -
Chapter iil. Today, there is considerable demand for piant products in the world insnite of the advances in chemic.
technulogy and developm:nt of cheaper synthetics and antibiotics. )

18. The following drugs derived from plant materials have beza identified in the essential drugs mentionec’
in Chapter X:

L Quinine, Morphine, Emetine, T)igm_(in. Methy! ergomatrine, alkaloids of Ergot, Reserpine. Atropine. Phvs
A csiigmine, Hematropiie, Predmsolop:;, Noscapine, Vitamin A, Camphor, Mecnthol, Qils of Clove. Edy
'WL calyptus, Pepperminis, Anecthi, Amsi, Caraway and Cajeput and Belladonna. ¢

The Commiltce notes that most of these products are mauufactured at prescut in the country and ther.lor
there should ordinarily be 19 need of importing any techuology for any of these. However, vitamin A, pred:.iso-
wnc and other steroids, digoxin, belladonna alkaloids and emetine are produced largely by the foreign equity hold
ing units. The Committee rccommends that the National Drug Authority (NDAj should plan and supervise th.
development of indigenous know-how oy utilising the relevant CSIR laboratories, namely Central Drug Rescarct
Institute, Regional Research Laboratory, Jorhat, Dzpartmeni of Chemistry, Indian Insutute of Science. Bangalore.
Departmsat of Chemistry, College of Science, University of Calcutia for developing the indigenous know-how for
these products on an economic scale. The NDA should also plan and supervise the streamlining of productior
technologics of other natural produsts listed in this group. The NDA should also take over the responsibility fo:
the production of an important drus, Quinidine, (which does not appear in the list of identified essential drugs bu.

is Important) froin Cinchonra febrifuge or from quinine itself.

19. The Commitiee fecls that it may be necessary to import the technologies for the economic production
of ergot alkaloids and of the therapeutically active steroids if these are not worked out by the above group of labo-

ratorizs within a period of two years.

20. Belladonna is being processcd'by a large number of units in the private sector and camphor, menthel, oil
of eucalyptus, etc. are produced by units outside the drugs and pharmaccutical field and, therefore, there is no ne
for import of any tecinology. However, there is need for their cultivation on a large scale. ;

21. Three steroidal drugs are required for family planning pill e.g. cthinyl estradiol, norethisterone and not-
gestrol.  Ethinyl estradiol is being produced in this country at present in the private sector both by Indian and fore-!
ign equity companies and ethisterone and norgestrol are not produced in this country at present. The Committee
is of the opinion that the public sector unit at Hyderabad in collaboration with the Department of Chemistry, Indiat:
Institute of Science, Bangalore, Indian Institute of Experimental Medicine, Calcutta, Central Drug Research Insti-
tute, Lucknow and other Institutions engaged in phytochemical research, may be asked to develop the technolog¥,
for these drugs within the next 3 years. 1In the meantime, the Committee feels that since there is urgent need fof
these steroins in the country, purchase of technology for these products may be considered. Norgestrel is a syntheti
product add no separate mention of this will bc made in the synthetic group of | >ducts.
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22. Rescarch and development require large resources. We should, therefore, concentrate on mostly those
drugs which arc essential for discases prevailing in our country. Some of the essential categories are

(i) Anthelmintics
(ii) Anti-leprotics
({iiy Anti-flarials

(iv) Anti-malarials

23. Thae sitwation in respact of the availability of tzchnology for the ditTerent classzs of drugs and pharmaceu-
ticals is outlined hereunder:—

Immunological agents

The Commitiee has identitied the following immunological agents among the essential drugs, as uader:—
(i) Tatanus antitoxin

Sera (ii) Diphtheria antitoxin
{(iii) Anti-venom serum
Vaccine (i) D.P.T. (Triple vaccine)

(1i) Polio (Types I, T1, 1)

(iif) Typhoid-Paratyphoid A & B
(iv) Cholera

(v) Smallpox (freeze dried)

Toxoid (i) Tetanus
(ii} Diphtheria

The Committee notes that the technology for production of sera. vaccines. antitoxins and toxolds including
those identified as essential drugs, in Chapter X, has bzen evolved and further improved in this country. As at
present, there is therefore, no need to import any technology for this line of endeavour.

24. Out of 117 essential medicines identified by the Committee 44 arc synthetic drugs. The Committee
notes that the following 13 of these sssential drugs are produced in the public sector:—

Piperazine salts, Folic acid, Sulphadimidine, Phenobarbitone, Vitamin Bl, Vitamin B2, Analgin, Diethyl
Carbamozine Citrate, Para amino Salicylic Acid, Thiacetazone, Nicotinamide, Sulphacetamide and Paraceta-
mol.

The.last 6 drugs are also producad in several units of the Indian sector and by some foreign equity sector units.
It is obvious that the technology for ail these is available in the nublic sector und the private Indian sector, and
there is no need to import technology for any of these drugs.

25. The Committee is strongly of the opinion that while facilities should be provided to the purely Indian units
to reach their licensed capacity for chloroguin, public sector must undertake production of this drug in a big way
and fulfil the naticnal targets for 1978-79 and 1983-84.

26. Acetyl salicylic acid and methyl salicylate are produced in the country in the indigenous sector in fairly
large quantities. There is no need, therefore, to import technology for these 2 items.

27. Halogenated 8-Hydroxy quinolines are produced in this country in the private Indian sector from basic

materials and though there is need to matzrially enlarge the production capacity for this drug, there is no need to __

import technology for this item.

28. Succinyl choline chloride, Tolbutamide, Chlorpromazine, Adrenaline, Metronidazole, Furosemide, Hy-
drochlorothiazide, Vitamin D2 and Mepheatermine are being produced in the country Ly the foreign equity sector
in some quantities. Lignocaine is produced in the Indian scctor.  Nor adrenaline is not produced in the country.
}'_hcrc is n=ed for indigenous technology to be developed for same of these items like Metronidazole. Nor-adrena-

mne ete. :

29. The Committee recommends that in addition to R & D laboratories of the public sector, the following
laboratories may be involved in developing these technologies:—

Nationa! Chemical Laboratory, Poona. Central Drug Research Institute, Lucknow. Regional Re-
search Laboratory, Hyderabad.

Other institutions interested in this type of work may also be associated in this work,
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30. Considerable amount of work has already been done for developing the technologics for the productio:'
of the above items in the laboratories of a public sector unit and the above mentioned laboratories.  Pethidine j
being produced by an Indian unit and, therefore, there is no peed for the import of technology for pethidine.

1
31 () The following drugs arc not at present manufactured in this country at all or are manufactured in
only smell quantitites:—

Nitrofurazone, Nurolurantoin. Theophyiine. Aminophylline, Phthalyl Sulphathiazole. Culcium Pep.
tothenate, Chlorpheniramine maleate. Thipentol, Oxytocin, Primaquin diphosphate and Vitamin B6.

(ti) Laboratory scale know-how for the production of the above drugs except for thiopental. primaquin
caleivim pantothenate and chlorpheniramine maleate are available in the nublic sector and in the national !;lboratorics:

(iii) 1t is expected that thesc processes will be put through the pilot scale trials within the next 24 months, Ag
at present, the Committee feels that we should await the results of these pilot scale trials. Howcver, as mentioned
in Chapter 111, para 74, the Government/N.D.A. should assess the availability of indigenous technology in respect
of Vitamin B6 and take necessary decision on the import or otherwise of technology for the same. :

(iv) Technologies for the production of Thiopental, Primaquin, Calcium pantothenate and Chlorpheniam.
ide should, however, be imported because they are not being produced in the country and arc imported. 1

(v) Dapsone is being produced in the private sactor by an Indian unit and also by a foreign equity unit. There:
is no need to import technology for this drug.

(vi) Isoniazid is being manufictured largelv in the private Indian sector and there is no need to import tech-
nology for this item alsc.

(vii) At present ephedrine is being prepared by a foreign equity unit from imported intermediates. Ephe-
drine can be manuluatured cither by purcly synthetic or semi-synthetic processes. The Committec understands
that _the production of ephedrine by semi-synthetic process is economical. A process for this has been developed
by Central Drug Research Institute (CDRI) and is, at the moment, being scaled up, by an Indian unit. There is
no need, therefore, to import the technology for the production of ephedrine.

(viii) Vitamin C is being produced at present by two Indian units and a plant has been set up for the produc-
tion of this item in the public sector also with the assistance of the National Chernical Laboratory, Poona. The
Committee feels that there is no need to import technology for production of Vitamin C. The Committee, however,
wishes to emphasise that the public sector should give the highest priority to the production of Vitamin C to avoid

heavy imports.

32. Diethyl ether, ethyl chloride. sulicylic acid, glyccrine, glucose, carbolic acid, benzoic acid. trinitrogly-
cerine, etc., are large bulk items which find mujor application outside the drugs and pharmaceutical industry. These
are produced in the country and, tiierefore, import of technology is not necessary.

33. Nearly, all the inorganic chemicals (Auncxure HI). except for iodine in the essential drugs list, are being
produced in the country and, therefore, it is not necessary to import technology for any of these. In respect of
iodine, the Committee feels that for the present, this chemical has to be imported.

34. The Committee has identified four antibiotics among the essential drugs. These are penicillin, tetracy-
cline, streptomycin, and chloramphenicol. Penicillin, tetracycline and streptomycin are being produced in the pri-
vate sector and -public sector and chloramphenicol which is being manufactured synthetically, is produced entirely
in the private sector. Whereas the basic technology for the production of penicillin, tetracycline and streptomyvin
is available both in the public scctor and Indian units of the private sector, there is urgent need to obtain high yield-
ing strains of the micro-organisms. One of the public scctor units has obtained a high yielding strain of strepto-
mycin and the Committee recommends that urgent steps should be taken to optimise the production at other public
sector units also by making the new high-yielding strains available to them. It is immediately necessary to acquire
high yielding micro-organisms of Peniciilin and Tetracycline along with the associated balancing technology.

35. Chloremphenicol is being produced in the private sector at present 1d that the productivity in the Indian
unit, in the private sector, has been low due to technological difficulties. Chioramphenicol production is fairly com-
plicated and the Committee fecls that in order to produce the quantity of chloramphenicol required in the country,
steps should be taken to develop this technology indigenously starting from basic raw materials. This work shoul
be entrusted to the National Chemical Laboratory (NCL) and the Indian Institute of Science, Bangalore and Cen-

tral Drug Research Institute, Lucknow,
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36. Sufficient techpological skill is available in the public sector and the indigenous private sector to carry
out formulations of almegt any sophistication. The Committee does not, therefore, consider that there is need
to import any formulation technology whatsoever, The Committee, however, recommends that the public sector
units should set up a formulation R & D unit as early as possible.

37 The Comnudtee recommends that in crder to reduce dependence on import of techinology in  general,
uegent steps should be taken to cquip the public sector units of the industry as also the laboratories mentioned above,
with such R&D and pilot plant cquipmeat as may be necessary for this work. This would include low-tempera-
ture, high pressure and high-temperature equipment including the vapour-phase reaction equipment. The Commit-
tee strongly recommends that in consultation with the above laboratories, the specialised equipment may be pro-

# yided at least at two centres to begin with,

38. The Committee is of opinion that there is urgent need to strengthen the R &D laboratories and pilot plant
units with men and materials. The Committee strongly recommends that early steps should be taken to strengthen
the available facilities in the public sector units, carc being taken that there is a strong design and engineering com-
ponent established in the R & D structure, so that a chemical process that the developed may be indigenously tested
and upscaled by employment of the necessary component of indigenous and competent design and engineering skill.
‘It is of course understood thai wherever necessary, the public sector units should seek assistance from other public
scctor or private design and engineering organisations in respect of unscaling of a given process. The proposed
N.D.A. <hould co-ordinate all these Reszarch and Developmient activities.

39. We have identified in this Chapier areas where the technolagices are cxisting and also such areas where
there is need to develop and tmport technologies. We, however, feel that in general wherever it becomes necessary
for economic reasons or for pressure of time to import a technology or an improvement thereon andjor it is avail-
able without oncrous conditions attachzd to it, such technologies might be accepted.

Summary of Recommendations :

I. There is need for increased productivity in a rationalised manner of all that we produce now and divarsif-
cation cf production to cater to national needs on a priority basis.

(Chapter VII, Para 06)

2. There are two broad arcas where flow of technology is important in the field of Pharmaceaticals in our
country. The first is with regard to the existing drugs, to produce the essential items in quantities adequate 1o meet
our increasing requirements and maximise production from available resources and manufacturing facilities already
establishad. Szcondly, there are areas where existing drugs are not really very cffective or where no curative drugs
exist for certain diseases in the country. In this case, technology has to deal with research and introduction of better
gnd more cfficacious remedics for treatment.

(Chapter VII. Para 8 & 9)

3. Stepping up of production by the existing units by imporvement of technology through R & D activitics
and efforts of the State owned research laboratories are very important. This should not, howaver, preclude obtai-
ning from abroad crucial technology for the purpose. Harnessing our limited resources of R & D facilities will
definitely yield botter results by concentrating on selected fields and also on improvement of improted processes.

A}

(Chapter VII—Para 13)

th 4. Another important field where this country can take advantage of the special climate and soil conditions is
¢ scientific cultivation of plants rzquired for the drug industry.

(Chapter VII—Para 17)

od 5. The National Drug Authority should plan and supervise the development of indigenous know-how of natural
I’h ucts by utilizing the relevant National laboratories, Educational institutions, etc. on an economic scale. It
ould also plan and supervise the streamlining of production technologies. The National Drug Authority should also

qui:ﬁgve'r ﬂl]t? responsibility for the production of an important drug-Quinidine-from cinchona febrifuge or from
e itself.

M of Pet. & Chem./75—22
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6. i may b necessary (o import the technologies for the economic production of ergat alkaloids ¢
therapeutically active steroids i these are not worked out by the above greup of kubroatories within a peri
years.,

(Chapter \Vli-

7 There s need for dhe cultivaiion of ment W cucady puts oil bearing plants on a large scale.
(Chapter VI

8. The Public Scetor unit at Hyderabad in collaboration with the Department of Chemistry, Indian Ir
Science, Bangalore, Indian Institute of Experimental Medicine, Caleutta and Central Drug Research Institu
now, may develop the technology for cthinyl estradiol. nor cthisterone and norgestrel.

(Chapter VIil—

9. R & D 2forts should be concentrated rowards the development of techlology for new drugs reg
treatment of diseases prevailing in our country, such as (i) Anthelimintics (if) Aati-leprotics (iii) Anti-fil
Anti-malarials. - -

(Chapter V1i---

10, Indigenous technology should be worked out for succinyl choline chleride. chlorpromazine. ads
metronidazole. furcsemide, hydrochlorothiazide and nor adrenaline.

(Chapter  VII—P:

11, In addition to the R & D faboratories in Public Sector the fotlowing luboratorics may be involved
loping these technologies :—

National Chemical Laboratory. Poona «~

Central Drug Rescarch Institute. Lucknow ¥

Regional Rescarch Laboratory. Hyderabad.

(Chapter VII—-2

12, In regard to the drugs mentioned in paragraph 31, laboratory scale technology is available and {t iy e
that these processes will be put through pilot plant scale wials within the next 24 montis,  The results of the
plant trials should be awaited.  Govi./NDA. should . however, ascess the availability of indigenous techuo
respect of Vit 8 and take necessary decision on the import of technology.  Technologies for the produc
thiopentai. primaquin. calcium pantothenate and chlorpheniramine should be imporied.

(Chapter VI —Ps

13, Thereis an urgent need to botain high yielding strains of i micro-organisms.  One of the public

unit has obtained a high yiclding strain of streptomycin and the Committee recommends that urgent steps shc
taken to optimise the production at other public sector unit also by making the new high-yielding strains avail

thenmi. 1115 immediately necessary to acquire high yiclding micro-organisms for Penicillin and Tetracveline alor
the associated balancing technologics.

(Chapter VII—Di

14. In order to produce the quantities of chloramphenicol required in the country, steps should be ta
develop this complex technology indigenously starting from basic raw materials. This work should be entru
N.C.L. and the Indian Institute of Socience, Bangalore and Centra) Drug Rescarch Institute. Lucknow.

{Chapter VII—Pa

5. The public sector unit should set up a formulation R & D unit as early as possible.

(Chapter VII—Ps

‘¥_ —_ =
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{6. In order to reduce dependence on import of technology in general, urgent steps should be taken to equip
the public sector units as also the laboratories already mentioned, with such R & D and pilct plant equipment as may
be necessary for this work, This would include fow temperature, high pressurc and high-temperature equipment
including the vapour phase reaction equipment.  The Comunitiee strongly recommends that in consultation with the
ahave laboratorics, the above speciansed eauipment should be provided af least at «wo centres (o begin with.

(Chapter ViI—Para 37)

17. Early steps should be taken to strengthen the available facilities in the public sector units, care being taken
that there is a strong design and engineering component established in the R & D structure so that a chemical process
that may be develoned mav be indigenously tested and upscaled by employment of the necessary component of indi-
genous and competent design and engineering skili. Wherever necessary, the public sector units should seek assista-
nce from other public sector or private design and engineering organisations in respect of upscaling of a given pro-
cess. The proposed N.D.A. should coordinate all these Research and Development activities.

) (Chapter ViI—Para 38)

18. The Committee has indentified arcas where the technologies are existing and also such areas where there is
need to develop and import technologies. The Committee, however, feels that, wherever it becomer recessary, at
any point of time, for cconomic reasons or for pressure of time to import such a technology or an improvement thereon
and/or it is available without oncrous conditions attached to it, such technologics might be accepted.

(Chapter Vil—Para 39)



Units
1. Periciilin T80 MMU
2. Streptomycin 823
3. Chloramphenicol 3%
4. Tetracycline . . 200
5. Nicotinic Acid/Amide 600
6. Sulphadimidine 1010
7. vitamin C . 900
8. Analgin 400
9. PAS . 1000
10. Ampicillin 15
11. Oxytctracycline 20
12. Vitamin Bl . . 100
13. Oxyphenyl Butazone 30 ]
14. Vitamin A . . 30 MMU
B I1EMS
1. Chloroquin 130
2. Isoniazid . . 203
3. Halogenated QOxyquinolines 450
4. Vitamin B12 300 «Kg
5. Aspirin . . . . 1900
6. Sulfadiazine/Sulphadimidine 1220
7. Vitamin B6 30
3. Phenacctin N
9. Panthenol 0
10. Phenylbutazonc 200
11. Vitamin B2 X
12. Insulin 3000 MMU
C ITEMS
1. Paracetamol +0
2. Metronidazole 30
3. Folic Acid . b
4. Phthalyl Sulfathiazolc 130
5. Thiacetazone 70
6. Sulfacetamide . 80
7. Diethylcarbamazine . 45
8. Tolbutamide 73
9. Phenotarbitone 34
10. Neomycin 10
11. Vitamin E 9
12. Piperazine . . . 113
13. Ether . . . . S 530
14. Sulfamerazine . 34
5. Sulfamethozy Pyridazine 17
16. Amidopyrine . . . 20

ANNEXURE [
(Chapter VI, Para 11)

PRODUCTION OF BASIC DRUGS
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R A MATSUFACTLRLD IOINDI

1973-71
Product . o Valee

(Fonnes) (Rstiakhs)
1. Ampicillin . . . . 246 161.0
2. Vitamin C 306 113.0
3. Chloramplienicol (&) 36.0
4. Telracyelin S e
5. Analgin . . . 2y (Y
6. Streptomycin Sulphate . 52 n3
7. Chloroquin . ~ 00
8. Phthalvl Salphathivanle 122 Q0
9. Metronidazole . I3 -
10, Phenyl Butazone, Oxyolieny! Butazone il Tl
Pt Vitamin B2 s o)
12, Vitamin Bl . 2" AT}
13. Pantothenates/Panthenol W2 2o
14. Sulphamethoxy-Pyridazine [ H
15. Neomycin 25 HAY]
Foiw AR
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- Aluminium Hydroaide

- Magnesium Trisilicate

. lodine

. Sodium Bicarbeonate

. Zinc Oxide

. Chlorinated Lime (Bleaching Powdder)
. Magnesium Sulnhate

. Poiassium Chloride

. Amumoniuin Mereuric Chloride

ANNEXURE UL
(Chupter VH, Para 35

INORGANIC CREMICALS

2. Magnesium Hydroxide
4. Sodium Chloride
6. Potassiam lodide
8. Potassium Permanganate
10. Boric Acid
12, Caustic Soda
14. Sodium Sulphate
16. Potassium Sulphate
18. Ferrous Sulphate
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CHAPTER-VIII
Pricing of Drugs and Pharmaccuticals

One of the terms of refernce of the Committee is *“to examine the measures taken so far to reduce prices of drues
for the consunier and to recommend such further measures as may be necessary to rationalise the prices of basie drugs
and formulations.”™  In order to assess the impact of the measures taken so far and also to consider w hat further
steps i any. are needed in public interest, it would be useful to refer briefly to some of the special characteristics of
this industry : and in the light of thesc chracteristics to clarify the main objectives of Governmental action aftecting
the working of this industry including the pricing of its products.

2. The modern pharmaceutical industry is of relatively recent origin. Essentially, the production of synthetic
drugs and pharnaceuticals based on research is a post-World War-I phenomenon ; but during the haif a century since
the modern pharmaceutical industry was born, and part“-ularly after World War-Il, it has grown at a phenomenal
rate. According to an Organisation for Economic Cooperation and Development (OECD) Survey in 1969. the total
market for pharmaceutical products in the OECD countries i.e. North American Continent. Western Europe, Japan
etc. was of the order of 5 10 billion. By 1974, it would have increased still further, and currently, it is likelv to be
nearer $ 15 billion at current prices. Compared to this huge turnover, the production and consumption of modern
pharmaceuticals in Tndia is still minuscule.

3. Unlike some other modern industries such as automobiles or aluminium, the pharmaceutical industry con-
sists of several thousand units ranging from very small establishments which are enigaged in manufacturing specialised
chemicals to ecnormous manufacturing empires with turnover as high as $ 1 billion i.e. roughly about Rs 800 crores.
The wide range in terms of size arises because beyond a certain minimum size which is not very large, the economices
of scale in production are not important in the pharmaceutical industry. Nevertheless, it has been common ex-
perience all over the world that in every country a large number of small firms which are locally owned account for
roughly about 209 of the total sales of drugs and pharmaceuticals. The remainder of the market is controlled by
mostly multi-national units which are much larger in size and resources. The reason why large units generally do-
minate this industry is because the pharmaceutical market is extremely heterogenous and really consists of a large
nuniber of products each differentiated from the other and often protected by patents, In the result, the industry
is highly competitive particularly in the matter of formulations; but this competiticn is not in terms of price but rather
in the form of pzrsuading doctors or in the case of house-hold remedies, consumers, to patronize a particular brand
of drug and formulation. An important characteristic of this industry is a quick product change or product adapt-
tion techniqus which is only partly bascd on proven imporvements is the effectiveness of production combinations.
In large part, the Product adaptation/innovation is essentially @ marketing technique with a view to retaining or
augmenting on2’s share of the market for a particular pharmacopoial product group. Such a marketing technique,
of course, necessarily involves substantial selling costs which in turn have to be added to the costs of the drug. In
advanced industrial countries, the pharmaceutical industry also spends substantial amounts—around 10%, of total
turnover—on drug research and product development. But these expenditures are relatively less significant in de-
veloping countries, including India, and by and large the multi-national corporations use their research outlays in the
parent company to introduce new drugs/formulations by their subsidiaries in developing countries. The use of brand
names as opposed o generic names also enables the industry (o sell essentially similar drug formulations at widely
varying prices.  Quite often, it is difficult for the doctor and almost impossible for the patient to have, at their disposal.
lnfor[natio which would enable them to compare prices of drugs which are virtually identical. Advertisements rarely
mention prices and, in general, the medicai representatives canvass the superiority of their particular brands of me-
dicine with the doctor not on grounds of prices but on other grounds such as therapeutic efiectivencss or advantages
of the new or improved drug. In short, the success of the larger units in the modern pharmaccutical industry is
chendcnt mainly on their ability to develop new products based on research and to create and sustain a demand for
their product; and this is done by cffective selling techniques and by product adaptationfinnovation with a view Lo
help the effective marketing.

relia 4. This particular characteristic of the indu§try ilpplics that in judging the growth or performance of the industry.
trol gcc n}ercly on the value of output can be misleading. Even if, as in Indlg, prices 9f drugs have been under con-
pri ccs\-ler ‘:jn_umbcr of years, the increase in - output could well reflect the introduction of new products at higher
not or and, in any case, in judging the social utility of the industry, what is important is the product composition and

tonly the value of output. This is particularly important in a country like India where general poverty and the
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wide disparities in levels of incomes between different sections exist, special efforis need to be made to  ensurc
the pharmaceutical industry devotes adequate attention to producing the drugs and medicines which are most ¢
o the Lirge mase of poeple and that thesg are marketed at prices within the reach of common man. There is
evidene: i suggest thit while the growih o the pharmaceutical indusiry over the Jas 15 years has  been
impressive i terms o growth of ootpur it has been less so, i1 one (ekes inta account the product compositio
the pricing palicies of the industry. It has been brought to the notice of the Committee that according to «
medical opinton, in a farge number of cuses the therapeuatic uselulnzss of particular drug combinations is son
doudtful :and indeed there are cases where the usage of pharmaceutically etfective ingredients are irrational or
ful in terms of therapeutic value.

5. In the context of the structural charateristics of the drg industry and keeping in view the social objes
of Government, it is important to clearly define what it is tha. we want to achieve through governmental actis
the ficld of drug prices. The per capita consumption of modern drugs and phairmaccuticals in India is curr
estimated to be Rs. 6 per year and according to some sstimates, only about 209 of the population use modern d
Gn a rough estimate it would appezar that the total annual expenditure on drug formulations will probably be b
Rs. 30 per family where the family income is Rs. 4200 per year. The pricing of drugs is thus a socially importa:
sue not because of its effect on the family budzet but for certain other considerations. High prices of drugs, fc
stance, would effect the ability of the public hospitals to cater to the needs of the poor; but even here, it has
recognisad that tie cost of medicines constitutes a relatively small proportion around 12 to 15 per cent of the
cost of the public heatth services.  The reduction in-the price of druga, by itself, therefare, will net make much d
ence 1o the ability of the municipal or siate agencies to provide madical raciiities.  The concern about drug pn
therefore. realty arises from the fact that many of them are esscatial 10 the health and welfare of the commun
and that there is no justification for the drug industry charging prices and having a pradustion pattern which is ba
not upon'the needs of the community but on aggressive marketing actices and created demand. It other we
the main objective of policy has to bhe (o secure a better convergeace of cormmercial considerations and s
needs and prioritics.  The emphasis has to be on increasing the social utility of the industry particularly in the «
text of extreme proverty and the urgent need for extending as rapidly as possible czrtain minimum facilities in te
of preventive and curative medicines to the large mass ol people both urban and rural.

6. It is in this somewhat broader parspective that one needs to view the efforts made so fac to reduce the pr
of drugs for the consumer. Prior to 1962, therc was no statutory control over prices of deugs and formulatic,
Prices were brought under statutory coatrol, for the first time in 1962 in the wake of Chinese aggression and the
claration of emergency. The Drugs (Display of Prices) Quder, 1962 and the Diugs (Control of Prices) Order, 1%
were promulgated uadsr the Dafeace of ladia Act. Thesz orders had the effect of freezing prices of medicines
on st April, 1963.

7. The industry was highly critical of the freeze order on the ground that the prices of various raw materials as
inputs were not similarly frozen. It was also claimed that the blanket frecze was adverseiy affecting the growth
Indian firms of medium and small size.  Government introduced a system of selective increases of prices in 196
and further, 17 essential drugs were identified and were referred to the Tariff Commission for investigation of the
cost structure in August, 1966. Drug Prices (Display and Control) Order, 1966 made it obligatory for the man
facturer {o obtain prior approval of Government before ingreasing the prices of any formulations in their lists as o
June 20, 1966. By an amendment, items with pharmacoppocial nomes vere exempted from price approval. F
emption was also made in the case of new drugs i.e. which had been evolved as a result of original research and we
marketed for the first time.  In such cases, the manufacturer could fix the prices after submitting necessary dat:
and it was open to Government to fix revised prices, if necessary, within 4 months.

8. As a result of their study of the cost structure of 17 szlected essential deugs and their formulations and som
other related matters, the Taritll Commission reeomnanded their faic seling prices and also made certain othe
related recommendations (@3 in nuuber).  The Commission came to the following two broad conclusions :

(1) "The domestis prices of the s:lected drugs are generally very much lower in most cases in other countrie
(24.3).

(b) “By and large tha prices in the lndian market of formulations compare favourably with the prices of simi
lar formulations in the domzstic markets of other countries.”  (24.7).

The higher prices of essential drugs as compared to those in developed countries were said to be due to th
fallowiag more important facters (i) the high cost of equipment, inter-mediates, and raw materials, a good part 0
which was imported (ii) the small size and lower capacities of production as compared to other countries, and (iit
the Patent Law and related conditions for the transfer of know-how.
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9. The Commission took ali these aspect inte account and adopted generally the principle of weigated aver-
age for arriving at fair ex-works price for cach essentia! bulk drug where more than one manufacturer was involved.
The price of cach individuad costed unit was built up after a careful analysis of the data collected by them in respect
of the wewrs 190500 and 190667 i the units and alter dotermining the costs on account of rmaterials, manufacturing
CXPLISG sl Fovue seaeich aad s ling exnenses ineered by them. Provision was also made for 4 pre-tax
retorn of FS per ot on capn ab eaanloved

HO. The Commisidon s tidings i respect of selected Torumlations was thai the prices can bear some reduciion
even alter allowing for all conty and o reasonable retnrs on investmeni. Por arriving at the fair retail prices l'ur'lhc
selested formulations of each firm, the Taritl Comamission computed the fagtory cost comprising of costs of materials
soed packing materials, conversion cost and packing ¢ As regard selling expenses the Commission found that
their incidence varied from company to company and was “rather on the high side”.  Accordingly, they resincted
it to IS per cent of the total fictory cost. The outward freight and excise duties were added on the basis of the then
existing rates. They recommended selling prices included in addition to the above items, a 15% mark-up on the total
cost of sales, i.c. total factory cost plus freight and the selling expenses corresponding to 15 per cent on capital emp-
loyed in the case of essential drugs, the commission of the retailers, the wholesalers and other interm.edgatcs at
dfferential rates  for ethical drugs and non-cthical drugs (i.c. drugs salcable against a docter’s prescription and
those saleable without such a prescription).

11. The Drugs (Prices Coantrol) Order, 1979 was promulgated on 16th May, 1970. The principal objective of
the order was to eflect i measure of rationalisation in the prices of drugs and to huild up a rational system of price
control. - The order was also designed

(i) to bring down the prices of thosz ecsseatial drugs where prices generally remained very high,
(i) to provide sufficicat incentives to the indusiry to maintain/faciiitate its growth from the basic stages and
Lo develop research facilities and expansion in a planned manner,

(iti) to promote diversitizition of entreprencurship in the future development of this industry, and thereby

provide beztter oppariunities, for Indian prrsoanel with requisite technical qualifications, and

(iv) to curb excessive profits,

[2. The Drugs (Prices Control) Order. 1970 was subsequently amended from time to time in the light of the
experience gained in its working and suggestions received from the indsntry and trade.  The salient features of these

amendments and Order are as follows :—
(i) Selling prices tor 17 essential bulk drugs in diffzrent forms were fixed by Government taking into account
the recommendations of the Tariff Commission.
(it) Selling prices of other bulk drugs frocen at the level prevailing immediately before the promulgation of

the order. N o manufacturer, importer cte. were (o be permitted to increase the selling p_ricr:s qf the bulk
drugs withou« prior approval of the Governmeni for which details are required to be turnished in the pre-

scribed form.

(i) In regard to tormulations. certain norms for conversion charges and packing charges were prcsc.ribcd for
reworking the costs and a formula was devised for calculating the prices of all formulations having  due
regard to products of original research and development.

Under the usual ssheme, the formulations were priced with a mark-up of 75% on the total ex-factory cost.
The mark-up includes provision for :

(1) Outward freight,
(1) Distribution costs and the trade commission,
(i1) Promotional expenses, and
{iv) Maaufacturers’ margin.
13. 1In case of formulations involving original work and research, higher rate of mark-up upto 1009 was per-
missible. In respect of formulations involving - original research in India on basic drug a mark-up upto 1507 was
permissible. This order also provided for an alternative schere of pricing. This alternative scheme provided = some

flexibility in the fixation of prices, subject to certain conditions relating to mark-up an-""~"" T and
other formulations and overall profitability not exceeding 15 percent on sales turnnve

I—M of Pet. & Chem./75-—24
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It was provided under alternative scheme that gross profits made by this industry (g(qss profit bcfu.rc -3
will not exceed 159 of turnover in any year; and any €xcess therenf; if carned, shall be funded” separately which ¥l

be utilised, with the prior approval of Government, for following purposes :
(a) Research and development expenditure,

(b) Adjusiments against future profits or losses: and

(¢) Such other purposes as may be specitied by the Central Government from time to time.
. . . &
*During four years of operation of the Drugs (Prices Control) Order, [970. onlv twa camnarizs have fundegif

Rs. 22.52 lakhs. These two companies have aiso not come up so far with any proposal in regard to the utilisatjg
the amount so funded. 1

quantities of drugs, proper maintenance of accounts ctc., have also been ‘made for the effective implementation g
the Order. Prior approval of Government is necessary for revision of prices of formulations once fixed, as well
for fixation of prices of new packs and new formulations. However, small units with a sales turnover of Rs. 5 lakhy
or less were exemipted from getting prior Government approval. This was provided to help small scale manufae
turers.

14. Incidental provisions, such as issue of pricc lists, marking of prices on containers of drugs. sales of sp}:}a
ay’

3

Implementation of Drugs (Prices Control) Order, 1970

15. The Order provided ceitain time limits for submission of revised price lists supported by complete datg®
for approval by the Government. When it was found that there was rise in the selling prices of certain produgts,
Goverament issued an order on 18th August, 1970 whereby the prices of such products where increases had beeq
effected by the industry after Ist of August, 1970, were “frozen” at the level prevailing immediately before the come,
mencement of the Order, pending scrutiny of the pricing data by Government. .

16. Subscquently, necessary approvals after scrutiny of the detailed cost data, were issued in December, 1970
There are over 2,500 drug manufacturing units of various sizes in the country. As, it was obviously not possible
for the Government to examine the detailed price calculations of all these units in respect of the formulations within
the time-limit specified in the Price Control Order, a beginning was made by fixing the prices of the drugs produced
by the more important units numbering about 110. 1t was considered that as a result of operation of the market
forces, the prices of formulations manufactured by other units would have to move in sympathy with those of the
aforesaid leaders in this industry.

17. Details of cost structure of 11,732 packs of formulations as produced by the manufacturers were examined
on a quick basis by the Ministry of Petroleum & Chemicals During a short period by constituting a Drug  Prices
Review Cell .As a result of this exercise, prices of about 44.9% of the formulations/packs were reduced, 36.15%
were kept at the earlier level, and increases were permitted only in respect of 11.459/ of packs of finished formuia-
tions. At the same time new introductions accounted for 7.5/ of the total number of packs cxamined. 1t was then
estimated that as a result of the above exercise, the community wouid have benefited to the extent of Rs. 20 crores
in a total turnover of about Rs. 220 crores.

. 18, In September, 1970 a Working Group was set up by the Ministry of Petroleum & Chemicals under the
Chairmanship of the Chairman, Bureau of Industrial Costs & Prices to examine the cost structure of 24 bulk drugs
and other allied matters. This Working Group also investigated the cost structure of certain formulations and deve-
loped norms of conversion and packing charges of different packs of these formulations. The Working Group
submitted its report in four volumes, the first three relating to bulk drugs and the fourth to formulations.

Reports of the Working Group swere submitted to Government between April to October, 1972. In April
and May, 1974, Government announced its decisions in respect of the recommendations pertaining to norms of
conversions and packing charges. As costs of production had undergone a significant change since the initial
investigation by the Working Group, Government asked the Bureau of Industrial Costs and Prices to examine
whether and to what extent, the carlier reccommendations needed modification. In the light of this examination,
Government also announced its decisions in regard to the prices of 24 bulk drugs. No decision, however, had been
reached on the recommendations of the Working Group in regard to the basis of pricing of formulations i)y the time
the Committee on Drugs and Pharmaceuticals was appointed on the 8th of February, 1974,

19. The price controi on the Drugs and Pharmaceutical industry has thus been in force in one form or another
for more *han a decade. Since 1970, virtually all changes in the prices of drugs and formulations required priof
e "~*u~ The operation of the control, however, had less impact on the structure and level of prices

~ons would have expected in view of the very large proportion of items in respect



177

of which reductions in prices were cffccted.  As pointed out earlier, the Drug Price Review Cell uadertook a quick
examimation of the cost strocture of 31,732 pucks and formulatons and after discussions with the manufacturers,
certain price adjostmients audnly downward were eflected. Insuch an exercise. however, it was only 10 be expected
that manufacitress aarced o Glace 00 prices of those items wihiere e sales vaiue was smail and/cr growth pros-
pects Wiy e While the puice to i ions eonverza aearly 490G the formulations in terms of numbers, o
ermis of total sales of the TTo companios, the proportion was less than 307, Similarly, in the case of more Uiur
1/3rd of the formuletions, prices were allowed o be kept at the carlier levels. In a large number of cascs, these items
which together constitute about 6%, of the sales were also products which carried a much higher mark-up ; and,

therefore, had a significanty higher margin of profit.

26. The review of the trends in profitatility on manufacture of formulations since these were brought under
statutory control by the Drugs (Prices Control) Order, 1970, shows certain interesting results.  Firstly, ther¢  has
been a general decline in the ratio of profitability on sales over the 3 years cnding 1972-73, The iresulis 2re

summarised helow

TABLE
(Pereent)

1909-70  1971-72 1972-73

13 E e vl e tha A7 foreien egquity 19.15 11.59 9.7
(i) 11 i with fess than 309, forcign equity 14,02 9.01 8,234
() 15 0 with no foreign equity . . . . . . . . . 9.11 7.77 3.70

15.47 10.19 §.53

(iv) Aggregate of 58 firms

This general decline in profitability, hewever, covers a fairly wide variation as betw:en units.  For instence,
while the average profitability of companies with majority foreign equity participation has come down from 19,15
10 9.79 % the analysis shows that even in this sector there was a fair number of units with rates of profitability which
were significantly higher than the average. Thus, in 1969-70, 20 units had a profitability rate which was 1255 and
above on sales and even in 1972-73, there were still 10 units in this category. Similarly, in 19€9-70, 4 units had a
profitability rate which was lower than 6%. This number has gone upto 7 in 1972-73. Sccondly, the profitability
of Indian companics with no forcign share-holding has generally been lower than that of companies with [oreign
sharc-holding. There are several reasons for this trend but in large part the difference arises from the fact that the
pharmaceutical industry generally is based on aggressive and competitive selling.  Companies and foreign share
holdings, arc generally older and better established and even after the institution of price control in 1976, they have
a product range which continues to have a wide market acceptability and fairly attractive profitability. Newers
entrants--mostly Indian companics--have had to face the handicap of being late comers in the ficld but even in the
case of Indian companics it ltas to be noticed that in 1972-73, the profitability rates among profit making companies
varied from 1.6, of sales to 10.7°: two units incurred losses.  Thirdly, profitability does not scem to be related to
the size of the units cxcept to the extent that generally units with a turnover in excess of Rs. 5 crores annually
seem to have a somewhat better profitability record.  Otherwise, there is no firm trend suggesting that profitability
of smaller units or units of intermediate size i$ any different from profitability of other units both in terms of levels
of profits as well as the variations as between units.  This would'suggcst that except for very large firms—and these
are also the older established units—the profitability record is more dependent on the productc omposition of units
and their ability in terms of marketing raiher than on scale of production.
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21. The analysis of profitability in the preceding paragraph is based on returns received from the companie:
as required under the Drugs (Prices Control) Order, 1970,  and relate’to pre-tax_ profitability in relation to the
sales turnover of formulations only. In order to assess the profitability of the industry, however, 1t is necessary
10 loch at the performance o the fnaustry not merely in terms of pre-tax profits as a percentage of sales but 1lso other
indicators such as the rate ol profitabiliiy in relation to capital employed or net profits (i.e. profits after paymeny
of tax as a proportion of net worth i.c. paid-up capital plus the reserves). The only source of information for thig
kind of assessment is the analysis of Balance-sheets periodically published by the Reserve Bank of Tdia; and the
coverage of companies is somewhat different from the companies included in the analysis in the above paragraph,
The following table summarises the results of Reserve Bank of India’s analysis of Balance-sheets:

TaBLE
(Rs. fakhs)
39 Companies ’ 42 Companies T
1968-69 1969-70 1970-71 1970-71 1971.72 19;3—-7—3
1. Net worth . . . . . . PR . . 5956 6677 7422 7618 8477 9063
2. Capital employed . . . . . . . . 8493 8917 10320 10691 12015 12922
3. et Sales . . . . . . . . . . 14278 16450 18414 18315 21422 24183
4, Gross Proflt . . . . . . . . . 2708 3394 3289 3347 3564 3831
5. Pre-tax Proflt . . . : . . . . . 2448 3164 3023 3070 3203 318§
6. Net Proflt . . . . . . . . . . 1069 1358 1222 1250 1363 1411
7. Gross Profit to i
(2) Capitalemployed . . . . . . . . 31.9 33.1 31.9 29.7 31.3 29.6
(b) Net Sales . . . . . . . . . 19.0 20.6 17.9 18.3 16.6] 15.8
&. Net proflt to capital employed . . . . . . 12.59 15.23 11.84 11.69 11.34 10.92
9. Net profit to nct worth . . . . . T 17.9 20.3 16.5 16.4 16.1 15.6
10. 1dct profit to netsaies . . . . . . . . 7.49 8.26 6.64 6.83 6.36 5.83

It will be seen that the profitability after tax measured as a return on capital employed or as a return to the
shareholders on their own funds i.e. paid-up capital plus reserves, have not declined as sharply as in the case of pro-
fits as a proportion of sales. Of course, in 1973-74 and in 1974-75, there would have been a somewhat more pro-
nounced decline in profitability because of the rise in manufacturing and other costs which were off-set only parti-
ally by the the revision of prices. But the fact remains that the industry was able to off-set part of the decline in
profitability on sales by the increase in the volume of sales. Between 1968-69 and 1972-73 the total sales of formula-
tions by foreign companies with more than 50 per cent foreign equity, increased by 69.2 per cent. The correspond-
ing increase in the case of the Indian companies, however, was only 32.9 per cent and this is one of the reasons for
the relatively sharper reduction in the profitability of some of the Indian companies.

There is also another factor which needs to be borne in mind in comparing the profitability as derived from
the analysis of Balance Sheets and profitability on the sale of formulations reported by the companies as required
under the Drugs (Prices Control) Order, 1970. The latter relates only to the formulation activity and the profits
are shown as a percentage of sales turnover including excise duty, but in calculating the profits, payment of interest
and bonus are treated as elements of cost. Thus, the concept of profitability is somewhat different than the one
traditionally used in the analysis of balance sheets. Moreover, in many of the larger compenies, particularly foreign
companies, the noa-drug activity constitutes a sigaificant part of the total turnover. In the case of 25 companies,
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19 foreign majority and six with a measure of forcign ownershipowiich accounred for 29 rer com of tofaf saies of
formulations m 1972, non-drog activity gocovnted for 255 mor cont of thar tetal swles and s of the non-dimg
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the emergence of a product or price paflern which Is sroars o0 cottvy ~ocial necds o nedonal ehi
For instance, in spite ol the fact that the industry hias b under price ontrel Lol .
there are still fairly wide variations in the prices  ciioged by ditferent units for ~ame or similar formuintions,
Even more disturbing, however, is the fact that the structure oi product pricing appears to have a bias in faveur of
greater profitability in respect of}css essential formulations which are consumed by the more aflluent sections. This
is of course, implict in the alternative scheme of pricing referred to in para 13 and the procedure adopted in enfore-
ing price reductions when the Drugs (Prices Control) Order came into force in 1970.

crinine

23. Au important clement of cost which needs paiticular sttention js the cost of packing. 1t has been hroneh
to the notice of the Conunittee that in many insances. the cost of  packing materials constitutes a fiirly hioh
proporlion of the costs of pharmaccutical products, It has wiso heen noticed that in respect of the samie formuli-
tion and typeof pack, there are fairly wide variations as batween units in regard to cost of packing. Tt is recoznised
that in some preparations like eye- drops, eye ointments, transfusion solutions, sterile prepurations. the cost ol
packing material could be much highcr than the ingredients used h-:gum..c it is necessary to keep tie ingredients free
from even a trace of impurity. In certain other casces aise. therepeutic propertics of the medivines need (e he
protected and this can be done only by resorting to somewhat special packing materials which are relatively cxpen-
sive. Nevertheless, the Committee feels that greater atieniion needs to be paad  than af prosent to standardizetion
and economy in the usc of packing material consistent with the protection of consummen’ interest,

Ecoricmy in packing costs can be achieved through buik packings wiich would cnoble the cont (o b radi, od
very considerably for large consumers such as hospitals, health centres and institutional users. Specinl atention
needs to be paid to discouraging non-functional packing which is often resorted to not in order to maintain the quality
of the product but to make the product look more attractive.  The Committee fecls that it would be desirable 1o
keep under continuous review the modes of packing and tie materials used for packing purposes by the «frugs and
pharmaceutical industry with a view to eveiving. appropriate pacling standards, rationalising maierial usages and
ensuring that competitive packing is itot resorted to as a salespromotion measure.  The system of price fixation
which is based on computation of material cost. conversion costs and packing costs together vwitiv the nark-up
thereon, as laid down in paras 6 & 7 of Drugs (Prices Controty Order, 1970 sometimes tonded to reduce the incenive
to the manufacturers to keep packing costs to the minimum necessary.

24, Rigid control on prices of drugs and formulations had to be modifivd wnd scicctive inciciee in prices pes-
mitted on the meriis of each case to take account of any substantiul variations in costs ol materials inciuding packag-
ing material. But the extent to which such modifications were roquired was relatively small, until the Tust quarter
of 1973. For instance, the total number of applications oceived for refixaton ol prices was 759 in 1971, 2716 in
1972 and 2653 in 1973.  With the oil crisis and the subscquent spivalling up of world prices and aiso the hish rate
of domestic inflation, the sitvation was radically altered by the end of 1973 During the finst quarter of 1974, the
number of applications for price revision went up to 1469 and it increased furthier to 2151 in the quarter ending
June, 1974. It was cvident that with the steep rise in production costs, the vevision of prices both of bulk droes
and formulations was necessary if supplies in the market were to be maintained. )

25, In July 1974, Government after detailed discussions with reprosentative  associations of manulacturers
evolved a system under which manufacturers could apply for price increases but the extent of such increases was (o
be limited to the actual increase in costs of materials including packaging materials only, Other cost inereases such
as those due to increase in wages, clectricity rates, freight chuarges, distribution costs ¢te. were not to be taken into
account. Tl salient features of the guidelines are :—

1. A basis for calculation of escalatory effect due to rise in the prices of raw and packing materials over the
prices used in the cost data of 1970/the latest cost data approved for price revision prior to May, 1974,

2. A simplified procedure for adoption and acceptance of prices for drugs and excipients used in the formu-
lations duly certified by Chartered/Cost Accountant in the prescribed proformo.

3. Notified rates besides norms for Conversion Costs, Packaging Costs and process loss for overages for work-
ing out current ex-factory costs,
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4. Provision of an additional mark-up on the escalatory effect to provide for the increased cost of commission,
transport and miscellancous selling and distribution expenses as under :—

(i) 309, on escalatory eflect wherever die existing mark-up is 759, or dess,
(i, 250, on sorbaiory elfect vhiecever the esisting mark-up is between 75% to 1607,

iy NMark upon esealatory effect up o a maximum of 2590 wherever the existing mark-up is betwen
16O —130°% Himited to a maximum mark-up of 100% on the revised ex-factory cost.

ns

fivy No mark-up on escalatory effect for items where the existing mark-up is more than 1507, v such
cuses even the escalatory cficet would be so restricted as to Himit the revised mark-up to 150%,.

Further, in order to assist smaller units which, in any case, would have to pric_e their prqducts in relation to the
prices charged by the larger manufacturers in the industry, Government also decided to raise the exemption limit
from Rs. S lakhs to Rs. 50 lakhs.

26. As a result of these measures, it was possible to deal with the large number of applications received foy
price revisions much more expaditiously.  In gencral, decisions on applications were takcn.wit.hin 4 10 6 wecks alth-
ough the iotal numbei of applications was very large. Thus, the monthly receipt o_f applications wh_xch was on  an
average of 221 in 1973 went up to 603 in the first half of 1974, As a result of the revised procedures, in the course of
3 months between September and November, 1974, it was possible to deal with as many as 1466 price revision cases,
27. The procedure Jaid down in the guidelines for price revision, however, is intended to be a stop-gap arrangement
in order to provide interim refief to the industry in an cxpeditious manner. The main purpese of this revision was
to znsure that there was no serions disruption in supplies on account of the spirafling of production costs and the con-
tinvation o1 an uncconomically low price.  This purpose was, by and large, achieved. The more important and
longer term problem of evolving arrangements to ensure that the drug industry operates in a framework which ensures
adequate supplies of essential drugs and pharmaceuticals at prices which are fair an reasonable both to the producers
and to the consumers, however, still remains. 1t is to this problem we will now turn,

28, In owduer to evolve a lnng-term policy, it is necessary to identify, in the first instance, the main objective of
sucl a policy, taking into account the socio-economic conditions in the country and the declared objectives of pla-
nned development in the lield of health services. In this backgroungd, it would appear that any scheme of price/
production regulation should be: (i) to ensure that (he country’s dependence on imports of basic drugs is reduced as
auickly as possible by cincouraging, wherever possible, an economically viable domestic production of such bulk
drugs. The primary objective of policy in this field should be larger production and lower costs so that in the long
run, these may be reflected in adeqguate availability and lower prices (ii)) In the ficld of formulations, the main thrust
of policy should be to take measures which will reduce or cliininate the sacial costs involved in competitive product
adaptation or aggressive sclling.  The recommendation of the Commiitee in Chapter X regarding the abolition of
brand names in respeet of 13 deugs will be an important initial step in this direction.  In addition, the administrative
regulation and licensing should be geared to ensurc that greater empuasis is lai don production of the 117 sssential
medicines  lizted in Anuexure-H to chapter X of the report.  In this area, the policy objective should be to ensure that
prices are fair and rcasonable to the producer and to the consumer.  Bui this will need to be supplemented by appro-
priute administrative action 1o stieng then the production base by ensuring adequate supplies of materials, both do-
mestic and imported, and adequate arcangements to ensure that extraneous factors such as  shortage of power,
allotment of’ materials such as alcohol cte.  do not interfere vnduly with production; and (iii) apart from thesc, it
would still be recessary to have some arrangements to monitor and regulate where necessary, prices of important drugs
and formulations with a view to ensuring that the drugs and pharmaceutical industry does not gencrally act to the
detriment of the consumer,

29. If these are accepted as the primary objectives of the regulatory [ramework, it seems necessary to have a
certain shift of emphasis in regurd to the existing regulatory arrangements including the present basis of price control,
Firstly, in order to encourage the production of bulk drugs which are cuirently imported in significant quantities,
it would be necessary to list out items which can and should be produced within the country in a specified period
of time. Having identitied these items, all necessary assistance should be provided to enable the industry to produce
them. To the extent tiwat the public sector and/or the wholly owned Indian units are able and willing to produce these
bulk drugs, they should receive preference. If, however, for any reason, production plans of these units do not
materialise, other units in the industry including those with foreign equity may be permitted to set up production
capacity. As long as the country is dependent on net imports of a basic drug, the existing unit or a new unit may be
free to determine the selling price provided it is not higher than the selling prices of State Trading Corporation which
are based on average landed costs of imports and handling and other charges.

30. In the case of bulk drugs in which production s already established and in which imports are no longei
necessary, greater attention should be paid to ensure that the cost of production is kept to the minimum. This
involves the use of efficient techinology and process know-how; an adequate scale of production and also special care
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to ensure that some of the essentini inpredients are not excessively high priced as compared to international price
either because of high import dutics or other tax measures or because of under-utilisation of productive capacity
or incflicient management. 1t would oo be desireble 1o exempt from price coatrol items i I-.xhich thore wre no im-
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3. The Commitice has elven serious conshdoraiion o o0 quoestion of the rate ol relinn o ives
for production of bulk drugs — The Fariil Commission had come to the following conclusion i their repa res

the return on capital emploved on the hasic activiy @~

SN
Vi

“Considering that the durg industry is oricnted 1o humanitarian scrvices it should not hanker after the high
profits and we have ussumed a low rate of dividend and consider that the stability of the companies as well as higher
margins earncd  their side activitics would be conducive to the attraction of the requisite capital.  We have there-
fore, arrived at the figure of 15 per cent of the employed capital as fair return for the industry in respect of its manu-
facture of basic drmgs.”

This aspect was also examined by the Working Group on Drugs and Pharmaceuticals set up _b_v Ministry of
Petrolenm & Chenticals under the Chairmanship of Shri N.N. Wancheo, the then Chairman of BICP and came to
almost similar conclusion, as folows:

“Ptseems to us that with areturn at 1270 many urits of this industry mav nateven he chicto dechre o dividend
at 10™, on the share capital, let alone find adoquaie funds from Internal sources Tor the arovth of the industry, The
imporiance of having a “vell developed  drug industey and the need for selfisufiiciency cuntot be over-enmiphisised
from the point of vicw of the health of the communiny. In these circumsiances. we are of te view that w highor re-
turn would be justified in this case and, accordingly in our valeulations of fair sefling price - we have allewed retarn
at 159 on the capital employed.”

It is interestine (o note that while the return of 159, was allowed on sales turnover in cise of forrudution qeri.
vity, the return or: bulk drug activity was colewlated ar 157 oncapital employed. s also necessary to note herethon e
raito of turnover to capitat employved 15 2.6 : 1 in formulation activity and hardly 1 : Lin case of bull drog activiny .
It need therefore be emphasized that in the past the drug manufacturers have put up more stress on the production
of formulations which were more profitable than on the hulk drug activity. In order to sct the things right, the return
on capital emploved in case of bulk drug activity should now be made as atwactive as possible to encourage more
basic production. and to realise the targets faid down in the Task Force Repert of the The Planning Conumission.
The Committee, therefore. vecommends that a return-post tax between 12 to 1457 with reservation  from  Sart K.S.
Chavada who wanted 92 post toxr cturn on capital employed. on equity i.c. paid up capital plus reserves may be
adopted as the basis for price fixation. depending on the importance and complexity of the bulk drug. For the pur-
pose of determining the rate of return, on this basis. wxation should be caleulated on the busis of stututory rate of
tax.  Otherwise, the benefits on any specific corparate tax concessions will be denied to the units in the industry.

32, In respeet of formulations., it will be scen that the control over prices has cvolved over the yeors in a some-
what ad o manner. Under the existing arranzements, prices of all farmulations in diflerent pucks munufactured
by all units in the industry having a total sales turnover of over Rs. 50 Jakhs are subject 1o control.  Any change
i the prices has 1o he witle the prior approval of Government.  In effects. therefore, the present price regulation
extends to aver 6000 packs distributed amongst 2800 products.  Though the system of prire regulution is compre-
hensive, as pointed out carlier, it has not succeeded fully in bringing about equitablility as between units or contri-
bptcd to a socially desirable structure of prices.  The present arrangement for price fixation costs an enormous admi-
mistrative burden on the cgency responsible for fixation/revision of prices.  The operation of the alternative scheme
of pricing referred 1o in para 13 has meant that for the same or similar products. variation in prices between different
producers could be considerable,

330 The generad inflationary trend and miore particulurly the recent steep escalation in some of the costs input
and munufacturing expenses which have been only partially compensated in the form of an adjustment of prices has,
in cﬂl‘ul. muant that the ceilig of 157 on <ales turn-over preseribed under the altornative scheme has become noti
onal for most of the units in the industry. At the same time, the way in which dhe cost inereases and price revisions
have affected the units in the industry have pot been uniform,  In general, units which started with a relauvely high
mark-up on growth items in their production structure — and many of these have been foreign deminated units---
been less adversely atfected than those units which started with a relatively lower average mark-up.  This is true of
mauny Indian units and also those u.its which hid a high proportion of their output in the form of generic neme drugs
or life saving drugs which were deemed essential to the life of the community, and. therefore. the mark-up had been
kept deliberately on the lower side.  Altogether, the situation today is that the structure of drug prices has tended
to be distorted both in relation to the original intentions of the Drugs (Prices Control) Order, 1970 and also in terms
of any objective or rational criteria for evoiving a pricing policy in respeet of drugs and formulations.
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34. In this background, the first question to ask oneself is: is it necessary in terms of public interest to have 3
price control system which covers each and cvery formulation; or is it beiter to introduce some sclectivity in regard
the formulations which are to be brought under ; rice control ? Given the characteristics of the industry and kecping

i view the nead o have an effective system which is administrativels workable, the Committee has come (o the con.
clusion that more selectivity in tite system of price regulotion, with o view to cusuring fairs prices in respect of drugs
cad formulations. wonld be destrable rathar then 2l drugs and formulations intrespeciive of their importance.  Regula-
tion ol prices is sontially o device 1o ensure that public interest is protected.  In the drug industry, eflective compe-
o is ofien vitiated by the prevalence of brand names and the strong brand preference which has been created
over ihe yeans through aggressive marketing,  In respect of formulations based on thirteen drugs, the Committee
has recommended that brand names should be abolished.  Provided there are no artificial restrictions placed on in-
crease m production in respect of formmiarise enld uader o geaeric name, there will be adequate competition and the
Cooaitice recommends that these should be {ree from price regulation. It will be recalled that as pointed out in
para 7. formulations sold under a generic name were originally exempt from price control order. Adequate produc-
tion and the abolition of brand names in the case of particular drug formulations would, in the view of the Com-
mittee. provide sufficient protection to the consumer in terms of availavility and price.

35. In the case of other formulations, selectivity could be (u) in terms of size of the units (b) in terms of selecticn
of items and () in terms of controlling the prices only of market leaders in particular products for which price con-
trol is contemplated. An appropriate combination of these criteria is also feasible. The essential point. however,
is that the new system of price control should be vne which does not require a prior approval of Goevernment in res-
pect of cach formulation, irresozctive of its imporiancs, nor should it invelve having to examine cosls and ptices of
cach manufacturer of & product, irrespastive of whether or not the unit accounts for a significant share of the market.

36. On this basis, there is a govd case for exempting from the purview of price regulation all units with a turn-
aver of less than Rs. | crore, as against the present exemption limit of Rs. 50 likhs for this prupose.  There are about
2500 units in the drug and pharmaceutical industry but according to the available information only 42 of them have
presently a turnover in excess of Rs. 2 crores annually and another 1S have a turnover in cxcess of Rs. 1 crore.  These
57 uaits between them account for over 3/4ths of the total production of drugs and pharmaceuticals. In order o
cnsure that this relaxations not misused, the Committee feel that the exemption should not be applicable in respect
of those units which come within the purview of the Monopolies and Restrictive Trade Practices Act.

37. It is possible that in exceptional cases, units with a total turnover of less than Rs. 1 crore may still be im-
portant from the point of view of price regulation, because they account for a substantial proporion of the total
output of a drug which is essential to the community and which in terms of total sales is significant in volume. In
order te ¢nsure that all formulations (other than those which have to be marketed under generic names only) which
have a substantial volume of sales turnover arc within the ambit of price regulation, the Committee suggests that all
formulations which have an annual all-India sale in excess of Rs. 15 lakhs (including excise duty) should be within
the ambit of price regulation whether or not the total annual turnover of the unit 1s in cxcess of Rs. 1 crore. At
the same time, even large firms may have items of manufacture which are minor elements in their production pro-
gramme and have a small turaover.  According to the available data, the pharmaceutical industry in 197 had
2791 products (each with several pack sizes) which it marketed. Of these. only 453 products had an annual sales
turnover, individually, of morc than Rs. 15 lakhs. In other words, if price control is limited to products with sales
in excess of Rs. 15 laks annually, it would be possible to minimise the product coverage of control by nearly
8375, and yet the 453 products which will continuz to be under control will account for 70% of the total turnover of
the industry. In this way, the administration of the control can be made more manageabls and, therefore, more
elfective.  If necessary, Government may, in cxceptional cases, decide to add any particular product to the list of
price controlled items, in public interest. Bui, ordinarily, in any product group only those manufactures which
individually have a total sale of their specific formulation in excess of Rs. 15 lakhs will be brought under control. The
ceiling price will be determined taking into account the production costs and a reasonable return for the units which
are the market leaders; and all other units will be free to decide on their own prices provided they are not inexcess
of the ceiling price determined by Government.

38, Another variant of seleciivity, which could also be considered, would be to identify product groups which
individually arc important and which collectively constitute the bulk of the output of the drugs and pharmaceutical
industry.  Inrespect of cach item on this fist, it would be possible to identify the leading producer who, between then,
account for, say 60 %, of the sales. On the basis of the cost analysis in respect of these units, maximum prices may
be prescribed and all other units may be {ree to fix their prices. But in practice they will have to adjust their prices
to keep in line with those charged by the market leaders. Under this arrangement, all the major units will find them
selves  in a situtation where a few of their products are market leaders and the selling price is based on an exami-
nation of their costs. But mn respect of other products some other firm would be recognised as a market leader and
although they may have the freedom to price their product, it will be circumscribed by the fact that the leading
producers of that product have to sell it at a price which is based on a claculation of reasonable costs of production
including a margin of profit. Such an arrangement will considerably reduce the volume of detailed cost investiga-
tion and will still ensure that the consumers get the formulations at prices which are fair and reasonable. Such an



arrangement. however, will work only pravided there are no constraints on the market leaders Increasing their out
put $9 as to mect emergent demand the wmn.lz d price. O therwise, a situation can arise when in the absence of
adequate volume of pr\)duu(vn Dy the b rolers, ..\ ;e 15 a thriving black market for their pr(vlucts and the
other manufo rures e qlas -t 1y charge price- ‘.w‘ JF P ! xv cxiling pu:crlmd by Gavernmeant, to ths detrimont
of the consumer. i h.tlzl.n:.-” e Compnitie s is of s vinn f s marde e varbnt ofssiee ivity oy he admiing -
tratively simpler, .

39. In eny of these variants, howover, 1 iy tecesary o provide for a reasonable inargin of proflt wiiz1 will
oowta e indisiry— both priviite and pubiic sector — not only io maximise production by uiilising existing capacity
bul alsu to incur additiona) mvestment for a sustai: ned growih of the industry.  Starting from a relatively small base
as we do, it is important to ensure that regula!ion of prices is not suh as to discourage the planned rate of growth. At
the same time, it has to be recognised that the profitability of the drug industry and p:u‘ticularly in respect of formula-
tions has lredmon.ﬂ!y een hlghur than in most other industries; and this is true in most parts of the world. The return
of 15% on sales, including excise duty and exclusive of vonus and interest payments, provided for under the Drugs
(Prices Control) Order, 1970 is, in the view of the Commitice, cxcessively generous.  Translaled n ierms of return
on capital employed, this vvould mean a grooss return of batween 35 to 40% {or even more) on mpxtal cmployed an
in most cases, this would imply a rate of return in cxcess of 2 )/o after payment of tax on equity i.e. paid up capital
plus reserves.  Of course, in practice, profitability with very few excaptions, has been mush Inwer than this level

artly because of administrative action taken by Goverament in fixing lower mark-ups on gartain es sential products

and parily because geaerally eost increses hivve been offvei v iy pariially by revision of prisss. n the Lt year or
s0, ihe pmhmhlht\ of the indusiry hus been further reducad a3 a result of s sharp essakation in costs and only
partof the incrcase  Nas been wken info account i e rea .jui‘m cnt ol prices.  The Committec icels, 1heretore, that

vided under the DPCO.

in determining fair and reasoonable teturn o the tdustry, the basis shoald not bz the one pros
The Commlu ¢ i3 mdx.mi o the view tha aeetling on pre .,L-mm; as recommended by the Working Groap under
the Chairmanship of Shei N.N. Wanchoo adjusted for the sizaiiicant incrzasss in loagterm interest rates would serve
the purpose and would ensure an adequate return.

40. The main recommendations of working groun on Drugs and Pharmaceuticals uoder the  Chairmanship
of Shri N.N. Wanchoo on return on formulation astivity aader the whieraative ssheme were as Dibws o -

Type of Unit C-;i\ing on pro-
ats as per-
centape of sales

turnover

L. Large units with sales turnover exceeding Rs. 6 crores per annun: and

[0 vving ) basic deaz man afacturing activity nor any reseacreh activity . . . . . . 6
() Mwiag bisic drug manufacturing activity correspending to 5°4 or more of sales turnover, but no resemich

activity . . . . . . . . . . . . . 7
(¢) having basic drug manufacturingactivity ar 597 or more of the sales turnover and engaged in anproved research

and development work relating to new drug. . . . . . . . . . . . . 8
- Medium s7ze wnits with sales tarnayer between Ry 1 crare to 6 crares per anmm and;
(a) having ac basic drag nenfa tanng activ ity nor ans reserchactininy . . . 7
(6 having hasic drug manufacturing activity corr«.spondmrz to 5% (or more) of the sales turnover but no research

activity . . . . . . . . . . . . . 9
(<) having basic drug manufacturing activity at $°4 or more of sales turnover, and engaged in approved research and

devolopment work relating to new druws . . . . . ) . . . . . . . 11

3. Unit with sales less than Rs.  crore -per annum . . . . . . . . . . . 10
————— e . o e e e

'~M of Pet. & Chem./75—23
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When the sales turnover of 2 medium size unit exceeds Rs. 6 crores per annum, it would shift out of the clag

,and the ceiling on profit would be reduced to the levels applicable to large units indicated above. In order that 4
medium size unit having a ceiling at 7%, 99 or 119 as recommended above may not suffer adversely, w~ we'3 Te-
commend marginal adjusiments. Accordingly, when such units shift out of the class, the rule of ceiling on profit -,
commend=d for large units shoukl be so applied that the profit left with these vnits would be nct less than Rsg, £
lakhs, Rs. 54 lakhs or Rs. 66 lakhs as may be appropriate. Similarly, when a small size unit shifts into medium size
a marginal adjustment should be allowed, so that the ceiling rule would operate when profit exceeds Rs. 10 Iakh,'.
i

The above percentages were suggested on slab basis taking into consideration the size of the units and  algq
turnover in September, 1972. In the light of the subsc7uent changes that have taken place stnve wien in tie economy
due to oil crisis and unbridled increase in the cost of inputs and the increase in bank rates etc,, it is suggested that the
percentage of 6-11 % may be amended to 8-13 % by adding 2% to cach of the percentages suggested against the cate.
gory of each activity listed under the large, medium and small groups. In order to ensure that the profitability ceilingg
as above, do not work to the disadvantage of manufacturing units particularly those in ihe Indian sector, the Commj.
ttee would further suggest that as an alternative criterian the ceiling on profitability may also be specified in terms of
the rate of return, after taxes on equity i.e. paid-up capital and reserves. Depending on the type of unit, this ceiling,
In present circumstances, may be kept between 10 to 12.5 per cent post-tax on net worth.

In para 21, the general profitability of the industry was discussed. It may be observed therefrom that the
industry on an average was making a profit of 159 on the net worth after taxes, It was also stated that the decliye
in profitability would have been more pronounced in 1973-74 ard 1974-75. In order to promote a healthy growth
of the industry, it has been suggested that the ratc of return permissible may be between 10 and 1247/ post tax on
net worth. In view of the fleaibility allowed in adjusting the price structure of the products in line with those of market
leaders, the range of products that come under direct price contro!, will bz limited, aud the manufacturer will therefore,
have much more freedom to adjust the prices of other products according to market conditions. In some cases, the
manufacturers may even be in a position to eara profits in excess of the ceilings suggested above. There should,
therefore, be a provision, as at present, for funding the excess profits and these should be utilised for the purposes
to be specified by the Central Government. However, the provision for ajdjusting the funded amount in the future
profits or losses should be deleted as suggested by the Working Group.

41. The above suggestion, it needs to be emphasised, would involve a radical departure from the existing system
of price regulation in this industry. Instead of the present comprehensive control on all products of each firm above
certain size, the proposed system wiil be a much more selective and will be confined to the determination of fair Frices
in respect of important pharmaceutical product groups. Even in respect of these products, the basis for determina-
tion of fair prices would be an investigation in the costs of production of two or three leading manufacturers which
between them, account for say 60 % or more of the tota! sales of that product.  Similarly, the basis of price determina-
tion will also undergo a change. According to the Drugs (Price Control) Order, 1970, retail prices of products are
based on a calculation of material costs, conversion costs and packing costs. In addition to these costs, a mark-
up to a maximum of 75% on essential drugs and 150% on others is allowed. The quantum of the mark-up
has varicd even more widely for reasons explained in para 19. Under the new system, fixation of ceiling prices for
leader products will be on the bhasis of a more detailed cost examination. There will be no mark-up on costs bt_xt all
costs including legitimate selling cxpenses, trade commission, freight etc. will be taken into account. In gddntlor},
a return on sales on the lines suggested in para 40 will be permitted in arriving at the fair retail selling price. This
price, as pointed out earlicr, will be in the nature of a ceiling and all producers will be free to change their prices
without prior approval of Government provided the retail price does nct cxceed the ceiling notified for that product.
Such an approach to the fixation of prices will enable the price fixing authority to examine carefully the cost elements
and also judge whethér or not itis possible to reduce some elements of costs such as fancy packaging or gxhorbxtanl
expenditure on sales promotion. Such a uniform approach to the price fixation of major phramapcutxpal groups
would also remove the disincentives for the production of essential drugs which have sometimes arisen in the past
because mark-up on essential drugs was kept at a very low level.  In addition! to the control of prices, the system will
also have an ovcrall limit in terms of profitability as pointed out in para 40. The Committec feels that the above
proposals would be fair to the consumer and at the same time provide adequate incentive to the industry to minimise

costs and increase production.

42. The preceding discussion has been specifically in the context of appropriate price regulation for this indus-
try.  Given the characteristics of the industry, however, the Committee firmly believes that in order to achieve national
objectives and protect the consumer, price control, by itsclf, is not enough. What is needed isa multi-pronged appro-
ach. In order to ensure that the drug and pharmaceutical industry acquires adequate social content, the extension
of the public scctor, so that it acquires a dominant role in this industry is very important. In addition, however, the
Comumittee feels that it is essential to evolve an effective and continuing system of monitoring, in respect of this -
dustry, if social objectives are to be achieved. For instance, it is not merely enough to fix what are deemed to bc fa‘;
and reasonable prices and revise them as and when manufacturers approach Government for an upward revision 0
prices on account of escalation in costs. In this way, prices tend to be revised only in the upward direction. It 15
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B é‘qually necessary for Gpvegnmcpt to have a suitable organisation which would be in a position to take suo-moto action
" to bring about a reduction in prices whenever circumstances so warrant. As a result of improved technology or larger
scale of production or because of lower input prices, production costs of drugs and pharmaceuticals go down; and

in all such cases, the consumer should benefit in the form of reduced prices.

..~ 43. The main cbjective is to make essentid! drugs and pharmaceuticals available to an increasing number of
'peoplc at priczs which they cun afford. This objective cannot be secured merely by price regulation or even hy
‘iving the public sector & more dominant role.  What should cause concern is not mercly the high prices but c¢ven
‘more importantly high costs.  The drug industry in this country, like many other industries, suffers from a high cost
© gtructure which is attributable to several reasons. In some cases, the teachnology is poor or obsolete. In others,
the scale of output is too small to be cconomically viable. Some of the essential materials which go into the production
of diugs and pharmaccuticals arc avaiiable at twice or thrice the prices piovailing alnvad. High rate of duties inclu-
ding heavy customs duty on items which are not planned to be produced in the country in the near future also have

contributed to the high cost structure.

e,
44. The Committee understands that the Bureau of Industrial Costs and Prices to which the work relating to

the revision of prices under the Drugs (Prices Control) Order was transferred since January, 1974, is presently engaged
in evolving a computer programme which will maintain complcte and up-to-date information on raw material and
‘nackaging costs; and which will also enable Government to build up, on a continuing basis, a dctailed profile of the
aotivities of all large units and of the industry as a whole. We recommend that high priority should be given to the
building up of such an information/monitoring system. The primary purpose of the information system should be
to provide, on a continning basis and with minimum time lags, all the relevant information regarding production and
‘stocks, costs, sales, profitability, raw material availability and the emerging shortages etc. This type of inforimation
will snabie Government to act effectively and quickly. For this purpose the Committee feels that it would be desirable
to have in Government a Central Co-ordinating Committee at an appropriately high level which will kecp under
review the irends and developments in this industry. This aspect has been dealt with in details in the chapter dealing

with National Drug Authority (Chapter 1V).



Summary of Recommendations

1. It has beea common experience all over the world that in most countries a large number of smali firms whic
are lncaily owned account for roughty about 209 of the totai sales of drugs and pharmaceuticals. The remaind.
of the market is controlled by mostly multi-national units which are much larger in size and resources.

(Chapter-VIIL Para 3)

V/IZ. An important characteristic of this indusiry is a quick product change or product adaptation technique whi
is only partly based on proven improvements in the effectiveness of production combinations. In large part, the pr
duct adaptation/innovation is esscntially a marketing technique with a view to retaining or augmenting one’s sha_
of the market for a particular pharmacopoeial product group. Such a marketing technigue, of course, necessarif;
involves substantial selling costs which in turn have to be added to the cost of the drug. In advanced industrial coun
tries, the pharmaceutical industry also spends substantial amounts—around 105/ of total turnover—on drug researct
and product development. But these expenditures are relatively less significant in d.cve10p1g couatries, including India
and by and large, the multi-national corporations use their research cutlays in the parent company to introduc
new drugs/formulations by their subsidiaries in developing countries. The use of branch'names as oppascd to gener’
naries also enables the industry to sell essentiallv similar drug formulations at widely varying prices. Quite often
it is difficult for the doctor and almost impossible for the patient to have, at their disposal, information which woulc
enable them to compare prices of drugt which are virtually identical. Advertisements rarely mentioned prices and
in general, the medical representatives canvass the superiority of their particular brands of medicines with the docto
not on grounds of prices but on other grounds such as therapeutic effectiven=ss or advantages of the new or improve:
drug. In short, the success of the larger units in the modern pharmaceutical industry is dependent mainly on the.
ability to develop new products based on reszarch and to ereate and sustain a demand for their product; and this i
done by effective sclling techniques and by product adaptation/innovation with a view to help the effective market-
ing.

(Chapter-VIll. Para 3’

3. There is some evidence to suggest that while the growth of the pharmaceutical industry over th e last 15 yea
has been quite impressive in terms of growth of output, it has been less so, if one takes into account the product con
position and the pricing policies of the industry.

(Chapter-VIIL. Para 4;

4. The per capita consumption of modern medicine in India is currently estimated to be Rs. 6 per year and accor-
ding to some estimates, it would appear probably below Rs. 30 per family where the Tamily income is Rs. 420C
per year. The Committee feels that the main objective of policy has to be to secure a betier convergence of commer
cial considerations and social needs and priorities. The emphasis has to be on increasing the social utility of the
industry particularly in the context of extreme poverty and the urgent need for extending as rapidly as possible certain
minimum facilities in terms of preventive and curative medicines to the large mass of people both urban and rura”

(Chapter-Vili. Para 5)

5. While the operatior of price control so far has certainly helped in preventing the emergence of very large
or excessive profits by the drug and pharmaceutical industry, it does not appear to have contributed materially to the
emergence of a product or price pattern which is more in consonance with social needs or national objectives.

(Chapter-Vil}. Para 22)
6. Animportant clement of cost which needs particular attention is the cost of packing. In some of the prepa-
rations like eye-drops, eye ointments, Transfusion solutions, sterile preparations, the cost of packing material coul

be much higher than the ingredients used because it is necessary to keep the ingredients free from even a trace of im

purity. The Committee feels that greater attention sheuld be paid, than at present, to standardization and economy
in the use of packing materiais consistent witi the protection of consumers’ interest.

(Chapter-VIi1, Para 23]

7. It would be desirable to keep under continuous review the modes of packing and the materials used for packing
purposes with a view to evolving appropriate packing standards, rationalising material usages and ensuring that com

petitive packing is not resorted to as a sales promotion measure.

(Chapter-VIII. Para 23,
186
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8. The administrative regulation and licensing should be geared to ensure that greater emphasis is laid on the
production of the 117 essentjal medicines identified by the Committee. In this area, the policy objective should be
to cnsure that prices are fair and reasonable to the producer and to the consumer. But this will need to be supple-
mented by appropriate administrative action to strengthen the production base by ensuring adequate supplies of mate-
rials, boti: domestic and imported, and adequate arrangements to ensure that extraneous factors such 25 shorwage 67
power, allotm.at of muterials snch as alcoiol ¢te. do not intetere unduly with production.

{Chapter-VIil Para 28)

9. If these are accepted as the primary objectives of the regulatory framework, it scems necessary to have a
certain shift of emphasis inregard to the existing regulatory arrnagements including the present basis of price control.
Firstly, in order to encourage the production of bulk drugs which are currently inyoited 1 significant quantitees, it
would be necessary to list out items which can and should be produced within the country in a spccified period of
time. Having identified these items, all necessary assistance should be provided to enable the industry to produce
them. To the extent that the public sector and/or the wholly owned Indian units are able and willing to produce these
butk drugs, they should reccive prefereace.  If, however, for any reason, production plans cf these units do not mate-
rialise, other units in the industry including those with foreign equity may be permitted to set up production capacity.
As long as the country is dependent on net imports of a basic drug, the existing unit or a new unit may be free to de-
termine the sclling price provided it is not higher than the selling prices of STC which are based on average landed
costs of imports and handling and other charges.

(Chapter-V111. Para 27)

10. In the case of bulk drugs in which production is already established and in which imports are no longer nece-

" ssary, greater attention should be paid to ensure that the cost of production is kept to the minimum. It would also be

desirable to exempt from Price Control items in which there are no imports and which in terms of total sales of the
basic drug do not exceed Rs. 25 lakhs annually.

(Chapter-VII1l. Para, 30)

11. In respect of other bulk drugs, a system of price regulation based on detailed cosi investigation should con

tinue, subject, however, to the price being so fixed that an efficient manufacturer is able to get a return on his capital
employed which isa little higher than is available on formulations for the industry as a whole.

(Chapter-VI1L Para. 30)

12. The Committee after taking into consideration the question of the rate of return on investment required for
production of bulk drugs, made ty the Tariff Commission and also the Working Group headed by Shri N.N. Wanchoo
tecommends that a rcturn post-tax between 12 to 14 % on equity i.e. paid up capital plus rescrves may be
adopted as the basis for price fixation, depending on the importance and complexity of the bulk drug. For the pur-
pose of determining the rate of return, on this basis, taxation should be calculated on tke basis of statutory rate of tax.
Otherwise, the benefits of any specific corporate tax concessions will be denied to the unifs in the industry.

(Chapter-VIII. Para 31)

13. The Committee has come to the conclusion that more selectivity in the system of price regulation with a
view to ensuring fair prices in respect of drugs and formulations would be desirable rather than on all drugs and for-
mulations irrespective of their importance. As a first step, Committee recommends that the formulations based
on 13 drugs, as identified by the Committee for the purpose of generic name usage should be free from Price

Regulatior.
(Chapter-Vill. Para 34)

14. In the case of other formulations, selectivity could be (a) in terms of size of the units (b) in terms of selection
of items and (c) in terms of controlling the prices only of market lcaders, in particular preducts, for which price control
is contemplated. The Committee considers:—

(i) Units having annual turnover of less than Rs. 1 crore, may be exempted from the purview of Price Regu-
lation. This however should not be applicable in respect of the units which come under the purview of
MRTP Act.

(ii) Alternatively all formulations, other than those marketed under generic names which have an annual all-
India sale in excess of Rs. 15 lakhs (inciuding excise duty) should be within the ambit of price regulation,
whether or not the total annual turnover of the unit is in excess of Rs. 1 crore. If necessary, Government
may in exceptional cases decide to add any particular product to the list of price controlled items in public
interest.  The ceiling price will be determined taking into account the production costs and a reasonable
return for the units which are the market leaders.
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(iii) Another variaut of selectivity, which could also be considered would be to identify product groups which
individually are tmportant and which collectively constitute the bulk of the out-put of the drugs and phar-
maceuticals industry. In respect of each item on this list, it would be possible to identify the leading pro-
ducers who, between them, acceunt for, siy, 6077 of the sales.  QOn the basis of the cost analy:is in respect
of those uaitg, maximum pric:s may be preseribed ard wli other units may be fiee to fix their prices. On
“duner the Committee is of ihie view that this particu’er variant of selectivity may be administratively

IR TP I

(Chapter-VHI. Paras 35 to 38)

15. The Committee feels that the recommendation of the Working Group on Drugs and Pharmaceuticals under
the Chairmanship of Shri N.N. Wanchoo, on forumula‘ion activity, under the alternative scheme of pricing, may be
adopted with the revised rates of ceiling on profits, as 874 to 139 on sales turnover, by adding 2% ta6to 117,
to cover the recent increase in the cost of inputs, bank rates etc. following the category of firms having the activities
listed under the largc, medium and small groups.  Marginal adjustments would need to be made when an unit shifts
from one class to another.  In order to ensure that the profitability ceilings as above do not work to the disadvantage
of manufacturing units, particularly the Indian Sector, the Committee would further suggest that, as an alternative cri-
terion, the ceiling of profit may also be specified as between 10 to 12,59, post tax, on net worth i.e. paid up capital

and reserves.
(Chapter-V1iL Para 40)

16. In view of :he flexibility allowad in adjusting the price structure of the products in line with those of marke,
jeadcrs, the range of products that come under direct price control, will be limited, and the manufacturer will therefore
have much more freedom to adjust the prices of other products according to market conditions. In some cases, the
manufacturers may cven be in a position (o earn profits in excess of dhe ceilings suggested above. There should,
therefore, be a provision, as at present, for funding the excess profits and these should be utilised for tne purposes to
be specificd by the Government. However, the provision for adjusting the funded amount in the future profits o
losses should be deleted as suggested by the Working Group.

(Chater-V11, Para 40)

17. Instead of the present comprehensive control on all products of each firm above certain size, the proposed
system will be a much more seiective and will be confined to the determination of fair prices in respect of important
pharmaceutical product groups. Even in respect of these products, the basis for determination of fair prices would
be an invastization in the casts of production of two or three leading manufacturers which between them, account for
say 60% or more of the total sales of that product.  Under the new system, fixat ion of ceiling prices for leader product
will e on the basis of o more dztoiled cost examination. There will be no mark-up on costs but all costs including legi-
timate selling expenses, trade Commission, freight cte. will be taken to into account. In addition, a return on sales
on the lines suggested in para 40 will be permitted in arriving at the fair retail selling price.  This price, as pointed
out carlier, will be in the nature of a ceiling and all producers will be free to change their prices without prior approval
of Government proviied the retail price does not exceed the ceiling notitied for that product.

(Chapter-VII. Para 41)

18. In order to ensure that the Drug and Pharmaceutical Industry acquires adequate social content, the extension
of the public sector to acquire a dominant role in this industry is very important. In addition, however, the Commi-
ttee feels that it is essential to evolve an effective and continuing system of monitoring in respect of this ndustry if

social objectives are to be achieved.
(Chapter-VIII. Para 42)

19. The Committee recommends that high priority should be given to the building up of an information/monitor-
ing system which should provide, on a continuing basis and with minimum time lags, all the relevant information
regarding production and stocks, costs, sales, profitability, raw material availability and the emerging shortages etc.
This type of information will enable Government to act effectively and quickly. .

(Chapter-VIII. Para 44)



CHAPTER IX
QUALITY CONIRGL GIF PKRYCS

‘The Committee on Drugs and Pharmaccuticals Industry was constituted by the Ministry of Petrolevm and Che-
micals by their Resolution dated the 8th February, 1974 to cxamince various aspects of the drug industry. One of the
terms of reference was also to recommended measurcs for cifective quality control drugs and rendering assistance to
the small scale units in this regard. While the work of the Committec was in progress, certain unfortunate and tragic
incidents connected with the quality of drugs took placc in the country which created a sense of urgency on the part
of the Committee to look into the specific terms of reference.  The Minister for Health was also concernied over this
unfortunate incident. He had discussions with the Chairman and requested him to go into the problem on a priority
basis. He also wrote a letter dated the 30th April, 1974 to the Minister for Petroleum and Chemicals to that effect.
The Ministry of P&C desired that the Committee should examine this problem thoroughly and submit an interim
repori.  Accordingly, the Committee which had alicady discussed this subject on the 29th March, 1974, met on 2nd
of May, 1974 and appointed a Sub-Committee consisting of :—

1. Dr. Ranen Sen, iW.P.
. Dr. M. L. Dhar, Director, Central Drug Research Institute, Lucknow.

. Shri M. K. Rangrekar, Comamissicner, Food & Drug Administration, Maharashtra, Bombay.

2

3

4. Dr, B .B. Gaitonde, Directer, Haffkine Institute, Bombay.

5. Dr. B. V. Ranga Rao, Jawaharlal Nelhru University, New Delhi.
6

. Shri P. S. Ramachandran, Drug Controller (India)—Convener.

2. The Sub-Committee held two meetings on the 14th and i5th May, 1974. Thc Report of the Sub-Committee
as approved by the Committee on Crugs and Pharmaceuticals Industry, is appended (Appendix A). This was sub-
mitted to Government on 25th May, 1974 as an interim report.

3. We cannot conclude without expressing our warm appreciation for the full cooperation and assistance the
Committee has received from the Directorate of Drug Control, Ministry of Health and Family Planning, Go ernment
‘of India and from Mr. P. S. Ramachandran and Mr. M. K. Rangnekar. The Directorate made available to the Com-
mittee all the previous reports, literature and imnortant information. But for this valuable assistance, the Committee’s
task would have been difficult, esnecially when the Committee had t¢ submit its interim report within a shert time,
looking to the urgency of the problem.

s
. 4. We sincerely hope that the Government will give due consideration to our recommendations made in this
interim renort and will take immediate steps to implement them so that the quality of drugs may be improved, stan-
dard-quality drugs may be made available to the community and the menance of sub-standard and spurious drugs
may be combated effectively.

(This was submitted on 25th May, 1974 as an interim report)



APPENDTY
CHAPTER IX

Report  The Sub-committee on Quality Control of Drugs and Related Matter (as approved by the
Committee on Drugs and Pharmaceuticals [ndustry)

I'erm of Reference:

To recommend measures for effective quality control of drugs and for rendering assistance to the small scale
units in this regard.

This term of reference, in the opinion of the Committee, is the most vital for consideration at present. Deve-
lopment of the drug industry, the patronage that is exptended to it by the medica! profession and the recognition that-
other countries give to the quality of drugs made in India are dependant on the image of the drug industry that is.
projected to the consuimers of drugs in this country and abroad. The drug industry has undoubtedly made pheno.
menal progress over the last 25 years during which period its turnover has risen from Rs. 10 crores to Rs. 350 crores
However, while quality control measures are being enforced fairly rigidly by certain States, entorcement of these mea'
sures in many States is not satisfactory. This must, in our view affect the tempo of progress by the industry and wha
is more, the progress made in this important field by some States would be nuliified. While the devclopment of tie
industry in certain States has been carefully nurtured by experts who are fully competent to handle problems of drug
manufacture and testing, other States have adopted the attitude that mere increase in the number of drug manufactuc-
ing units constitutes development of the industry. It is noteworthy that in the States where drug control is fairly
rigid, the industry has received a great impetus and the products manufctured in those States command good support
from the medical profession and consumers. On the other hand, in the States in which drug control has been lax,
there has not been sufficient appreciation of the educative and developmental aspects of the drugs indusiry. Drug
control, we would wish to reiterate, is not merely enforcement of the quality control measures but is intimately connected
with the developmeat of the ethical sector of the drug industry. Haphazared multiplication of drug units only.
benefit, the unscrupulous elements who are inclined to get-rich-quick rather than help developing a real industry.
Associated malpractices, such as unauthorised sale of raw materials, cannot be ignored. An aspect which is parti-
cularly deplorable is the tendency on the part of many States to extent special concessions to firms located in their
States in making purchases of drugs without regard to the quality control measures observed by tendering firms,
Such a course of action is obviously ill-advised and it is likely to endanger the heaith of the people.

2. The overall aim of the drug control organisation in the country should be to infuse a sense of confidence in the
quality of drugs that are manufactured by firms, notwithstanding the size of operations cf thie unit. Today, a section
of the industry feels that medical practitioners are not inclined to encourage products of firms which are wholly Indian
in structure. This attitude of the medical profession is understandable as the interests of patients are of paramount
importance to it and as its aim is to cure the patients quickly by administering those drugs in whose qualhity the pro-
fession has confidence. It is the responsibility of the drug control administration, both at the Central and State
levels, to ensure that the quality of drugs manufactured by all firms is uniformally satisfactory. In the case of drugs,

. a little latitude shown to a manufacturer may spell all the difference between life and death. Unless concerted efforts
are made by the Centre and the State Governments to improve the standards of inspection, licensing of drug firms and
the weeding out of firms which are technically or otherwise incompetent to manufacture drugs, the medical profession
cannot be expected to have full confidence in the quality of all the drugs that are available in the country.

3. Quality control of drugs assumes considerable importance when we have to compare the same drug made by
different manufacturers. Some units in the industry have a built-in system for quality control right from the raw
materials to the finished stage and also the requisite organisation to frequently the stability of the drug when it moves
in the market and for recalling any drug from the market from different parts of the country whenever neces-
sary.  Others, however, lack these essential facilities without any built in quality control and without any regard_to
the keeping quality of the drug. The difference is obvious. It is not enough if a drug complies wifH the standards
"when it is'made but it is equally important that its potency is guaranteed when it is_consumed in any_part of the
dountry and under_various climatic conditions. Such a quality control check can be enforced only if the officer in
overdll charge of the organisation and the Drugs Inspectors have the necessary background knowledge and are pro-
perly trained.  Frequent inspections of manufacturing establishments and stability studies of products and enforcing
stringent precautions at the first and subsequent inspections must constitute the most important duties of such officers.

190
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4. The technique of manufacturing drugs is becoming more and more highly specialised and complex and new
techniques in manufacture and testing of drugs are being introduced coatinuously.  Organised manufacture of druy;
of high poteney has greatly increased the social responsibility of the Drug Control Organisation and compsels it 1
exeraise rigid control over the piacuces of drug manufacturers aud also act as an adviser to the industry {o strive ft
constant improvement of its parformaace.  All these need an expedt in the fizld ¢f drigs ard tae responsibility canns
be assigned o personnel whose competence in this compicx field is questionable.

Scope of the Drugs and Cosmetics Act

5. Drugs Control" is a social measure intended to ensure that the community at Jarge obtains drug of standar
quality. With1hi ~Raetin view the Drugs Act was enacted in 1940, the Rules under it were framed in 1945 and cr
forcement of the legislation was started in 1947, The Act regulates the import into and manufacture, distribution an
sale of drugs in the country, ~

Control Mechanism and Division of Responsibility :

6. Central : -

Under this Act, the Central Drugs Standard Control Organisation, headed by the Drugs Controller (India)
is responsible for :

(i) Controlling the quality of imported drugs, and drugs moving in inter-State Commerce;

(ii} Co-ordinating the activitics of the Staies advising them on matters relating to the uniform administration ¢
the Act in the country.

(iii) Laying down regulatory measures and stardards of drugs, and
(iv) Granting approval to ‘New Drugs' proposed to be imported into or manufactured in the country.

7. States :

The State Drug Control authorities are responsible for controlling the quality of drugs manufactured, sold or
distributed in the country. This control is exercised through a system of licensing of manufacturing and sale premises

through Drugs Inspectors.

8. Drugs Control Organisation in the States :

. Although the Drugs and Cosmetics Act has been in force for nearly 26 years, the level of enforcement in most
of the States is far from satisfactory. The main reasons for this unsatisfactory state are the varying standards of ins-
pection and licensing of drugs firms and the lack of qualified officers in most of the States to supervise drug control
operations. With a view to identifying the short comings in the Crugs Control Administration on an all-India basis,
three Committees studied all aspeets of cnforcement of Drug Control in the States and recoinmended the nature of
re-organisation that was necessary. The salient features ol their recomimendations were that for the Drugs Control
Organisation to be effective the following pre-requisites aie nccessary (d) a full-time Drugs Controller with necessary
qualifications and expcerience (b) adequate number of duly qualified Inspectors on attractive pay scales, (¢) a ful-
fledged testing laboratofy for testing all categories of drugs, (d) a legul-cum-TIntelligence Cell for carrying on a campaign
against spurious drugs and for processing legal cases, and () a machinery for maintaining “‘public Relations”
which is vital in a field like drugs.

9. This Committec agrees that the Drug Control Organisation should be streamlined in the manner set out above.
The position that obtains today in the various States is set out below together with our recommendations.

A full time Drugs Controller with necessary qualifications and experience :

At 1;ré"'sent the States of Maharashtra, Karnataka, Gujarat and Kerala have a full-time State Drugs Controller
with necessary qualifications and experience in the field of drug manufacture and drug testing.  West Bengal has a
whole-time Officer but this officer belongs to Provincial Medical Service Cadre.

The Director of Medical or Health Services is incharge of the Drugs Control Organisations in Andhra Pradesh
Assam, Bihar, Haryana, Madhya Pradesh, Orissa, Punjab. Rajasthan, Tamil Nadu, Uttar Pradesh, Himachal Pradesh
and the Union Territories of Delhi, Chandigarh, Pondicherry. In some of the States he is assisted by an Assistant
Drugs Contr oller who is a.full-time Officer.

Recommendations™
10. The officer in over-all charge of Drug Control in a State constitutes the king-pin of the Organisation. He
should be responsible not only for enforcing the quality control measures over drugs but also for the development

of the drug industry, having regard to thé raw maferials and natural resources available in the country. Lack of
adequate technical knowledge on the patt of the top officer will result in ill-equipped and ill-organised firms being

1~M of Pet. & Chem./75—-25
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licenced to manufacture drugs. The check that is experienced over the first licensing or the renewal of licences
mines the quality of products that are turned out by the firm though frequent inspections of the manufacturing
are also necessary to cnsurs that the quality control discipline is ingramed in ali the personncel working m tne
Considering these aspects, the need for lavisg aown the quaiifications for the ‘Licensing Authority’ noeds no emy
W understand that the Drugs Tecnnical Advisory Board, constituted under the Drugs and  Cosmcues Act
recommended ihat the qualifications of the licensing authority In cach State should be laid down in the Drug
Cusmetics Rules and if necessary an enabling provision should be introduced in the Drugs and Cosmetics A«
this purpose.  The qualifications should be the same as that required for Drugs Inspector under the Drugs and
metics Rules, the idea being that experienced Inspector should be made eligible for appointment as the Druz. 7
Authority. The cverall authority in the State should alsy be the ‘Controlling Authority” for Drugs Inspaciors
no Drugs Inspector should be permitted to institute a prosecution without the express order in writing from the
trolling Authority’.

11. Apart from laying down the qualifications for the Licensing Authority, it is felt that in licensing' firms,
Licensing Authority should be guided by a small technicai committee which among others should include a se¢
officer fiom the Central Drugs Control QOrganisation. Indeed, the Commiitee would go a step further and rec
mend that licensing of drug manufacturers in each state should be decided by a Board. This licensing Board she
consist of (i} Drug Control Authorities of ithe State concerned ; (ii) Drug Control authorities of the State in the reg
(ifi) a senior representative of Drugs Control Authority of India; and (iv) il possible. one of the Drug Countrol Aw
rity from Maharashtra, Gujarat or Karnataka. This procedure of screening applicuits for manufacturing  licer
would great!y help in weeding out firms which are incompetent or itl-cquipped to manutacture drugs and also obyv
inter-state complaints. This Committee recommends that the Drugs and Consmetics Rules should be  suite
amended for this purpose. The Committec also feels that manufacturers of injectibles including glucose soluti
anti-biotics cte. (Schedule C items) should not ve licensed to manufacture untess they have their own arrangemy
for testing them. The present provision which permits such firms to get their finished products tested by a priy
laboratory lends scope for abuse and should be amended in the manner recommended by us. Other items—p
schedule C items may, for the present, be permitted to be got tested by manufacturers through commercial labo
tories, even though, in our opinion this provision should also be withdrawn when the restrictions on imporis of
alytical equipment get eased. Such commercial laboratories should be required to maintain efiicient standards w
F;gard to technica! staff, equipment and environments and should be approved by the Drug Control Organisatio;
the Centre.

12. Last and this aspeet in the opinion of the Committee is of vital importance—the Drag Control Organ
tion should be divorced from the Directorate oi° Medical and/or Health Services and constituted into a separate dep.:
ment functioning directly under the control of the Ministry/Department of Health. Such a realignment of the Dz
Control Organisation will be conducive to greater coordination between the Government and the Diug Cont:
Organisation, climinate delays that are incvitable in an arrangement where the Drugs Controller functions undy
soimeone else’s control and help in answering the criticism that the power to license  drug manufacturing firms’
vested in the authority that also purchases drugs. i

Al

Adcquate aumber of duly qualified Inspectors en attractive pay scales

:
13. Earlier, the Committee on Drugs Coatrol, which was appointed by the Government tv study  the cxistizi
conditions of drug control crzanisation in the States and make reconuncadations for making the control measurg
more effective had recommended that there should be one Inspector for 200 sclling premises.  According to
recomumendation, the minimum number of Inspectors that the States Drugs Control Qrganisations should havet
about 480, against which the actual number of Drugs Inspectors in the States is 369. The States of Gujarat. Kerad
Maharashtra and Tamil Nadu have now the full complement of Drugs Inspectors.  However, more appointment
Drugs Inspectors without concoiitant efforts to bring their technical knowledge up-to-date will not help in ton¥
up quality control measures. “Drugs” is a ficid where innovations in the techaiquas of manufpcture and testin
drugs are a daily featurc and if the inspectors are not conversant with them they will cease 10 command the  resps
of the industry which engag:s top-grade technical personnel. A programme for traitiag Ispctars, it is learat, hs
been organised by the Central Diugs Control Organisation though many States have nat availed themselves of the
facility. ‘5

®

;

Recommendations: :3
14. The States which do not have an adequate number of Drugs Inspectors, as per the scale recommended &

the Comniittee on Drug Control should be helped to expand their Drugs Inspectorate. The Salary scale offered i€
Drugs Inspectors should be reasonable and sufficient to attract good talents to the profession. This is partjculafly
necessary as the industry is prepared to pay very attractive salarics to technically competent personnel.  In our opinio®
cach State should have at lcast one Chief Inspector on a salary scale of Rs. 1100-1600 who should be well-conversaté
with the manufacture of antibiotics preparations, injectibles including transfussion solutions, sera, vaccines €%
Tkis officer should carry out the inspection of firms which apply for the manufacture of these drugs. We 3‘5‘3
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strongly recominend that an inspector from the Central Government should also be associated with the first inspection
of firms, 1Itis at the time of granting first licence for manufacture that utmost care should be exercisaed by the Drugs
Comrol. Auth(_)n!y. Once the manufacturing licence is granted, it would be difficult to make the manufacturer im-
prove his quality control mecasures to the cxtent that is desirable.  No Iinspector should be posted by a State Govern-
ment unless he has been trained. The training facilitics for Inspectors should be augmented by "> Coltul Govern-
aent and the Commitice recommend that for the benefit of the Siatcs in the nortiiera and eastern regions, a seeon
fraining course should be organised in Cuaicutta, 7

A Full-fledged testing laboratory for testing of all categories of drugs

IS. Al present, only three States namely Maharashtra, Gujarat and Tamil Nadu have facilities for testing alf
calegories of drugs. Other States have limitu facilities for tesling of noii-bivlogivar lougs, wiile some States and
Union Territorics have no testing facilities at all. The position in respect of various States is set out below :—

1. States having facilities for testing all categories of drugs :

1. Maharashtra
2. Gujarat
3. Tamil Nadu

1. States having facilities for testing non-biological drugs.:

{. Andhra Pradesh
. Bihar
Kerala
Madhya Pradesh

W b

. Punjab

. Karnataka
. West Bengal
. Assam

. Rajasthan

S YO o u o A

Haryana
11. Uttar Pradesh
12. Jammu & Kashmir

11\, States whiclk do not have facilities for testing many drugs:

. Orissa

. Chandigarh .
. Delhi
Goa
. Himachal Pradesh
. Manipur
. Pondicherry
. Tripura

The Centre has thrce_laboratorics. namely the Central Drugs Laboratory, Calcutta, the Central Indian Phama.
copoeia Laboratory, Ghaziabad and the Central Research Institute, Kasauli for testing samples of drugs. A well
designed modern laboratory building is being constructed to house the Central Drugs Laboratory and the Ghaziabad
laboratory. The Central Research Institute, Kasauli is engaged in the testing of Sera, vaccines and immunological
products. The testing facxlmes_ of the Central Government have been made available to such of the States/Union
Territories who do not have their own testing laboratories or whose testing facilities are not adequate. Sixteen States
and Union Territories are now availing of these testing facilities of the Central Government. The Committee is of
the view that the work-load in the Central Drugs Laboratory, Calcutta has increased to such an cxtent that labora-

tory reports get delayed.

®© N AW —



194

Recomimendations

* 16. Mere exhortation to the States advising them to build up testing facilities will not have the desired effect,
‘The Centre, it our opinion, should assist the States in developing combined food and drugs iaboratory by extendin
financial assistance to them. A scheme for this purpese, it is understood, has been accepted under the Fifth Five
vear Plan and that the inteniion is to baild cight luborateries curing ihis period.  Thers may be States which may
ot have the resources to cmploy competent persons on adequate salary scales in the laboratory and to mezt the re-
curring expenditure for running the luboratory.  If such States ask for financial aid from the Centre for expending.
some of their departments, the Central Governmeni should consider such requests favourably.

17. The Central Government have done well in providing a new building for the Central Drugs Lubomlory, :
The Laboratory at Ghaziabad, in our opinion, will be pre-occupied with Pharmaceutical and National Formulary .
work. The Centre should have three more regional laboratories one in the South, one in the East and one in the
West. In addition, to this, a laboratory for testing sera, vaccines and immunological products should also be set
up by the Centre. A scheme for the establishment of a Central Biological Standardisation Laboratory, it is under-
stood, is being examined. This scheme should be given high priority during the Fifth Five Year Plan.

Legal-cum-Intelligence Cell for carrying on campaign against spurious drugs and for processing legal cases.

, 18. The State Governments of Maharashtra, Karnataka, Gujarat and West Bengal have a ‘Legal-cum-Inteilj- -
gence Cell’ for carrying on the cumpaign against spurious drugs and for processing legal cases. Othcr States have
not so far created such ‘Cells’.

Recommendations:

19. The States should constitute a legal-cum-intelligence Cell for carrying on the campaign against spurious
drugs. Ouv rccomunendations setting forth the manner in which the compaign agzinst spurious drugs should be
organised are given separately. The Central Government should assist the States in organising this compaign by
extending financial assistance to them.

20. There is need for maintaining close contact with the medical profession, consumer groups ctc. TJnless
this contact is established, the public may not be aware of ths gcvernmental efforts that are being made in this direc-
tions.

Most of the Statcs are remiss in this direction. Maharashtra, Gujarat and Karnataka have, however, made
commendable strides in this eonnection.

Recommendations:

21. Enlistment of the co-operation of the public, the members of the medical profession and other social badies
such as Consumer Councils etc.  in tightening drug control measures and in combating spurious drugs should engage
the attention of the Central and State Guvernments. Today, there is littie awareness amoag the public and the men-
bers of the medical profession about the working of the drug control agencizs. While some of the States like Maha-
rashtra, Gujarat, Karnataka and others have constitited State Drug Advisory Boards where representatives froin
the medical profession, the police department, social workers, the industry and the trade are representzd, other States,
despite repeated requests, have not been able to constitute such Boards. It is not enough that Drug Control Organi-
sztions function efficiently in States, The public must also be aware of the functioning of such organisations. The
Committee would go to theextent of recommending that the constitution of Drug Advisory Boards should be
provided for statutorily in the Drugs and Cosmetics Act so that it becomes mandatory on the part of the deficient
States to constitute such Boards.

Spurious drugs and problems connected with the compaign against them

22. The term “‘Spurious Drugs” does not specifically occur in the Drugs and Cosmetics Act. However, the
term *misbranded drugs’ defined in Section 17, covers what is commonly intended by the term ‘Spurious Drug'.
In brief, spurious drugs would include :—

(a) A drug whose label shows it to be manufactured by a firm which is non-existent.

(b) A drug which is found to be different from what is claimed on the label.

(¢) A drug which is manufactured by a party other than the manufacturer shown on the label.

(d) A drug which is a close colourable imitation of a well established drug or brand of drug and which is likely

to deceive the consumer into the belief that he is buying the established drug or brand of drug. |

(e) Detfective drugs which are treated in such a manner as to conceal the damage or defects of drugs which are
made to appear of better or greater therapeutic value than they really are (Penicillin adulterated with other -
material and labelled as pure penicillin of certain potency is a case in point). L
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23. “Sub-standard Drugs” are those which do not conform to the standards laid down in the Drugs and Cos-
metics Act. While the manufacture of spurious drugs is essentially a clandestine operation-induiged in by unhccnscg
manufacturers or dealers, sub-standard drugs may be manufactured by licensed mgnufaclurers. “Spurious diugs
is a law and order problem, just like any other illegal activity, such as counterfeiting of currency or smuggling of

banned articles. The Drugs Inspector whose primary duty is to cducate and assist onest and cthical drug moanu-
facturers operating agoinst valid licences 1o improve their quality and performance, 1s x}!cq uipped to t;ml:'éc i prob-
lem of spucious drugs on his own. The reason for this is thut the manufacture of spurious droys is w2 W e

cover activity and that for tracking down the hide-outs where drugs arc fuked, the operations should start from iy
end of dealers who are suspected to be sellidg or distributing such spurious drugs. Tl aciivities und the external
‘Contacts’ of such dealers should be kept under surveillance through plain clothed watchers or policemen. trow
the ‘leads’ that are obtained, the hide-out where the drug-faking activity is carricd on_should be tracad and raids
carried by the police or the Drug Control Organisation with the help of the police. Prosccutions miay have to be
launched, in many-cases, simultaneously under the provisions of the Drugs and Cosmetics Act, the Trade Marks Act
the Indian Penal Code etc., so as to ensure that the accused does not escape clutches of a single legislation on tcchnical
grounds. In short, the campaign against spurious drugs will be effective only if the Drugs Inspectors, apart from
being fully conversant with the ins and outs of drugs manufacture and testing. arc also_well-acquainted with the
provisiorﬁﬁﬂ’m&ﬂﬁgﬂiimmMP.C., the Evidence Act, the Criminal Procedure Code etc. and also know
the pitfalls in processing prosecutions. The secret of success of the campaign against spurious drugs fics in the main-
tenance of close liaison with the police authorities. This implies that an ‘Intelligence-cum-legal’ unit must opcrate
in each State. This organisation should consist of ‘watchers’ w9 would be well-conversant with the drug trade and
its practices. Barring a few States such as Maharashtra, Gujarat and Delhi, other States have not been able te
organise thesc cells to counteract drug fakers. As already stated above, reports of movement of spurious diugs
are more frequent in the State where drug control has been lax. The most disconcerting feature has been the lack of
responsc on the part of several States to the information given to them abeout the positive clues relating to spuiious
drugs, such as the names of parties dealing with spurious drugs or the areas where they move. The Centre has 10
rest content watching this helpless state of affairs and can do very little with out the active support from the States.
The value of maintaining a close liaison with the police officials at high levels has not been appreciated by most of thie
States. A few cases of spurious drugs were investigated and proceeded against by the Central Drugs inspeciors.
Protracted legal procedures necessitated repeatcd visits to the State by the Central Drugs Inspectors with no commett-
surate resulfs.

‘Spurious Drug” problem assessed by Planning Commission’s Task Force

24. The Task Force on Drugs and Food Adulteration appointed by the Planning Commission which had gone
into the problem of spurious drugs in great detail recommended that special mobile squads for tracking down spurious
drugs and food, must be constituted. Each squad was recommended (o comprise a Drugs Inspector assisted by suit-
able police personnel. -The Task Force had further recommended the establishment of 25 squads in the States with
4 squads at the Centre for coordinating the activities of the States mobile squads. As past experience has shown
that the States may not be willing fo establish such squads because of financial difficuities. the Task Foree had speci-
fically recommended that the scheme for setting up those anti-spurious drug squads should be centrally sponsored
scheme with 1009 central assistance.

25. Reports on the movement of spurious drugs indicate that the prevalence of such drugs is maximum in States
where drug control is lax. 'Despite repeated exhortations to these States to tone up the Drugs Central Administra-
tion, the response, it should be stated, has not been encouraging. Unless Central Government assists the States in
streamlining their Drug Control Organisation and setting up anti-spurious drug squads, it would be futile to expect
any progress in this direction. The problem of spurious drugs should be tackled effectively and on a priority basis.
as otherwise drug-fakiug activities may reach alarming proportions and pose a grave danger to the health of the nation.
What is more, the confidence of the medical profession about the drugs which their patients secure will be shattered
and the people at large will also develop a psychological distrust ‘about the quality of medical relief available in the
country. Lastly, our export prospects will suffer a serious set-back if wide-spread reports on the novement of spurious
drugs continue to.be published in the newspapers or are discussed in the Central and State legislatures,

. The question also nceds to be considered whether the penalties laid down in the Drugs and Cosmetics Act are
inadequate. ‘ -

’

Penal provisions of the Drugs and Cosmietics Act whether these are
adequate or not

.

26. Under the existing provisions of Section 27 of the Drugs and Cosmetics Act, the punishment prescrited for
manufacture, sale or distribution of certain categories of ‘Misbranded Drugs’ and ‘Adulterated drugs’ and also for
manufacture of sale of drugs without valid licence i§ imprisonment for a term which shall not be less than one year
but which may extend to 10 years and also liable to fine. The Court may, however, for special reasons to be recorded

in writing, impose a sentence of less than one year. This is the enhanced penalty decided upon by the Parliament
when the Act was last amended in 1964.
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27. During the discussions of the Joing Committee in 1963. The punishments provided in the Act were thor'o%
ghly discussed. The Joint Seiect Committee enhanced the maximum punishment from three years imprisonment ¢4
ten years. The minimum punishment of one year’s imprisonment and also the provision that the Court, for ap
specific reasons to be recorded in writine could impose a sentence of imprisonment of less than one year were retained
by the Committee.  Lhree senibess of the Joint Committee (Shri H.V. Kamath and Shri R.Z. Khardekar and Shyj
DC) M) e two Tnferene ntinutes of dissent had expressed their views that the penal provisions -~ K

(11 <hould be saeh oy dile teem i€ not capital seatence, confiscation of property, deprivation of civil rights and;

erven flogeing (views of Shri HLV. Kamath and Shri R.S. Khandekar). :

2y shouald not give any discretion to the Court to award punishments less than one year as no sympathy should’
e shown o person found guilty for misbranding or adulteration of drugs (views of Shri P.C. Mitra),i

28, The Joint Committee, however, did not agree to these views of three members.  The Parliament also hadi
accepted into to the recommendations of the Joint Select Committee. .

29. The Joint Committce had also madc a new provisicn in the Drugs and Cosmetics (Amendment) Act of
1964 by which the implements and machinery used in the manyf'acture of misbranded and adulterated drug, also the
animals and vehicles used in carrying these drugs would be liable to confiscation.

30. The Law Commission had also recently exaunined the penci provisions of the Drugs and Cosmetics Act
and have tound them adcquate.  The Commission however recommended that the existing provision in the Drugs.
and Cosmetins Act by which tic Court may for any snecial rcasons to be recorded in writing impose a sentence of
imprisonment of less than 1 year should be modified so that for trifling rcasons the court may not give lesser sentence

of imprisonment,

31. Recently, the West Bengal Assembly passed a Bill recommending life imprisonment for persons found guilty
of food and drug offences.  The Courts have, however, been given discretionary powers to award a less severe penalty,
This Comumittee’s view is that merely aumending the Act without streamlining the organisation to track down spurious
drugs will not have the desired effects. 1t is recommended that a distinction should be made between offences relat-
ing to the manufacture and sale of spurious drugs and those offences relating to standards of drugs and that life im-
prisonment may be provided for the manufacture, sale stocking or exhibiting any drug which is deemed to be mis-
branded under clauses (a), (b), (¢), (d), () and (g) of Section 17 of any drug that is adulterated under Section 17-B
or for manufacture of a drug without a valid manufacturing licence. Elsewhere, in this report, we have indicated
what amendments, in our opinion, are necessary in the existing Drugs and Cosmetics Act. .

32. Summing up what is required is the establishment of an ‘intelligence-cum-legal wing’ in each State which
can made use of the local police authorities in the campaign against spurious drugs and also process prosecutions
quickly and efliciently.  The constitution of ‘State Advisory Committees’ which should include representatives from
the medical profession, consumer groups, the industry and the trade, should be considered so that the type of publicity
measures that are needed to enlist the cooperation and goodwill of the public could be considered. Close liaison
with non-official organisations such as the Citizens’ Central Council and Consumer Councils are being maintained
by the Drugs Control Organisation at the Centre and in the States. The main ohjective behind such liaison is to
create a sense of awareness among the public as to the measures that the man in the street could protect himself
from spurious drugs. A note (Annexure [) setting forth the manrer in which the public can cooperate and assist
the Drug Coutrol Organisation in the compaign against spurious drugs is also attached.

The role of the Central Drug Control Organisation

33. The Comnmittec of Economic Secretaries of the Government of India had considered the existing conditions
in drug control in India in a mecting held in January 1970 and it was agreed that quality control of products manu-
factured anywhere in India was not solely the responsibility of the State in which the manufacturing unit is located
since the product is sold all over the country. If a unit in one State was allowed to manufacture and market a pro-
duct of substandard quality, this would nullify the measures taken by other States. It was essential that the Central
Government should assume responsibility for ensuring statutory enforcement and control over the manufacture of
drugs all over the country and also supervise their whole-sale distribution among the various States. Unfortunately
these decisions have not been given eficet to with the vigour that was necessary mainly because of financial and ad-
ministrative reasons. Augmentation of the staff and testing facilities in the Central Drugs Standard Control Organi-
sation, it must be admitted, has been slow.

34, Considering the overall coordinating role that the Central Drug Control Organisation has to play, this
Committee would recommend that the following steps should be taken immediately to streem line the Central Organi-
sation :— . P

PRV T}
(a) The complement of the Central Drug Inspectors should be augmented to at least 50 immediately and Qt!le,,

Zonal Officers in Madras and Ghaziabad should be senior enough in status to enable them to discuss .wnh,‘
the State Drug Control Authorities and Health Secretaries the problems relating to drug control. '~



(b)

(c)

(d)

(c)

(1)

(g)

()

)

)

(93]

(1)
(i)
(iii)
(iv)
)
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The fucilities of screening "New Drugs” should be reinfordeed by the inclusion of & medical officer with
nostgraduate qualification who chould be able to advise on the Conduct of clinical trials with “New Drugs'.

The Centrai Drug Control Qr-ganisaticn i= at present depending entirel v the vereeiy of the tosicity dota
on ‘New 2rags’ prescated o it by oarms, nainly the qoreign ones. Taere cre po facidtizs for counter-
checking the toxicity dota.  Besides, Indinn drug manuiactiorers are now taking i increasirg interest in
drog researcli and it is reasonable to eapect that  within the neat dive vears there will be many new
drugs developed by this sector of the industry.  Carrying out toxicological studies on such new drugs will
he bevond the resources of most of the Indian firms.  The Central Government shouid therefore have a
“ully equipped toxicological laboratory for carrying cut toxicity as well as teratology studies with new Drugs
in particular. The Committee understands that the Bureau of Industrial Costs and Prices had recommended
the establishment of such a laboratory for the Central Drug Control Organisation and had further
suggested that a cess of 19 on the tunrover of drug firms should be levied on thz drug industry for this
purpose.

The library facilities should be augmented at the Zonal Offices and these facilities should be made available
to drug manufacturers and State Drug Control Authorities.

The facilities for training Drugs Inspectors {two such courses are rccommended in Bombay and Calcutta)
and Drug Analysts should be made permanent and phole-time senior officers should he anpointed to con-
duct them.

The ‘Drug Standard Cell” for the publication of Pharmacopoeia and National Formulary is scr&ou§1y
handicapped for want of staff. This deficiency should be rectified immediately. as otherwise the Indian
Pharmacopocia and the National Formulary cannot be kept up-to-date.

The Central Drug Standard Control Organisation should have its own library of books and journals.
Likewise, the provision for travelling allowance for this organisation, including the Zonal Organisation,
should be adequate. This is necessary as frequent discussions with the State Authorities at high levels
will help improve the tone of Drug Control measures in the country.

The Central Government should have its own "Pubdlicity Wing’ so that suitable auidance could be given to
the States/general public.

Four mobile squads equipped with fast iransport radio communication. police assistance and plain clothed
watching staff should be attached to the Tour Zonal Officers 1o help the States in the campaign against spu-
ious drugs.

Lastly, the Central Drug Control Organisation should be separated from the Directorate General of Health
Services and brought under the direct control of the Ministry of Health, Unless this is done, and the
Ceatre sets an example, it will be futile to expect the States to create a separate department for drug  con-
trol administration.

Financial aid to the States

5. Our salient recomnendations covering the State Drug Control Organisations include :—

The constitution of a semarate drug control department and the appointment of a technically competent
officer to head the State Drug Control Organisation.

The augmentation of the Drugs Inspectorate in the States and arrangements for keeping their technical
competence upto-date such as provision of journals, pharmacopocias. technical books etc.

Assistance to States for providing transport to at least Senior Inspectors.
The cstablishment of 25 mobile squads all over the country 1o tackle spurious food and drugs: and

Financial assistance for the States in establishing a top-grade combined food «nd drug laboratory at the
State level.

36. A statement showing the present status of the Drug Control Organisation in the States and the manner in

which they should be streamlined if the organisations are to function cffectively is attached (Annexure 11). A proposal
for extending financial assistance to the States for strengt hening the Drug Control Administration with a view to ena-
bling them te tackle the problem of sub-standard and spurious drugs more eflectively is also attached (Annexure 1),
The scheme aims at extending financial assistance to the States on two counts, namely, (i) for reorganising the Drug
Control Administration by appointment of a full time competnet Drugs Controller with adequate number of quali-
fied inspectors and providing transport facilities; (ii) establishing anti-spurious squads with adequate facilities for
quick investigation of the movement of spuricus drugs. We have proposed financial assistance only for the additional
staff that would be required to be recruited in the States to bring the Administration to uniform level throughout
the country. The extent to which each state should be assisted has also been indicated. )



198

37. Unless the Centee extends financial help for augimentation of the States Iaspectorate and for the constitution
ol 23 mubile squads, States cannot be expected to make any headway in this direction. The Committee wishes to
pointoat i shis connegtion that winle the Staiss afe being assisted financially in a [jharal ~1niner by the Centre (o
inolement the Fumily Plaaning progeimme Denz Conteol” has not been accorded even U degree of importance,
abriowziv this agtivity is vital for iinteaanse of public bealth. This Committec would zlso support the recominenda-
o Baede by e Hureau of Jadusizia! Costs and Prices that a cess of 194 should be levied oa the pharmaceutica
idastey and thar the funds so collected, which are expected to be of the order of Rs, 3.5 crores per annum, shouid
b wtihised prisaardy for the construction of the Toxicological Laboratory where *New Drugs’ could be got screened
by the Drwess Controller at the Contre. The balanc: of funds should be utilised for strenghthening Drug Control
Adiiaistraiion nidee Staies, as w. !l as for fniacing approved Rescarsit Suacies.

Coourdination between the Centre and State Drug Control Organisation .

38. Once the State Drug Control Organisation is streamlined in the manner recommended by us, the tone ef
drug control can be cxpected to improve. The standards of first inspection of manu facturing firms and inspeztion
at the time of renewal of manufucturing licences must be stringent. Thc Committee would particularly recommend
to the States that manufacturers of drugs which require special precautions namely the drugs. covered by Schedule
C of the Drugs and Cosmetics Rules should be jointly inspected by Central and State Drugs Inspectors before licences
are geanted or renewed.,  Therealter, States should draw up prioriiies for frequent inspection of drug manufactiiting
units. and firms svhich execute orders for govermant departments, and those which manufacture Schedule C drugs,
including ‘Blood Banks’, should figure high in the priority list.  laspection o hospita! stores and pharimacices through-
out the states would not only have a salutary eifect on their working but also raise the confidence of the common man
in the guality of drugs made avinlabic by hospitals.

39. The Centre, in our view, should concentrate its al(ention on repeated inspections of firms manufaciuring
Schadule C drugs and also take for test samples, of life saving drugs on a planned basis. Test reports on drugs which
are not of standard quality should be quickly pursued by the Central Drugs Standards Control-Organisation with
the concerned State Drug Control Authoritics. Wherever the Central Drug Control Organisation fecls that drug
manufacturers who have been licensed are unfit to carry on the manufacture, it should be incombent on the Central
Government to take up with the State Autharities (at a high lev:l) and get the licences cancelled.

40. The Committee debated at great length on the advisability of the Central Organisation prosecuting firms
located in the States if they are found to be marketing sub-standard drugs. Here again, we feel that such prosecus-
tions if considered necessary should bs resorted to by the State Authorities. The Central Organisation, it our op-
inion, will find <itself hopelessly dependant on the police and prosecution facilities available with the State.
the experience of a few prosecutions launched by the Centre, in some States makes us feel that the Centre should
not waste its efforts in such activities single handed. Needless to say that close liaison between the Central and
State Governinent Officers ad the top level is called for to scttle prosecution cases quickly and effectively.

Amendment of the Drugs and Cosmetics Act

41. The Committee has had close look at the existing provisions of the Drugs and Cosmetics Act. The ex-
perience gained by the Central and State and State Drug Control Administration over so many years of enforcement
activily makes us recommend that amendmeants to many scctious in the Act are called for. The penal provisions have
been carcfully examined, particularly in the context of life-imprisonment for drug. offences that has been provided
by the West Bengal Government in its amendment Act.  We arc of the opinion that life-imprisonment should be
made applicable only to offences relating to manufacture and sale of misbranded drugs which fall under clauses (a),
(b), (0), (d), (f)and (g) of Section 17, to drugs which are adulterated uader Section 17 (B) or for manufacture of drugs
without a valid manufacturing licence.  The present proviso to Section 27 (a) which permits the Court to award im-
prisonment for a period not Icss than one year have bzen amended and imprisonment for a2 minimum period of five
years has been recomm:aded, A list of the am:ndm:nts recomme=nded by us is encloszd (Annexur= 1V).

42, The Committee considered whether a s2parate definition for the term ‘Spurious drugs® should be included
in the Drugs and Cosmetics Act.  Section 17 defines misbranded drugs.  Section 17 (b) defines adulterated drugs.
Hence the committee feel that it is not necessary to add a s:pacate definition for spuiious drugs as the existing
definition covars all aspects of spitcious drugs.

Haspital purchases of drugs

43. Government purchases of drugs are made against tender enquiries and from firms which quote the lowest
prices. The quality of drugs manufactured by a firm depends upon the manufacturing facilities and conditions of
manufacture, the competence of the personnel that supervise, the produdtion dnd esting of raw materials and finish-
«d products, product development research, the imprdcess checks and counter chesks exercised by 1he firm, tHe moni-
toring arrarigément majniained by the firm for” following up the performancs of.their products when they move in

et wh
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the marekt and the extent to which they are able to recall’a product Irom the mark enever necessary. THE3S



199

‘Good Manulacturing Practices’ cost money and any 1irm which observes them neticulously cannot be expected to
quote waduly Jow prices for their druus, Besides. several States extend special preferences Lo drugs manufactures
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45. rh\, Comumittce would therefire rocom: w:nd that States should have their own centraliszd arvangemant for
pitrchasz ot drugs and that manuiacterers o drugs who tendd for s wanliay should b ssreened with referens: to the
good manufacturing practices observed by them an d contrlled as sentid suoplizrs, The procadiire followed hy
the Maharashtra Goversim.nt (Anraxure Vyand ll.u D.GS. & D.could be us:Aully adoptd H. other States.
Deliveries against orders shonld be phasad into coneniont instalieents oo thet hospiials are not saddled with large
stocks of dlll"\ or with drags with limired lite-neri vy, The Deazsshou'd bl sihjected o thoror i visual v(tn\-
nation at tie tie of r eccipt in hospitads and whcnioved there ire redsoins o SUsyres their gqundy _\', snnles should
got examinad, The qu: ‘111\' of draes distvibuted o peienss in Bosnited iy ot onde Lonendae nn S precations
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organised. While the Commitice nots with savisfaction that inspeciios of hospitad i pr cnried ot
in metropolitan centres. such inspections are ali the more nocssary in sm tler fowas in the rarl arcas and pablic
health centress The Central and St Dorer Cosirol O cwiavio s woald do seilssy sceariats oo thisaspedct
Likewise. the Diug Contral authoritios should subject iz which wapal e drazs 1o Bosbal, do Frogn
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Quality Control and Small-Scale Units
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47, Most of small seale firms find o diflicalt to pet ihon drugs fovied. Setiing up of anaby il laboratories
by the units themselves, on a2 cooperative basis, seems to be one of the solutions. Fhe sl seale sector of tae indus-
try, we nnderstand, is aware of this suggestion but apparentiy, it has not foand  Tevour with the industry. We would
also recommend that the state Governm ents should place the t2sting faeilivies available with their analytical Tabora-
tories at the disposal of small scale firms on payment of preseribad fees,

AN The Commitier, beevesers wishes to point ont (hat in order to bapeove the performance of small scale
manufacturing firms which ave alroady oporiing mothis cowairy, the Toatral and State Government Drug Controd
Organisations should conduct special semivers, tectinioal lectures cle. and issue buletins emphastang on manufa -
turers the various aspects that have to be tahern into coustderations In maintaining ui dity contrel measures.  In
particulars, we feel that talks on subjeets, such as, “The maintenance of sterite arcas in drug manufacturing units’,
Sterilization procedures for durgs’. “Maintenance and house-keeping hints for manufacturers of sterile products,
‘Problems refating to the production and quality control of - oprhalimic preparations™ ete. should be arranged. Some
of the Zonal Organisations at'wched to the Central Drug Control Qrganisations have been circularising pamphlets
which should benefit drug manufacturers.  This practice should be followed by the otlier Zonal Officers and  State
Drug Control Organisations alse, ' '

TN of Pet. & Chem. 75220
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49. We arc also given to understand that the Ministry of Industrial Development may be in a position to start
an organisations where prospective manufacturers of drugs particularly those whose financial 1esources are limijied
could be initiated into the subtleties of guality control measures inregard to durgs. Such an organisation shouid be
started every sann. ' '

«

Soniwe generial ohservations

. The Diug and Equipment Standards Committee appointed by the Ministry of Health and Family Planning
1 1963 had made valuable recommendations but unfortunately they have reminded unimplemented.  Two specific
recommendations namely the one suzgesting that the D-ug Control should administratively function indepandently
under the Government concerned and not as an organisation attached to other departments and the other that off-
ences under the Drugs and Camsetics Act and related legislation should be tried in specified Courts so that the latier
might be fully canversant with the objectives of the legislation and technical aspects of the cases deserve special men-
tion. As already mentioned by us carlier, we reiterate that the Central and State Dcug Control Organisations should

z independent of the Directorats of Medical and Health Services spesially as the latter organisation and responsible
for purchasss of drugs.  States will b2 reductant to carry out this separation unless the Centre sets an example.  The
sscond recommeandation should also be pu.sued vigorously.

51, Most o the States have been extending all help to the drug industry. Special incentives for the industry
are also offered by some States. We find however that in some States the industry has been suffering from certain
handicaps, particularly because of water-shortage non-availability of alcohol and clectricity etc.  Units which are
engaged in the production of drugs which are thermolabile and are sensitive to heat such as sera, vaccines, other
immunological products and antibiotics should not be subjected 1o power cut as their production would be seriously
hampered. The lack of power would effect refrigeration facilitics and result in loss of valuable drugs. The Commitice
would particularly wish to bring this point to the notice of the Central and State Governments.

. 52. A Joint inspection by the local ard Central Drug Controllers should be undertaken and completed with
in a period of two months for all units in the small scale sector in respect of Schedule C items.  This work should
start immediately,

53. The general public in their own interest should also be aware of the precautions to be taken while purchas-
ing drugs.  They should also bring to the notice of the [rrug Control authorities whenever the existence of any spu-
tous drug comres to their notice.

Sd/-  Jaisukhlal Hathi

Sd/- Yashpal Kapur

Sd/-  Vasant Sathe

Sd/- Ruanen Sen

Sd/- K.S. Chavda

Sd/- C.M. Stephen

Sd/- M., Dhar

Sd/-  S.S.  Marathe

Sd/-  Vinod Kumar

Sd/- P.S. Ramachandran

Sd/- B. Shah

Sd/- B.V. Ranga Ruo

Sd/- M.K. Ranganckar

Sd/- B.B. Gaitand:
New Deihi Sd/- P.R. Gupta.

Recommendations

[. The officer in charge of the Drug Control in a State Constitutes the king-pin of the Organisation. He
should be responsible not only for enforcing the quality control measures over drugs, but also for the development
of the drug industiy, having regard to the raw materials and natural resources available in the country. Lack of
adequate technical knowledge on the part of the top officer will result in ill-equipped and ill-organised firms being
licensed to manufacture drugs.

[Chapter-1X Para 10.]

« 2. Thecheck that is exercised over the first licensing or the rencwal of licence determines the quality of products
that are turned out by the firm, though frequent inspections of the manufacturing firms are also necessary to ensure
that the quality control discipline has become ingrained in all the personnel working in the firms.

[Chapter-IX para 10}

) 3. As recommended by the Drugs Technical Advisory Board, the qualifications of the Licensing Authority
in qach State should be laid down in the Drugs and Cosmetics Rules and if necessary an enabling provision should
be in troduced in the Drugs and Cosmetics Act for this purpose.

[Chapter-1X para 10.]
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. 4. The overall authority in the State should also be the Controlling Authority” for Drugs Inspectors and nc
Drugs Inspector should be permitted to  institute a prosccution without the express order in writing from the “*Con-
trolling Authority™, ‘

[Chapter-1X Para 10.

5. The Licensing of firms in cach State shautd be done through a Licciising Bourd consisting of () Drug Con-
trol authority of the Stute concerned. (i) Drug Control authoritics of ithe Stutes in the Regron. (i) a senior represen-
tative of the Drug Control authority of Indii; and (iv) il possible. one ol the Drug Control authority from Maharashi
Gujarat or Karnataka. The Drugs and Comsctics Act and Rules should be amended accordingly.

[Chapter-IX para 11,

6. The manufacturers of injectables including glucose solutions, antibiotics (Schedule C) items should
be licensed to manufacturer unless they have their own arrangements for testing them. .
[Chapter-1X para 11,

7. The present provisions permitting such firms to get their finished products tested by privale laboratory
should be withdrawn when the restrictions imposed on import of analytical cquipments gets eased. Mecanwhilc

- commercial  laboratorics should be required to maintain eflicient standards with regard to technical staff, equipmen

and cnvironments and shouid be approved by the Drugs Controt Organisation at the centre,
: {Chapter-IX Para 12,

8.  The Drug Contra! Organisation should be divorced from the Directorate of Medical and/or Health Scr
vices and Constituted into & separate departmaent funciioning directly under the Department/Minisiry of Health,
[Chapter-1X Para 12

9. The State which do not have an adequate number of Drug Inspectors as per the scale recommended by th

Committec on Drugs Control, should be helped to expand their drug Inspectorate,
[Chapter-1X Para 14.

10 The salary offered to Drug Inspectors should be reasonable and suflicient to attract good talents fron

the profession.
[Chapter-1X Para 14

11, Each State should have alteast one Chief Inspector in the scale of Rs 1100-1600 who whould be weli
conversant with the manufacture of antibiotic prepuarations, injectable and vaccines, ete.  including transfusio
solutions. He should carry out the inspection of firms which apply for the munufacture of drugs also associating a

mspector from the Central Government with the first inspectinn.
[Chapter-1X Para 14

12. At the time of granting first licence for manufacture, utmost care should be exercised by the Drug Licen:

ing Board/Drug Control authority.
[Chapter-IX Para 147

13. No inspector should be posted by a State Government unless he has been trained.  Training Jacilities It
inspectors should be augmented and a second training course sheuld be organised in Caleutta for Northern an

Eastern Regions. .
[Chapter-1X Para 4

14. The Central should assist the States in developing and /or expanding combined food and drug contr

laboratorien by extending financial assistance to them.
[Chapter-1X Para I¢

15. In addition to the existing Central Drug Laboratory at Ghaziabad, the Central should have three mo:

regional laboratories, one in the South, one in the East and onc in the West, )
[Chapter-1X Para 17

16. In addition, the Central should also sct up a control laboratory for testing Sera, Vaccines and immunol:
gical products. The scheme of establishment of a Central Regional Standardisation Laboratory. should be giv

high priority on the Fifth Five Year Plan.
[Chapter-1X Para I’

17. The States should constitute legal-dum-inteiligence Cells for carrying on the compaign against spurior

" drugs. The Central Government should assist the States in organising this compaign by extending financial ass:

tance to them.
[Chapter-1X Pare 1¢
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« 4. The overall authority in the State should also be the ~Controlling Authority” for Drugs Inspectors and nc
Drugs Inspector should be permitted to  institute i@ prosccution without the express order in writing from the “*Con-
troflling Authority™. ‘

[Chapter-IX Para 10.

5. The Licensing of firms in cach State should be done through a Liceising Bourd consisting of (1Y Drug Con-
trol authority of the Stite concerned. (i) Drug Control authoritics of the States in the Region. (iif) a senior represen-
tative ol the Drug Control authority of Indie: and (iv) il possible. one of the Drug Control wuthority from Maharashu
Gujarat or Karnataka.  The Drugs and Comsctics Act and Rules should be amended accordingly.

[Chapter-1X pari 11.

6. The manufacturers of injectables including glucose solutions, antibiotics (Schedule C) items should 1ro
be licensed to munufacturer unless they have their own arrangements for testing them. .
[{Chapter-1X para 11,

7. The present provisions permitting such firms to get their finished products tested by private laboratory
should be withdrawn when the restrictions imposed on import of analytical cquipments gets eased. Meanwhilc
_commercial  laboratorics should be required to maintain eflicient standards with regard to technical stafl, equipmen:

and cnvironments and should be approved by the Drugs Control Organisation at the centre.
{Chapter-1X Para 12.

8. The Drug Contro! Organisation should ba divorced from the ircctorate of Medical andjor Health Ser
vices and Constituted into a scparaie department funciioning directly under the Department/Minisiry of Health.
[Chapter-1X Para 12.

9. The Stuate which do not have an adeguate number of Drug Inspeciors as per the scale recommended by th

Committec on Drugs Control, should be helped to expand their drug Inspectorate,
[Chapter-1X Puara 14.

10 The salary offered to Drug Inspectors should be reasonable and suflicient to attract good talents fron

the profession.
{Chapter-1X Para 14.

11.  Each State should have alteast one Chief Inspector in the scale of Rs 1100-1600 who whould be weli
conversant with the manufuacture of antibiotic preparations, injectable and vaccines, ete.  including transfusio
solutions, He should carry out the inspection of firms which apply for the manufacture of drugs also associating a

imspector from the Central Government with the first inspection.
[Chapter-1X Para 14

12. At the time of granting first licence for manufucture, utmost care should be exercised by the Drug Licem
ing Board/Drug Control authority.
[Chapler-IX Para 4%

13. No inspector should be posted by a State Government unless he has been trained.  Training facilities f¢
inspectors should be auginented and a second training course sheuld be organised in Calcutta for Northern an

Eastern Regions.
[Chapter-1X Para 14

14. The Central should assist the States in developing and /or expanding combined food and drug contr

laboratorien by extending financial assistance to them.
[Chapter-IX Para I¢

15. In addition to the existing Central Drug Laboratory at Ghaziabad, the Central should have three mo:

regional laboratories, one in the South, one in the East and onc in the West. )
[Chapter-IX Para 17

16. In addition, the Central should also sct up a control laboratory for testing Sera, Vaccines and immunol:
gical products. The scheme of establishment of a Central Regional Standardisation Laboratory. should be giv
high priority on the Fifth Five Year Plan.

[Chapter-1X Para 17

17. The States should constitute legal-dum-intelligence Cells for carrying on the compaign against spurio’
drugs. The Central Government should assist the States in organising this compaign by extending financial ass!

tance to them.
[Chapter-1X Pare 1!
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18. Eulistment of the co-opcration of the public, members of the medcial profession, social organisations k¢
Consmeers’ Councils ete.  in tightenina Drug Control measures and in combating the menance of spurious drugg
shogld be considered both by Central Government and State Governnmicnts., :

[Chapter-IX Para 21'] P

(9. Setting up of State Drug Acvi~ory Boards consisting of medical — profession, Police  Dcpartment, Social%
workers, the Tndasivy and the trade should be provided for statutorily in the Drugs and Cosmictics Act and that lhis?
should becomz  mandatory on the part of daticient States to constitute such Boards. Public should also be made?
aware of such orvganisitions, Boards., !

[Chapter-1X Para 2].]%.
> 20, As recommended by the Task Foree on Drugs and Food Ad‘ul(eralion, 25 gpccial‘ Mobile sqlads in the
States should be organised for tracking down spurious drugs and food with 1007 financial assistance from the Centre,

{Chapter-1X Puara 24

21. Tour special Mobile Squads should be established at the Centre for coordinating the activitics of mobile
squads in Staics.

[Chapter-]X Para 24))

22. A distinction should te made between offences relating to the manufacture and sale of spurious drugs
and those offences relating to standards of drugs.  Punishment of life imprios nmen! may be provided for the manu-
facture, sale, stocking or exbibiting any drug which is deenied to be misbranded under clause (4), (b), (c), (d). (f) and
(g) of Section 17 of any drug that is adulterated under Section 17 or for manufacture of a drug without a valid liccnce.

{Chapter-1X Para 31

23 The compl ement of the Ceatral Drug Inspectors should be augmented to at least f0 immediately, und the
Zonal Officers in Madras and Ghaziabad should be senior enough-in status to enable theny to discuss with the State
Drug Control Authoritics and Health: Secretarivs the problems relating to drug control.

{Chapier-IX Para 34 (a)]

24. The facilities for sereening *New Duugs’ should be reinforced by the inclusion of a medical officer with
post-graduate qualifications who should be able to advise on the conduct of clinical trials with ‘New Drugs’.

. [Chapter-1X Para 34 (b))

35. The Central Government should have a fully equipped toxicological iaboratory for carrying out toxicity
as weli as  teratology studies with new drugs in particular,

[Chapter-IX Para 34 (c)]

26, The library facilities should be augmented at the Zonal oflices and these facilitics should be made available
to drug manutacturers and State Drug Control authoritics.

[Chapter-1X Para 34 (d)]

27. The facilitics for training Drug Inspectors (two such courses arc recommended in Bombay and Calcuttar)
and Drug Analysts should be made permanent and whole-time senior oflicers should be appointed to conduct then.

[Chaptet-IX Para 34 (e)]

28, The Drug Standard Cell for publication nurposes like the pubiication of Pharmacopocia and National
Pormulary should be strengthened immediately to keep them up to date.

[Chapter-1X Para 34 (1))

29. The Central Drug Standard Control Qrganisation should have its own library of books and journals.
Adequate provision should also be made for this organisation towards travelling altowances and to improve the
tone of drug contr ol measures in the country.

[Chapter-1X Para 34 (g)!

30. The Central Goveinment should have its own publicity wing (o cnable 1t to give suitable guidance (o the
States. )

) [Chapter-1X Para 34 (h))

31. Four mobile squads equipped with fast transport radio communication, police assistance and plain clothed
watching staff should be attached to the four Zonal offices to help the States in the compaign against spurious drugs.
[Chapter-1X Para 34 (i)]

32. Drugs Inspectorate in the States and arrangements for keeping their tcchhical competence upto date such

as provisiqn of journals, pharmacopocias, technical books, ctc. “should be augmented.  Transport facilities at least
to the senior Inspector should be provided. i

[ChapterIX Para 35(ii))
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33, Financial assistanee should be provided to the States in establishing top grade combined Food and Drug
control laboratory.,
[Chuapter-IX Paiva 33(v))

3 As reconimended by the BICP, a cess of 17, should be levied on the pharmaceutical industry and the funs-
so eollected which are estimated 1o be of the order of Rs. 3.5 crores should be uutlised primarily for the construcd
tion of the Toxicological Laboratory at the Centre and the balance of funds should be utilised for strengthening the
Drug Control measures at the Centeal and State levels, as well as for financing approved schemcs of rescarch.

: {Chapter-1X Para 37

35. The standards of lirst inspection o manufucturing firms and inspection at the time of renewal of manu-

facturing licences must be stringent.  Joint inspections by the Central and State Drugs Inspectors should be
carricd out before licences are granted or rencwed.

{Chapter-IX Para 38.]

36. Statcs should draw up priorities for frequent inspection of drug manufacturing units and firms which ex-
ccute orders of Government departments and those which manufacture Schedule *C’ drugs including ‘blood banks’.

[Chapter-IX Para 38.]

37. Inspection of hospital stores and pharmacies throughout the States  sitould be frequently done.
[Chapter-IX Para 38,
38. The Centre should concentrate on repeated inspections of firms manufacturing Schedule “C* drugs, and alse
take out for test samples of lile-saving drugs on a planned basis.
[Chapter-1X Para 39
39. The licences of the drug manufacturers who have been given licences and who arc unfit 10 carry on the
manufacture in the  opinion of the Central Drug Control authoritics should be cancelled in consultation with the
State Drug Control authoritics.
[Chapter-IX  Para 39/
40. The prosecuticn for cflences under Drugs & Cosmetics Act should be initizted by States. There should be
a closc linison between the States and the Centre to ensure quick cflective prosceution.
[Chapter-1X  Para 40.}
41, The present proviso to Section 27(a) which permits the court to award imprisonment for a period not

than one year has been amended and imprisonment for a minimum period of five years has been recommended.  F
ther amcndments as recommended vide Annexure V arc suggested for implementation.

[Chapter-IX  Para 41}

42. The States should have their cwn centralised arrangements for purchase of drugs. The tenderers shouid

be screened with reference to good manufacturing practices observed by them and enrolled as prospective suppliers.
. [Chapter-IX Para 43

43, The procedure adopted by Maharashtra (Annexure V) should be followed for purchases of drugs by othe
States.  Hospital pharmacy services should be re-organised as per the manner sct forth in Annexure VI
?

[Chapter-IX Para 45

44, The drugs should be subjected to a thorough visual examination at the time of receipt in hospitals and wher
there are reasons (o suspect their quality, samples should be got examined.

[Chapter-IX  Para 45

45. In smaller towns and rural areas and Public Health Centres, frequent inspection of drugs is all the more
necessary. :

[Chapter-IX  Para 45

46. The Drug Control anthorities should frequently inspect the firms which supply drugs to hospuals.
[Chapter-IX Para 45.
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47. Most of the small scale firms find it difficult to get their drugs tested.  The State Government should placeg
the testing facilivies available witle their analytical laboratories at the disposal of the sinall scale firms on pavimem of
presceithed fees.

[Chapter-IX Pura 47)

48. The Central and the State Drug Organisations should corduct special seminars, technical lectures and issye

builetins emphasising on manufacturers the various aspeets that have to be taken into consideration in maintainmng
quality control mceasures.

[Chapter-IX Para 4§))

49. Talks on subjects such as maintenance of sterile arcas in drug manufacturing units, sterilization procedurcs
for drugs ctc. should be held.

[Chapter-1X  Para 48

50. An organisation where prospective manufacturers of drugs particularly those whose financial resources are
limited could be initiated into the subteleties of quality contro! mcasures in regard to drugs should be started.

[Chapter-IX Para 49

51. As recommended by the Drugs and Equipment Standurds Committee, the Central and State Drug Control
Organisations should be independent of the Directorate of Medical and Health Services.  The Centre should  adopt
this immediately to act as an example for the State to follow.

[Chapter-IX  Para 50,

52. Industrial units which are engaged in the production of drugs which are thermo labile and arc sensitive

to heat such as sera, vaccines, other immunological products and antibiotics should not be  subjected to poveer cuts
as their production would be seriously hampered.

[Chapter-1X Para 51.)

53. A joint inspection by the local and central Drug Control authorities should be undertaken immediately and
completed within a period of two months for all units 1n the small scale sector in respect of Schedule *C' items.

[Chapter-IX  Puara 22

54. The general public in their own interest should also be aware of the precautions to be taken while purcha-

sing drugs. They should also bring to the notice of the Drug Control authorities whenevei the existence of any
spurious drug coms:s to their notice.

[Chapter-1X Para 53]



ANNEXURE |
Note on the Nanuer in which the Public can Co-uperate aud Assist the Drug Confrol Grganisation,
(Chapter tNX--Para 32 (APP. 1)

The Drugs and Cosmetics Act which regulate the quality of drugs imported into, manufactured and sold in the
country is a social legislation, its objective being to ensure that drugs are being manufactured under proper condi-
tinne e that the drug reaching the consumer is of standared quality.

The Drug Control Organisation at the Centre and in the States are responsible for enforcing the provisions of
this Act. This law affords protection not only to consumers but also to law abiding manufacturers and dealers
as it guards them against unfair competition by inferior or dishonestly-labelled products. It is, therefore, in the

interests of the consumer, law-abiding manufacturers and dealers to co-operate and assist the Drug Control Organisa-
tion in the strict enforcement of this Act.

The gullible consumer is the main victim of an unscrupulous dealer dealing in spurious drugs. It is not
possible for a consumer to have every drug purchased by him tested to ensure its quality. In some cases spurious
durgs are made up so competently to resemble closely the genuine product that it is difficult for a layman to notice
any difTerence between the genuine and the spuricus product. .

The racket of spurious drugs thrives mainly because of the greed of the manufacturer, dealer, and even the con-
sumer. The desire to save money by purchasing dvugs at a lower price without a cash memo, is in many cases the
root cause for the prevalence of spurious drugs.

Generally, reputed manufacturers and dealers do not engage in the manufacture and sale of spurious drugs. It
is generally the small chemist working on low margin of profits which deals in sale of spurious drugs.

The question that naturally arises is how should a consumer protect himself fiom this menace of spurious drugs.
While there can be no fool-proof protection, nevertheless there are certain precautions which if taken by consumers

could not only ensure their protection but also assist the Drug Control Organisation in their investigational activities.
These precautions are;—

1. Buy drugs only from a reputed chemist preferably one known to you.
R

2. [nsist on a cash-m:mo while purchasing the drug. The Drugs and Cosmetics Act requires 2 chemist to
give a cash-memo and it is an offence for a chemist to refuse to grant a cash-memo.

3. Compare the price charged by the Chemist with that indicated on the lable. If the pricz charged is consi-

deratzly lower than that indicated on the lable then there is a possibility that the drug supplied may not be
genuine,

4. Beware of any shop which sells drugs at prices considerably lower than other competitors.
5. Examine the labels of the drugs purchased and do not buy drugs which have crossed the expiry date.

]

6. 1f the package of the medicine purchased appears different from that purchased earlier, forward the package
to the nearest Drug Inspector for investigations. Similarly, if a medicine purchased tastes differently then
report along with a sample of tihe medicine all to the nearest Drug Inspector. )

7. Destroy all used containers of medicines particularly those where the name of the medicine or the manufac-
turer is indelibly marked on the container.

8. Associate the Drug Control Organisation in meetings of the Citizen Committee where quality control of
drugs is being discussed.

9. Inform the State Drugs Controller of any cases of spurious drugs that have come to your notice. While

furnishing this information please ascertain the facts correctly so that the time of the Drug Control Officer
is not unduly wasted in fruitless investigations. :

The steps set out above if followed by consumers would ensure not only protection but also assist the Drug Con-
trol Organisation in investigating cases of spurious drugs.

-
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AT NU N
SET UP QI THE DRUGS CONTROL ORGANISATION IN THE STATLES AS OGN 1-1-1974
(Chapter IX—Dara 3C (App. 1)

Sl. Name of State Whether whole time  No. of Inspectors No,of manu- No.of Intelligence-cami-leenl  Tndonandent teost.

No. independent ofticer-  and scale of pa: factuiing pre- sale wing for tracking ing facilitices
in-charge of the mises as on  premises  down spurious available

Department 1-1-74 as on drugs
1-1-74
1 2 3 4 5 6 7 8

1. Andhra Pradesh No, Director Health 16—Rs. 350—650 Drugs—189 12325, A police wing con- (o) Yes, fer  npop.
Services is the Rs. 250—350C Cosmt.—13 sisting of onc cir- ticicgical  rro-
Drugs Controller (Gaz.). Homeo.—8 cle Inspector and ducts only (Irai-
& Licensing Au- _ one Sub-Taspector tute  preventive
thority. one head constable medicine, Byder-

and two constables abad).

was done as an (b)) Biologicals pro-
experimental mea- ducts tested at
sure and was in- C.D.L., Ghazi-
effective and was bad.
withdrawn by the

Police Deptt. in

1969, A proper

pattern of police

Wing has to be

evolved where the

police functions

under the direct-

tions of Drugs

Controller,

2. Assam Na, Ditcctor Health 5—Rs. 350—950 Drugs—10 1,987 — Na, The drugs test-
Services is the  (Gaz.) ; ing Lab. have not
Drugs Controller. + 35 part-time civil yet been establish-

Surgeons of States ed and thesamples
Suh-Divn., Health are tested by
Ofticer & Officer C.D.L., Calcutta
&  Asstt.  Sur- or Pasteur Instt.,
geon as Ex-Officio Shillong.

Drugs Inspectors.

3. Bihar No, Director Health 4—Full time Drugs Drugs—7¢ 6,100 fa) Yes, for non-
& Medl, Services Inspeciors. Cosmt.—4 (Approx.) biological rop-
is the Drugs Con- Homeo.—1 ducts (Bihar
troller. Drugs Control

Lab., Patna).
’ - (b) Biological pro-
' duct tested at
“C.D.L., Calcutta.

4. Gujarat Yes. Director Drugs 50—Rs, 375—695 Drugs—225 3,691 Yes. Intelligence Yes. (Drugs Lab.,

Control Admn. Rs. 245515 Cosmt.—131 Branch Connecting  Raroda). Sample
(Gaz)) Homeo.—2 of T Asstt. Dircc- sent for test to
Avur.—10 tor, 4 Drugs Ins- Haffkine  Instt.
pectors and 10 Bombay.
Watchers.

5. Haryvana . No, Dy. Director of 6—Rs. 200—400 Drugs—68 1,031 — No, samples sent
H.S. is the Drugs 7C, M.O.'s work- Cosmt.—7 for testto C.D.L.,

ing as ex-officio Homeo.—1 Cal., and Public-

Controller
. D.I.
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6, Himach o

7. Kerala

8. Muadhya Pradesh

g, Mablarasht

10. Manipur

1. Mysore

12. Orissa

13. Punjab

14. Rajasthan

Yes, Drugs Control
ler under “he Dir
of HLS.

reL Yeo

Commissioner,

Food & Drags
Adimn
Noo DHS i ahe

Dirugs Controller,

Yes, Diaos Control-
ING

No, Dir H.Sis the
Draes Cortreller,

No. Dv. Director
of H.S (Food &
Drugsy s the
Dy pes Controtler.

No, Addh Dir of
vMed. and H N s
the Drugs Con-
trotler.

A1 of Pet. & Chem. 77527
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R A3 DTSR TH Py g
Yot
vy I
; |-
2 | -
ANEN e g 10
Flos N
A2 Rse o 3ES Drugs - 154
(Non-Gasl) Cosnit.—43
Honmiceoo S
167 - Re. 2302 715 Dirags - 909
[ISRER] Cosmt, - 602
[tomeo - 23
One tuli time Drues Nil
Insp.
13- Ry 230300 Druws - 7
(Crasd Cosmt, = )

[ A S IS AR |

[ARRYN]

12--Rs
(it

200 -

S full
Insp.
19 Medl

time

appointed
Ofteer

Homea,

Drugs—60
Cosmu,— 27
Homeo, —12

00 Drugs =49
Cosmt.~ 52
Homro -6
drugs  Drugs- 89

Cosmt — 13

appointed as x-
officio Drugs Tnsp.

Fhe State D.CLDren,
has got an intelk
ltoence Branch
under Jhe charge
ofa Drugs tnspect.
anda‘l.czal Wing
in charge of a
leeal Asstr,

A2 The Government

have cicated four
ot Jrohice
Prosecutors in the
State for conduc-
tion of Drugs Act
case.  Steps ore
ales being  taken
to start an “Intel-
liaence-cum-} coal
Wing.

[AYSENEN
H s

12,069  Yes, Intelligence
Bran~h consists of
t Sr. Drug Insp.,
2 Drugs Insp. and
17 Watchers. This
Branch is assisted
hy the Police staft
consisting  of 1
Inspector, 2 S
and 14 Constables.

139 .

S0 Yes, 1-gal Intelli-
aeee and prose-
cution branch
formed.

<001 —

2098 -

R —

N sampics ont o
[ 0 N A P

) Yes.  tar
Biological :
Juets (Drugs e
ing Lao., Triva-
druniy.

Nl

T (M) Biological  pro-

ducts at C.D. L.
Calcutta.

() Yes, for non-
Biclogical  jro
duets [ ISR
Testing, L ab.,

Indore).
(1) Bialagizal

duct  tested @

C DL Cale

"rO-
IR

Yes, Drug Contrl
iab.,  Bombu,

Samples also test-
od ar o Hafitire
[nstityte, Pardd,
Bombay,

Na, samples tesreg

i C.DLLL G-
Cudla.

(ay Yes. for non-
Biological  pro-
ducts (Drags

Teting Lab,,
Bancalore.

) Biological  pro-
duct tested ot

C.Id. Calewina,

N, samples <ent to
Central Drugs
FLab.. Calcutta
CLPPL.. Ghasi-

abad.

ta) Yes, for
Biological  pro-
ducts (Punlic
Analvsis, Chandi-
carhy,

nan-

Oy Biological pro-
duct  tested ae
C.D.1LL Caleutia,

() No.,  Prof.
Pharmacolo v
S.M.S. Medl.
College, Jaipur
appointed as
part-time  Govt.
Analysts.

(h) Samplesalso sent
for test to the
DD, Calcutta.

o!‘
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15, Tamil Nadu No, Dir. of Med!. &
Lealth Services s
e Drugs Contral-

ler.
16. Tripura No, D.H.S. is the No, Drugs Insp. Drugs—3
Drugs Controller.
17, Utaar Pradesh Yes, a Drug Con- 16--Rs. 300—900 Drugs—134 16,000
troller in the Dir. Rs. 255550 Cosmt.—2
of Medl. and
Health Services.
18. West Bengal . Yes, Director  of 6—Rs. 325—1000 Drugs—367 12,906
Drugs Controlter  17—Rs. 275—0630 Cosmt.—104
Admn. (Gaz.) Homceo.—200

19. Chandigarh No. Dy, Secy.,-cum-

Dir. ot HES.

. Delhi . . N», D HS. is the

Drugs Controller.

21. Dadra & Nagar No, Chicf Meal.

Haveli. Officer  is  the
Drugs Controller,
22. Goa No, D.H.S. is the

Druges Controller.

23, Pondicherry Nao.

Tatal No. of Inspectors—40S

N.A.—Not Available. -
C.D.I.—Central Drugs Laboratory. Calcutta.
C.1.P.L.—Central Tndian Pharmacopocia
Laboratory,Ghaziabad.
C.R.I.—Central Rescarch Institute, Kasauli.
D.H.S.—Director of Health Services.

to—Rs, 525 -900
59--Rs. 400--050

Drugs—203
Cesint.—77
Homoco.— 6

One Inspector Drugs—4
16—Rs. 350—900 Drugs—97
(Gaz.) Cosmt.— 136

Hom.oco.—-3

N.A. Drugs—4 N.A.

No full time Drugs Drugs—I12
[nsp. Consmit.—S
S—Asstt.  Drugs Homoco.—1
Controller ap-
pointed as Ex-
officio Drugs Ins-
pectors.

One full time Drugs  Drugs—21

Inspector. Cosmt.— 8

Total No. of Manufacturine Premises :

(as on 1-1-1974)

13,044

4,042

163

376

An Intelligence Ccll
has been set up
under the Stale
Drugs Control
Orgn., in collabo-
ration  with  the
Enforcement
Branch of the
State Police.

——

8

Yes, Ka 2 Instinue,

Guindy, Midrae

Samples
C.D.L..

seil o
Calenia

(a) Yes, Samples test.

ed by the Public
Analvst,  Luck.
now (o the

Govt. of LL.P,

(b) Samples also esi-
ed at the Central
Research  Irst.
tute, Lucknow,

(¢) Sainples also seng
to the C.D ],
Calcutia.

Yes, Drugs. Cal-
cutta. Sumples alse

sent for  test o
the C.D.I.. Cal-
cuta,

No, samples sent Tot
test C.D.L.. Cal-
cutta.

Two watchers have No, samples sent 1o

heen  appointed.
Govt. has agreed

forappoiniment of
personnel

Police
1o assist the Drugs
Control Admn.

Total No. of saels premises : 1.07.876

(As on 1-1-1974)

C.D.L..  Calcuia
and [ 39 L% T
Ghaziabad.

Samples sent for (es
to C.D.L.. Cul-
cutta, (G LN
Ghaziabad.

Yes, Public Health
Lab.. Goa. CIPL.
Ghaziabad.

No. samples <ept 1o
King Institue.
Guindy. Madras.

Drugs—2.935
Cosmetics—1.271
Homoeo. — 292
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S.

No.

PRESENT POSITION REGARDING DRUGS INSPECTORS

Name o the State

TATES)

No. of Drug [ns-
pectors as per the
statfing pattern
recommended by
Committee on

Drugs Control

Present stvengih
of Inspectors

1 2 3 4
1. Andhra Pradesh 31 16
2. Assam 7 5
3. Bihar 27 4
4. Gujaral . 27 S0
5. Haryvana ) 9 6
6. Himachal Pradesh 3 2
7. Kerala 17 17
g Madhya Pradesh 30 32
9. Maharashtra 78 107
10. Mysore 19 13
11. Manipur 1 1
12. Orissa 4 9
13. Punjab i5 12
14. Rajasthan . 29 5
!5, Tamil Nadu 38 69
16. Uttar Pradesh 49 16
17. Tripura n
18. West Bengal 63 23
19. Chaadigarh ' 1
20. Delhi 17 16
21, Goa . 2
22. Pondicherry 1 . i
s a0s

CENTRAL
Number of Drug Inspectors

DRUGS STANDARD CONTROL ORGANISATIO.\'SO

17
{Expected streagth
at end of Fifth Five

Year Plan)
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ANNEXURE-)
BROAD DETAILS OV Titi SCHEME TO B IMPLEMENTED IN THE STel PLAN
(Chapter EX-Para, 36-App. 1)

1. Title of the Scheine =,
Financial Assistinee to tie Siates ive strengthiening the Drug Control Administration for combating the previe
lence of sub-standard and spurious drugs.

1. Objective of the Scheme :

The objective of this scheme is to extend financial assistance to the States for strengthening the Drugs Control
Administration with 2 view to enabling them to tackle the problem of sub-standard and spurious drugs more effec-
tively. The Drugs and Cosmetics Act has been in force {or nearly 25 years. However,‘it cannot be said that the pre.
valance of sub-standard and spurious drugs has been reduced considerably.  The main reason why drugs standard
control has not been able 1o make considerable headway is that the pre-regnisites which are essential for cffective
enforcement of drug control measures in the States have been lacking.  These pre-requisites are :

(1) Appointment of a wiole-time ollicer with adquate background knowledge of drug manufucturing and drug
testing as an overall officer in-charge of Drug Centiol in the State.

(2) Appointment oi adequate number of Drug Inspectors with suflicient practical experience in drug manufacture
and drug testing,

(3) Establishmeat of an “Intelligence-cum-Legal” Wing operating under the supervision of Drug Inspectors/
Control Officer possessing legal knowledge and commanding the svpport of the necessary police staff for
tracking down spurious drugs.

The officer, who is in overall charge of Drug Control in each State and the Drugs Inspectors appointed under
the Drugs and Cosmetics Act, constitutes the King-pin of the enforeement machinery. At present, oilly S States,
namely, Maharashtra, Gujarat, Kerala, Mysorc aind West Bengal have full-time and adequately qualified Drugs Con-
trollers with a well-organised administrative sct-up. In most of the other States the controlling authority is the State
Director of Health Services who functions asa Drugs Controller, inaddition to his other multifarious duties as
Director of Health Services.  {t has been observed that in States where there is a full-time Drug Controller, the stand-
dards of enforcement are more stringent than in States where the Director of Health Services functions as a Drugs
Controller. It is an administrative fact that unlzss an organisation is hzaded by a well-gualified and knowledgeable
officer on a full-time basis the administration cannot function effectively.  Altnough the Drugs and Cosmetics Act
and the Rules reguive that manufacturing and sale premises are inspected only at the time of granting or renewal of
licences.  This state of affuirs is mainly due to the fact that in moststates the total number of Drug Inspectors
appointed are inadequate as compared to the number of licensed manufacturer and sale premises in the States, The
Commniittee on Drug Control has recommended that there should be one full-time Drug Inspector for every 25 manu-
facturing premises and one full-time Drug Inspector for cvery 200 sale premises. On the basis of this yardstick, the
total number of inspectors that should be in position 1n the country wouid number 575. Against this, the total number
of Drug Inspectors appointed in the States are today 305.

It is proposed under this schieme to extend financial assistance to the States to enable them to reorganise their
Drugs Control Administration so that the Administration is headed by a full-time competent ofticer assisted by ade-
qrate number of Drugs Inspectors.

While strengthening of the Inspectorate staflf would help in combating the problem of sub-standard drags,
the problem of spurious drug has o be tackled on entirely a ditferent footing. The manufacture of spurious drugs,
by its very nature, is essentually a clandestine atfair indulged in by unlicensed manufacturers or dealers. Antisocial
clements generally engage themselves in the manufacture of spurious drugs and try to cash in on the reputation of
c§labllsllcd products. As these drugs are not manufactured by licensed manufacturers but manufactured clandes-
tincly, the problem of spurious drugs becomes essentially a law and order problem just like other illegal activities
such as counterfeiting of currency or smuggling of imported goods. The Drug Inspector does not normally have the
necessary training that is requirgd for tracking the manufacture and sale of spurious drugs which can be organised
ouly with police assistanzs. The problem of suprious drugs can, therefore, be effectively tackled, by the joint efforts
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of a Drug Coatrol Orgarisation and the Police. la certain States such as Maharashura qnd Gujarat where the Drug
Control Administration is very well organised “Intelligence™ Cells have been constituted in the Drug Control Crgani-
sation and Police Staff attached to these Cells.

Although State Governments have repeatedly been advised to constitute Special Squads for investigatig

offznces refating 1o the nanufacture and movemeni of spurious drugs, eacept in‘ the States o ,’\«‘z:d::}‘:';ulnru and
Gujarat no such squads have been constituted in any other State.  Experience has shown that reports v movements
of spurious drugs are more frequent in States where Drug Control has buea lax. The object of this x(:l‘:'.!nc is also 1o
extend financial assistance to the States for setting up Anti-spurious Squads so that complainis regarding spurious
drugs arc speedily investigated and persens dealing in this aciivity apprehended.

1. Agency for cxecution review and evalution :

The State Government will be primarily responsible for exccuting these schemes.  The Central Government
_ would in addition to extending financial assistance, co-ordinate the activities of the Anti-Spurious Squads and also the
activities of the Drug Control Administration

IV. Control for Centrally spoasored scheme :
It would be a Centrally Sponsored Scheme. -
V. Justification for its being taken up as « Central or Centrally spousored scheme during the Fifth Plan :

As already pointed out under (1) above, though the Drugs and Cosmetics Act hus now been in foree for nearly
25 years, the standards of enfoicement are far from stisfactory. Barring Maharuslnra, Gujarat, West Beneal,
Mysore, Tamil Nadu and Kerala and to a limited extent Orissa, other States did not _huvc any weil-defined uand oro-
perly phased schiemas under the 4th Five-Year Plan for development of Drug Con'lml. This lends room for the im-
pression that eitlier the States have not been able to appreciate the importance of this programme notwithstanding the
repeated recommendations and exhortations of the Central Council of Health Ministers or they have not been able
to accord the degre: of priority that this vital sector of health activity deserves.

The Prime Minister and the Chairman of the Planning Commission had also  written a letter to the Chief
Ministers emphasising the importance of strengthening Drug Control with a view to eradicating spurious drugs. The
Planning Commission made bulk allocations for the Health Sector of the State Plan Schemes and in many States
the funds were mos:y utilised for schemes other than Drugs and Food Control. '

As for spurious drugs, experience shows that reports of their movement are more frequent from the Siates
where Drug Control has been lax. The most disconcerting feature has been the lack of response on the part of several
Sates to the information given to them about the positive clues of the names of pariies dealing in spurious drugs.
The Centre had to rest content watching the helpless state of affairs and could do very little without active police
support from the States. A few cases of spurious drugs were investigated and procceded against by the Central

Drugs Inspector. Frotracted legal procesdings necessitate repeated visits to States by the Drugs Inspector with no
commensturate results.

Complaints have repeatedly been in the Press as well as in Pailiament about Government’s inability to eradi-
cate manufacture and sale of spurious drugs. Our experience over the past 25 years shows that if this matler is left
solely to the States, this sorry state of affairs is likely to continue.  Although the State Governments realise the need
for streamlining the Drug Control Administration and for establishing Anti-Spurious squads, thcy have not been
able to take necessary action mainly bacause of lack of financial resources. The Task Force appointed by the Plann-
ing Commission has also recommended that Central Assistance should be provided to the States for reorganising
the Drug Control Administrations in the States and for establishing Anti-Spurious Squads.

V1. Details of Advance Action already taken for introduction of the scheme in the Sth Plan (Pilot studies, survers. etc.
completed experimental scheme already in operation and so on).

The Task Force appointed by the Planning Commission has, made a detailed study of the subject and has re-

comntended among other things, that finnacial assistance should be given to the States for strengthening thz Drug
Control Administration.

VIL. Broad details of the scheme to be implemented in the 5th Plan :
The financial assistance would have to be granted to the States on two counts :

(i) For reorgaqising the Drug Control Administration by appointment of a fuli-time competent Drugs
Controller with adequate number of qualified inspectors, and providing transport facilities.

(i) Establishing Anti Spurious Squads with adequate facilities for quick investigation of the movements of
spurious drugs.
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So far as the reorganisation of the Drug Control Administration is concerned, it may be stated that an effective
Drug Control Administration should have a Drugs Contraller at the top, assisted by an Assistant Drugs Controller
at headquarters ana adeguste number of Drugs Inspectsr . Each zone should be incharge of an Assistant Drugs
Controller with adequate number of Drigs Tsnectars, T~ numbe- of Deuges Inspectors that should be stationed
ar headgrarters and in the zones would depend upon the : umber of manvfacivring and sale premiises located in the
States. For the parpose of tiis sehierm, we have adonted = vardstick of one Drugs Inspecior for 25 manufacturing
premises and one Drugs Tnspector for 200 sale premises. n the basis of - guidelines indicated above, the Adminis-
frative set up that would be requirsd has been worked oot in respect of each State and dhe relevant information is
given at Appendix 1 In addition to assisting the States for increasing the Inspectorate Stafl, it is also proposed
under this scherae 1o provide transpori facilities 1o the Torug Contral Administration by way of one mobile van
for cach sone in the States and one mnbils coe 7 0 Uk o the headguarters. Under this scheme, assistance
is also proposed 1o be given o the States for purchase of technical books required by the Drug Control Staff.

‘The Central Assistance that would be required to be extended to the States to enable them to bring up the
Drug Control Administration to the desired level has been worked out in respect of cach State and this information
is given at Appendix I, For the purposc of this scheme, we have proposed financial azsistance only for the additional
staff that would be required io be recruited in the States to bring the Administration to uniform level throughout the
courstry. 1t is realised that this paitern of assistance would adversely affect States which have well-organised Drug
Control Administration and where the number of inspectors appointed are adequate in that the share of contral
assistance for them would be fess.  However, the object of this scheme is primarily to bring up States whicii have
not given suflicient importance to Drug Control Administration and where the Drug Control Administration has
been fox,

Ity be velevant to mention that drue is a commodity which moves across State borders and as such unless
the Drug Control enforcement is uniform and cflective throughout the country, no State would be tice fiom the
menace of sub-standard or snurious drugs irrespective of the fact that any particular state may have an eflicient drug
control administration.

While strengthening of the Drug Control Administration by appointment of a fully qualified Drugs Coatroller
and adequate number of Drugs Inspeciors would ¢nable the States to combat effectively the problem of sub-standard
drugs, the problem of spurious drugs as pointed earlier, has to be combated on a diflerent footing. Manufacture
of spurious drugs is cssentinlly at under cover activity indulged in mostly by unlicensed parties. Tackling such
an unlaw(ul activity would require the help of Police and **Watchers™ in plain clothes who should move in leading
wholesale markets in the Swtes, or in areas-where spurious drugs are reported to be moving and monitor “leading™
information. The Police staff and Watchers should be under the control of Senior Drugs Inspectors who have
had compichensive training in legal procedures for carrying out raids, scarches, scizures, institution of prosecutions

and for conducting such cases. 7The Squads constituted for tracking down spurious drugs must be equipped to
be mobile and therefore be provided with fast transport and ancillary cquipment such as iucilities for transmitting
wireless messages ete, There should be close liaison between Senior Police Officers at the district levels and the
officers commanding the Anti-Spurious Drugs Squads, Incentives should be given to ‘informers® who provide clues
to the hidcouts of drugs and the connesting links in the trade. Rewards may also have to be given to those who
manage to cftect substantial hauis of spurious drugs. All these would indicate that a pavallel police force has to
be run direct by the Drug Control authorities or by their working in concert with the Senior Police Officers. In
many States such as U.P.. Madhva Pradesh, Bihar and Rajasthan, more than one Squad would have to be organised
and in some cases as maay as four. to operate in different parts of the States. It is estimated that about 25 Squads
may be required to be organised in the States as under :—

Name of the State No. of squads

to be organised
1. Punjab 2
2. Haryana . !
3. Delhi 1
4, U.P. 4
5. Bihar 2
6. West Bengal 2
7. Ruajasthan . 2
8. Madhya Pradesh 3
9, Assam . . 1
10. Orissa . !
ti. Andhra Pradesh 3
12, Tamil Nadu . {
13. Mysore . . . . . . 1
14, Kerala . . . . . . I
25
Central Cell—1 Squad for cach zone x4 4
ToraL . . . 29
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g These squads may, in many cases, be required to cross inter-state territoriss in their pursuit of offenders. The
Centre, on its own, may ﬁpd it difficalt to organise a police force for this purpose and make it operate in all the
States. Each Squad. with its ramification of watchers and informers may cost about Rs. 2,00 lakhs (Appendix-C).

e There should be v ouiiisl Co-ordinating Cell at the Ceatre for this puipose complete with its complement

of watchers and other legal stafl. There are four zonzl offices under the Tentral Drugs Standard Control Crganisa-
tion au the senire. Considering that one Squad sheuid be stationed in each zone. it will be necessary to provide Jor
4 Anti-spurious squads at the centre. Thus the net work of 25 Squads in states and 4 Squads at the Centre would
comprise 29 Squads in all. Considering that cach Squad should have 2 Drug Inspectors, 2 Police Officers, 1 field
Assistant, | Driver and 3 Waltchers, the cost for 29 squads on stafl equipment and other charges would work out

vof Rs. 1.65 lakhs during Sth Plan period.

VUL Pattern of assistance indicuting in respect of liubilities of Centre and States and other institutions for recurring

and non-recurring expenditure .

The cost involved in reorganising the Drug Control Administration in the States which would be of a recurring
nature, will be met 1009 by the Centre. The cosi involved in providing travel facilities to the Drugs Inspector such
as mobile vans etc., would be of a non-recurring nature and would also bz met 1009/ by the Centre.

IX. Outlay envisaged for the 5th Plan and Yeur-wise Phasing :

(a) Reorganisation of Drugs Control Administration in States :—

e —

Total

o Year Staff Equip- Cons- Other
ment truction items in lakh
1974-75 20.05 12,25 1.10 33.40
1975-76 26.38 10.150 1.10 37.98
1976-77 32.72 7.00 1.10 40,82
1977-78 39.05 3.00 1.10 43.65
1978-79 45.38 2.80 -1.10 49.28
Total for § years 163.58 36.05 5.50 205.13
(b) Setting up of Anti-Spurious Squads
Year Staf? Equip- Cons- Other Total
ment truction items
1974-25 13,87 17.40 5.60 36.87
1975-76 14.31 17.40 6.00 37.31
1976-77 14.76 8.70 6.00 29.46
1977-78 . . . . . . . . 15.49 8.70 6.00 30.19
1978<79 .. . . . . . . . 15.94 8.70 6.00 30.64
164.3
Lakh
i.e. 165 lakh

X. Physical targets envisaged and yearwise Phasing :

The main objective of this Scheme is to assist the State Governments financially in streamlining their Drug
Cont_rol Administration so as to make it effective in tackling the problem of sub-standard and spurious drugs.
The implementation of this scheme would be done primarily by the State Governments and as such the laying down
of specific targets would have to be considered by the States.

X1. Any other details, remarks etc.




1. ANDHRA PRADESH

Existing set up Proposed set ap Additional sttt reg. Csen e d Eoendivare during 3th Plan
No, of Fmolument:-
Pisis e S e
(inclucing
e e o e et
1. Personnel R,
1. Dy. Drugs Controller-l 1. Drugs zontroller-l 1. Drugs Controller-I 1. 17 1,02.09
(1300-1600) (1300-1600) I. Drugs Controller
{1300-1600)
2. Asstt. Drags Controller-3 2. Dy. Drugs Controller 2. Asstt. Drugs Contre- 2. Asstt. Drugs Contro- 3 1.94,58
onc fler-3 Her Rs. (700-1250)
- Rs. (700-1250)
3. Drugs Inspectors-22 3. Assit. Drugs Cont- 3. Drugs Inspectors-S9 3. Druags Inspectois 59 23.89.764
roller-6 Rs. (330-900
4. Drugs lnsps.
(iy Manufacture-9 e
(iiy Sales-62 Yotal 26.56.434
II. District : 20 Zoncs-5 Il
Fquipment : 6 35000 2.10.000
Six vans 7 35,000
NI Premises : Lquipment :
1. Manufacturing premi-  Sin Mobile vans @ Rs. 11r.
ses : 232 35,000 per van Books. Journals & 5000 x5 25.000
Periodicals
28.91.434
2. Sales premises:12,323 Books, Journats & Perio- Total Central Assistance
dicals @ Rs. 5000 per involved.
yr. ——————
2. ASSAM
Existing sct up Proposed sct up Additional staff req. Estimated 2xpenditure duaring Sth Plan
- No. of Emolu-
pasts ments in
. 5 vrs.
Rs.
L. Personnel
1. Asstt. Drugs Controller-1 {. Drugs Controller one 1. Drugs Controller-1 1. Drugs Controller- i 1.02,090
) ’ 1300-1600 (1309-1690) 1300-1600
2. Drugs Inspector-5 2. Asstt.  Drugs Cont- 2. Asstt.  Drugs Cont- 2. Asstt, Drugs  Cont- 2 1.29,720
rolless-3 (700-1250) roller-2 (700-1250) raller 700-125Q,
3. Drugs Inspeclors:— 3. Nil
(i) Manf.-1
(ii) Salcs-2
11 District-11 Zonces-2 1. Equipment 1, Equipment : Ix335,000- 1.05.000
M. Vans M. Vans
3 x 35000
T11. Premises : T1L. Books, Periodicals HI. Books periodicals & — 25,000
(i) Manufacturing—14 & Journals Rs. 5000x5 Tournals
(i) Sales
Premises 252 Total 3,61,810
Tetal Centrul Assistance
involved : 3,61,810

214



215

3. BIHAR

ilxisting set up

Propassd st up

— g et e

1. Drugs Inspectors-4

1. District - 17

lll.‘ Preinises :
() Manufacturing-72
(ii) Sales-6100

I. Drugs Controller-1
(1300-1609)

2. Asstt. Drugs Cont-
rofler-5 (700-1250)

3. Inspectors :

(i) Manf.—3
(ii) Sales—30
Zones-4

Additional staff required

1. Drugs Coatroller-|

2. AsstL. Cont-

rolter-3

Drugs

1. Equipment :
5 Vans x 35,000

111. Books Periodicals &
Journals.
Rs. 25,000

4. GUIARAT

Estimuted Expenditur: for 5th Plan peri od

No.

Emoluments
for 5 wrs.

Posts
I. Drugs Controller
(1300-1600)
2. Asstt. Druzs  Cont-

roller (700-1250)
3. Drugs Inspectors
(350-900)

I .E./,':/ipm:m

I11. Books Periodicals &
Journals

Total Central Assistance
involved

l 1,02,09)

A
J

L23.300

w

11,60,000

——— .

15,86,390

1,75,000

25.000

-17.8(-,390

£6.380

17.8

Existing set up

Proposed set up

Additional seaft

Estimated Expenditure for Sth Plan Pericd

(Rs.)
1 2 3 4

1. Personnel Personnel The existing set up of the 1. Personnel Nil
State Drugs Centrol
t. Director, D.C A, -- Department in Gujarat
Gajarat-1 is adequate 1o exercise
2. Dy. Director Admn.-1 a stringent control over
3. Asste, Directors-S the quality of drugs
4. Doags Inspectors-35 manufactured & mar-

5. Law Officer-1 keted in the State. )
lL, Divericts 19 Zones . S W, Lyuipmeny L Equipment 6x35, 000 . 2,10.000

Premises !
(1) Manafacturing-170

1.

Six Vans X 35,000

111, Books ,Perindicals

1. Books,

Periadicals & Jourrais

Fxisting set up

1. Persoqauel

(i1) Suales---3283 and Journals, 25,000 2.0
225000
Total Central Assisience 235,000
5. KERALA
Proposed set up Additional stff Estimated E<renditure during the Sth Pian
required Peried.
Noof Emalu-
Posts menty
(Rs))

1. Persounel : . 1. Personnel
1. Drugs Controller-1 1. Drugs Controller -} 1. Asstt. Drugs Contro-  Asstt, Drugs Controlter-3 3 1,294,580

ller-3 Rs.700-1250 700-1250
2. Asstt. Drugs Contro- 3, Drugs Inspectors-1 Drugs Inspector 1 40.CC0

2. Asstt. Drugs Contro-
lter-1

3. D:ugs [nspectors-11

ller-4

3. Drugs Inspectors-12

Manuf.-2 1
Sales-10 {12

1—‘M of Pet. & Chem./75—28



1t. Districts-10

[Tl. Premises :
1. Manufacturing-67
2. Sales 2031

216

11. Zones -3 11. Equipment 1. Equipment . . 1,40,000
Rs. 1,40,000 (Purchase of mobile vans)
111, Equipment Vans : 4x 11, Books, Periodicals & 1. Books, Periodicals &
35,000 Journals 25,000 Journals 25000
T 3.99.580
Total Central Assistance : 3.99.3%0

6. MADHYA PRADESH

Existing set up

1. Persomnel :
. Drugs Coatroller-1

2. Drugs laspactors-16

11. Districts 43

{{L. Premises

1. Manafacturing 169
2. Sales 4029

Proposed sev up Additional staff

Estimated Expenditure for Fifth

Plan period.

No. of Emolu-
Posts ments.
i (Rs.)

Personnel {. Personnel

1. Drugs Controller-1 1. Asstt. Drugs Contro- 1. Asstt. Drugs Con-

ler-12 trollers (700-1250) 12 7,78,320

2. Asstt. Drugs Control- 2. Drugs Inspectors-11 2. Drugs Inspectors 11 4,40.000

fer-12 (350-900)

3. Drugs Inspectors : ———
(i) Manf. 12.18,320
(it) Sales 20 —_—

27
Zores : 11 1. Equipment . Equipment
12 Mobile Vans x {2 Mobile vans x 4,20.0¢0
35,000 35,000

Eguipment HI. Books, Periodicals & 111. Books, Periodicals & 25.CC0

12 Mobile vans X Journals 25,000 Jouwnals

35,000

Total Central Assistance
involved :

7. MAHARASHTRA STATE

16.63.220

16,63,320

Existing set 1o

Proposed set up Additional stailrequired  Estimated Expenditure during 5Sth Plan yericd

" No.of Emolu-
Posts ments
1 2 3 4 s 6
Rs.
I. Personnel : L. Personnel 1. Personnel
1. Commissioner 1 1. Commissioner 1 34 1.36,000
2. Joint Director 1 2. Joint Director | Drugs Inspectors 34 Druge Tnspectors 3
3. Asstt. Dir. 9 3. Asstt. Dir9 (350-900) (350-900)
4. D:rugs In3pactors 70 4. Drugs Inspectors- 104
(1) Mfr, =36 -
(i) Sales —68 104
5. Tech. Ofizer-2 5. Tech. Officer- 2
6. Law Oficer- 1 6. Law Officer-!
7. Paaranacsaiort 7. Paarmaceutical
Chemist- 1 Chemist-]
8. Analytical Chemist-2 8. Analytical Chemist-2
9. Lab. Asstt.-1 9. Lab Assti.-1
11. District 76 Zones : 7 Equipment 1. 8 Mobile Vans x 2.30,000
I1. 8 Mobile Vans X 35,000 o
L. Premiszs H. Equipment ILI1. Books, Periodicals & 1L Books, Periodicals & 25,000

8 Mobile vans
x 35,000

Journals Rs. 25,000

Jourpals



1. Manufacturing-888
2. Sales-13,586
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It. Books, Periodjcals &
Journats 25,000

4,41.000
Total Central Assistance involved : —‘4.{,“(—\0”6
8. MYSORE STATE
Existing set up Proposed set up Additional staft Estimated Expenditure during Sth Plan Period
No. of Emolu-
Posts nments
1. Personnel : 1. Personnel : 1. Personnel - 1. Personnel
. Drugs Controller-1 t. Drugs Controllcr-1 1. Asstt. Drugs Contro- 1. Asstt. Drugs Control- 2
lers (700-1250)-3 lers (700-1250) 1,945,580
2. Dy. Drugs Controller-1 2. Dy. Drugs Controller-1 2. Drugs Inspectors-3 2, Drugs Inspectors 3 1,20,000
3. Asstt. D-ugs Coatroiler- 3. Asstt. Drugs Control- ————
-3 lers—-6 3.14,580
4, Dags Inspasrors-2 4. Drugs Inspectors
() Mfg..- 3
(1) Sales- 22
s
Ii. District : 20 i. Zoues : § 1. Equipinert IT. Equipment 2,10.000
6M. Vans x 35,000 635,000
11L. Premises W Equipment 1. Books, Periodicals & 111. Books, Periodicals & 25.000
6 Mobile Vans x Journals 25,000 Journals
35,000 '
{. Manulacturing-65 ———— e
5.49,580
2, Sales-4,448 V. Books, Periodicals & ———
Journals 25,000 .
Total Central Assistance involved 5.49.380
9. QRISSA
Existing set up Proposed sct up Additional stafl requircd  Estimated I'xpenditure for the Sth Plan Teried
i 2 3 4 5 6
I. Personnel L. Personnel 1. Persvnnel 1. Persannel No. of Emoluments
Posts for §
years.
1. Joint Drugs Controller-1 1. Drugs Controller-1 1. Drugs Controller-1 1. Drugs Controller 1 1,02,090
, 1300-i600 1300-1600 .
2. D-ugs Inspectors-7 2. Joint Drugs Controller 2. Asstt. Drugs Control- 2. Asstt. Drugs Controller 4 2,59,440
-1 ter—4 (700-1250) (700-1250)
3. Asstt. Deugs Control- 3. Drugs Inspectros-1 3. Drugs Lnspectors i 40,000
lers-4 (350-800) : (350-900)
4. Drugs Inspectors @ —————
(i) Mfr.~ 2 4.01,330
(ii) Sates- 6
, 8 .
Il. District : 13 Il. Zones ; 3 —— 1. Equipment 11. Equipment 1,40,000
Rs. 1,40,000 4 Mobiic vans
UL Premises : L. Equipment 111. Books & Journals 111. Books, Periodicals
4 M. Vansx 35,000 25,000 & Joirnals . 25,000
5,66,530

1. Manufacturing-49
2, Sales-1,123

IV. Books, Periodicals
and Journals Rs.
25,000 .

Total Central Assistance : 5,66,530
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18. PUNJAB
Eaisting sstup Preposed set on Adcitional siaff Required lﬁslilnalcd—li;;c_nﬁzvi_i'l;r.u during Sth Tlan Period,
- No. of Emoluments
Posts.
I. Persomel l. Personitel 1. Personuel R
s.
f. Drugs Inspectors-12 1. Drugs Controller-! 1. Drugs Controller-1 1. Drugs Controller. { 1,02,090
(1300-1600) (1300-1600)
2. Asstt.  Drugs Con- 2. Asstt. Drugs Con- 2. Asstt. Drugs Con- 6 3,89,160
troller-6 troller-6 (700-1250) troller. (700-1250)
3. Drugs "nspectors :(— 3. Drugs Inspector-3 3. Drugs Inspectors (350- 3 1,20,000
i. Mfr.; 3 (350-990) 9200)
ii. Sales : 12
) 15 6,11,250
I1. Districts: 20 Zones : S 11. Equipment 1. Equipment :
- 11, Equipn.ent 6 Mobile Vans 6 Mobile vans - 2,10,000
6 mobile vans 2,10,000 x35,000
x35,000
NI, Premises:
1. Manufacturing : 63 11, Bools, Periodicals & 111, Books & Journals JII. Books, Periodicals 25.0C0
2. Sales : 2410 Joutnzls 25,000 25,000 & Journals
$.46.250
Total Central Assistance involved : E,;—GES—B
11. PAJASTi{AN
Existing set up Proposed set up Additional staff required Estimated Expenditure during Sth Plan T
No. of Emoluments
1. Personnel I. Personnel 1. Personnel 1. Personnel Posts. Rs.
1. DrugsInspectors-6 1. Drugs Controlier-1 1. Drugs Controller-1 1. Drugs Controller. 1 1,02,090
(1300-1600) (1300-1600)
2. Asstt, Drugs Con- 2. Asstt.  Drugs Ton- 2. Asstt. Drugs Con- 7 4,54,020
traller-7 troller-7 troller-7
3. Drugs Inspectors :— 3. Drugs Inspectors-12 3. Drugs Inspectors-{2 12 4,803,000
i. Manufacture-2 (350-900) (350-900)
ii. Sales : 16 ———
——— 10,36,110
18
11. Districts : 23 11. Zones : 6 1. Equi; nent . Equipment )
7 Mobile vans 7 Mobile Vans 2,45,000
2,45,000 x35,000
UL Premises : . Equipment II1. Books & Journals ;: 1. Books & Journals 25,000
1. Manufacturing 50 7 Mobile vans 25,000
2, Sales : 3176- x35,000 L
13,06,110
IV. Books, Periodicals & Total Cenir:l 4ssista .. ¢
Journals 25,000 Involved : 13,06,110
12. UTTAR PRADESH
Existfng set up Proposed set up Additional staff required Estimated Expenditure during Sth Plan
1. Personnel I. Persounel I. Personnel 1. Personnel . No. of Emoluments
1. Asstt. Drugs Contro- 1. Drugs Controller-1 1. Drugs Controller-1 1. Drugs Controller-1 Posts. Rs.
iler-1 (1300-1600) 1 1,02,090
2. Dfugs Inspectors-15 2. Asstt. Drugs Con- 2, Asstt. Drugs Con- 2. Asstt. Drugs  Con-
troller-14 troller-13 troller (700-1250) * 13 8,43,180
3. Drugs Inspectors :— 3. Drugs Inspectors-79 3. Drugs Inspeciors-79 .
i. Manuf. 14 (350-900) - 79 31,60,000
ii. Sales: 80
94 41,05,270
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1 Districts 34 Zones : 13 11, Equipment I, Eguipment
11 35000 14 Mobile Vans
--4.90.000
AR e ks, 2 i el & T Boeks & Jerrags L Books, Peringicals & T
1N e factans - 319 Journals 25 gou 23,000 Journal-
20osades D ah 00
Re 2020
Total Central 4yyisiance
lnvaolved Ra. 25200270
13, WEST BENGAL
Fxisting sct up Proposed scl up Additional staff required  Estimated Ixpenditure during 5th Plan. o
X No. of Emolument
Poasts. Rs<,
[ Personnel i. Personncel! i Per.s'onne! . Personnel
1. Director. DLC.AL WL | Director, DU.CLA-T. I. Asstt, Directors-(700- 1. Asstt. Directors. 5 325200
Rengai-1. 1250)-5 (70C-1250)
20 Asatt Directorns-2 2. Asstt, Directors-7 2. Drags  Inspectors-29, 20 Drugs  Inspectons 2% 11,0000
(350-900) (350-900)
3. Drugs Inspectors-22 3. Drugs Inspectors :—-
I, Mitr. ; 20
ii. Sales 31
s1
4. Administratise Officer-1 4, Adimnistratis ¢ Officer-1
3. Law Othicer-) 5. Law Officer-1
H. Districts : 10 Zones ;4 H. Equipiicnt . Equipment
5 Mobile Vans 5 Mobiie Vans TS O00
1.75,000
1. Premises L. Equipmient I11. Books, Periodicas! & 111, Beoks. Periodicals & 23000
1. Manufacturing : S0¥ 5 Mobile Journals 25.000 Journals
2. Sales : 6,379 Vans x 35,000
R o300
Totd Central Assistinee
Involved : Rs. 1o 44300

Exicting sct up

1. Personnel
1. Asstt.  Drugs Con-
troller-2

(853

. Drugs Inspectors-3

N. Districe : 1

HI. Premises

I Manufacturing-91

2. Sales-3,806

14, DELHI

Proposed set up Additional staff required

1. Persounel
1. Drugs Controller-1
(1300-1600)

v Personnel
1. Drugs Controiler-1

2.0 Asstt. Drugs Con- 2. Drugs Inspectors-13
troller-2 (350-900)
3. Drugs Inspectors ;-
i Manf, 4
1i. Sales 19
‘ 23
Zones : 1 L. Lyuipmens
. 2 Mobile Vans
70,000
1. Equipment 111, Books & Journals
2 Mobile 25,000
vans - 35,000
IV, Books & Journals :

25,000

Fapenditure for 3 years

Lstiimated

No. of Emoluments
1. Personnel Posts. Rs.
1. Drugs Controller,
(1300-1600) I 1.02.090
2. Drugs Inspectors —
(350-900) 13 600,000
7:03,1‘\‘)0-
Il. Fquipment
2 Mobile Vans 70,000
I11. Books & Journals 25,000
Rs. 7,97,090
Total Centrol Assistance
Invglved : Rs. 7,97,090
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15. HIMACHAL PRADESH

Fxisting sevup Proposed set up

Additicnal staflicauirad

stimated  Expenditure duting Sti Pian period

- —_—
No. of CEmoluments
L. Persannel [, Personnel {. Personnel 1. Personnel Posts. Rs,
[. Drags tnspectors-2 {. Durgs Controller-1 1. Drugs Controller-{ 1. Drugs  Controller-} 1 1,062,090
2. Asstt. Drugs Controf- 2. Asstt.  Drugs Con- (1300-1500) .
ter-2 wolio-2 2. Assistance Drugs P
controtler-2 2 1,29,720%
(700-1250) .
3. Drugs Inspectors :— 3. Drugs Inspectors-2 3. Drugs Inspectors-2 2 80,0¢0
i. Manf. 1 (350-900)
ii. Sales 3
4 3,11,81—(.) »
II. Districts : 6 1. Zones : 1 I1. Equipment I1. Equipment 3
2 Mobile Vans 2 Mobile vans 76,000
70,000
Il Premises [, Equipment [11. Books, Perodicals & 111. Books & Journals 25,000
2 Mobile vans Journals 25,000
. Manufacturing : 6 35,000 4,16,816?
2. Sales-231 {V. Books, Periodicals & o
Journals Rs, 25,000 Total Central Assistance
Involved : 4.16.310
16. HARYANA
Existing set up Proposed set up Additional staff required Estimated Expenditure during 5th Plan Pericd
. No. of Cmoluments
I. Personnel 1. Personnel I. Personmnel 1. Persornel Pusts. Rs.
1. Asstt.  Drugs Con- 1. Drugs Controller-1 1. Drugs Controller-1 1. Drugs Controller 1 1,C2,090
troller-1 (1300-1500)
2. Drugs Inspectoss-6 2. Asstt, Drugs Con- 2. Asstt. Drugs Con- 2. Asstt. Drugs Con- 1 04,840
troller-2 troller-1 troller-1
3. Drugs Inspectors :— 3. Drugs Inspectors-1 3. Drugs Inspccters-] 1 4N000
i. Manf. 2
ii. Sales -5
7 2,06,930
I. District 6 . Zones - 1 Il. Equipment 1. Equipment
2 Mobile vans 2 Mobile Vans 70,000
« 35,000
II. Premises : 11, Equipment 11I. Books & Journals:  1Il. Books & journals : 25,000
1. Manufacturing-67 2 Mobile vans 25,000
» 35,000 —_—
3.01,930
2. Sales-1034 IV. Books & Journals : Total Central Assistunce i
25,000 Involved : 3,01,930
17. PONDICHERRY
Existing set up Proposed set up Additional staff required Estimated Expeaditure during Sth Plan
No. of Emoluments
L. Personnel 1. Personnel I. Personnel 1. Personunel posts Rs.
1. Drugs Inspector-t 1. Drugs Controller-1 I. Drugs Controller-1 1. ?%%s 6(:(‘)%mroller. 1 1,02,900
1300-1600)
2. Asstt. Drugs Con- 2. Asstt. Drugs Con- 2. Asstt. Drugs Con- 2 1,29,720
troller-2 troller-2 troller.
3. Drugs Inspectors : 3. Drugs Inspectors-3 3. Drugs Inspectors. 3 1.20,000
i. Manf. |
ii. Sales : 3 3,52,620

4




H. Territory-

I Premives

1. Shanuisctaring-22

2. Sales )

Ii. Zones: 1

HI. Equipment

2 Mobile vans
25 Ann

VooBooks & Journals
25.000

11, Lquipmsant
2 Mobile vans

Books & Journals-

HI.
R~ 25,000

Tora Frgaseran ASSiSovwe

18. CHANDIGARH

1. Equipm=nt
2 mobile vans

HI. Books & Journals

INVOLNVEL L

Re,
70,000

25,000

4 47.620

447020

e o i,

Existing set up

Proposed set up

Additional staff requirzsd

I Personnel
1. Drugs Inspzctors-1

11. Territory 1

. Prenicey

593

1. Manufacturing : 6:

i

2. Sales

Existing  sct up

1. Personnel
I. Drags Controller-1

2. Asstt. Con-

troller-1

Drugs

Y Draws Insnector-2

Zone -1

1. Eyuipment
I Mobile van :
35,000

Rysks & Journals

25.000

Proposed set un

[. Personne!
1. Drugs Controller-t

Coi-

2. Ass'L
trotler-1

o~ .
1a0dgs

3. Drugs Inspectors-i

Il Equipnient

1 Mobile vun
35.000
Books

25.000

[HE & Jourmils

Estimated emoluments for 5 vears of 5th Plan

Period

[. Persenncl

1. Drugs Controller.
(1300-1600)

3. Asstt. Drugs
trolisr
1700-1250)

I PDrug s Inspedtors
(330-9001)

Con-

. quipment
1 Mbbile Van

1. Books & Journals

Torat, CENTRAL ASSISTANCE

19. TAMIL NADU

Additional staft required

I. Personnel

1. Deputy Drugs Con-
trofler-1
2 Asstt. . Druss Con-

troller-1
3. Drugs Faspzctors-5)

1. District: 13

i, Preniises :

.Y
0275

1. Manufacturing
2, Sales 12291

1. Pevsonnel
1. Drugs Controller-1

20 Dy, Drugs Con- 2
troller-1
3. Asstt. Drugs Con- 3
troller-4
4. Drugs Inspectors @
i. Manf. 11
. Sales 61
72

.

Jones o3

1. Equipment

4 Mobile Vans

x 35,000

Books, Periodicals &

Journals Rs.25.000

IV,

I. Personnel
1. Drugs Controller-1

Asstt. Drugs Con- 2,
troller-?
. Drues Inspactors-3

. quipment
4 Nobile vans
X 35,000

111, Books & Journals
Rs.25.000

INVOLNED L

Estimated expenditure during 3 vr

Period.

1. Personnel
1. Drugs Controller-

(1300-1600)
Asstt. Drogs Con-
troller

3. Drugs Inspectors.

H. Fquipaient
4 Mobile Vans

111. Books & Jouraal

ToTaL CENTRAL ASSISTANCE

INVOLVED |

No.
Posts,

No. of

Posts

t

of Emoluments

Rs.
1.02,090

64,850

10,6000

206930
33,000
25.000

266950

2.66.950

Fmaoluments.
Rs.
1.02.09)
1.94,580

1.20,000

4.16.670

1,40.000

25,000

5,81,670

5.81,670
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20. GOA, DAMAN &

Fixisting sct up Fropsed set up

1. Personne! Personnet

1. Drugs Controller-1 1. Drugs Coitroller-1 Nil
7. Asstt. Drugs Con- 20 Assti, Drugs Con-

reller-cum-Drugs
[nspector-5

troller-5

Territory 3 H. Zone : 1 Nil

1. Equipment {Il. Equipment

Premises :

2 Mobilc vans 70,000
1. Manufacturing 14 x 15,000
2. Sales-75
V. Books & Journals 1V, Books &  Journals

25,000 Rs. 25,000
21, MANIPUR

Additional staff required.

DIU
Estimated  Fxpenditure for 5 years. of “5th Plan
Period
Rs.

Stafl : Nil
Equipment : 7(_).09!\
Books & Journals : 25,004
95,000
or 1,00,000

ToTaL CENTRAL AsSis-

TANCE REQUIRED 1,00,000

Fxisting set up Propased set up Additional staff required  Lstimated  Expenditure forsvrs.of 3th Plan
: No. of Emoluments
1. Persoinel - Personnai Persomnel Post Rs.
1. Drugs Inspector-1 1. Asstt.  Drugs  Con- [, Asstt. Drugs  Con- 1. Asstt. Diugs Con- 1 64,869
troller-1 troller-} troller
(700-i250) (700-1239)
2. Drugs inspector-1
3. Territovy-d tguinment Equipment 2. Equipment
1 Mobile van I Mobile van I Mobile van 33.000
x 35,000 35,000
3. Premises : 3o0ks & Bruraads 2507 Bk & Joarnls, 25M) 30 By0'G & Toratls 23,00)
1. Manufactuting e
2. Sales-142 1,24.860
Torat, CeNTRAL ASSISTANCE @ 1,24,860

"22. TRIPURA

Existing  set up Proposed  set up Additional stuff required
1. Personnel 1. Personnel
There is no exclusive staff 1. Asstt. Drugs  Con- Same as in Column-ll

for Drugs Control in the troller-1

Territory.

2. Drugs Inspector-1

{1, Territory-1 . Equipment
I Mobile van

x 35,000

Ifl. Books & Journals
25,000

ill. Premises

1. Manufacturing-5
2, Salcs-49

Estimated Expenditure for S yrs. of Plan Period.

No. of E nolumeats
1. Personnel Posts. Rs.
1. Asstt. Druzs ChHn- | 61.36)
troller
(700-1250)
2. Drugs lnspector, 1 40.009
(330-900)
1,04.860
H. Equipment
I Mobile vin 35,000
UL Books & lournals 25,000
1.64,860
TotarL CeNTRAL ASSISTANCE
INVOLVED 1.64,860

E3

 fgatas kg

-



APPENDIX—]I
SUMMARY : Strengthenging of Drugs Control and Enforcement Wing in States

Si.
No.

Name of the StatesTerritory

Additionul Establisliment proposed to be previded

Tetal Ceraral Assis:
tance invohed Jo
shouldering expendi
ture (e 1007, for £
years of 3ih Pla:
period

4

1. Andhra Pradesh .

2. Assam

3. Bihar .

>

Gujarat

S. Kerala . .

6. Madhya Pradesh

7. Maharashtra State

8. Mysore State

9. Orissa.

1 M of Pet & Chem/75—29

Staff
1. Drugs Controller-one
2. Assitt Drug Controller-3
3. Drugs Inspectors—59
Equipment
4. Mobile Vans-6
- 5. Books and Periodicals-25,000

Staff
1. Drugs Controller-1
2. Asstt. Drugs Controller-2
Equipment
3. Mobile Vans-3
4. Books & Periodicals-25,000

Staff
1 Drugs Controller-1
2. Asstt. Drugs Controller-5
3. Drugs Inspector-29 -
Eguipment
4. Mobile Vans-5
S. Books & Journals 25,000

Staff—Nil
Equipment
1. Mobile Vans-6
2. Books & Journals-~25,000

Staff .
1. Asstt. Drugs Controller-3
2. Drugs Inspector-1
Equipinent
3. Mobile Vans—4
4. Books & Journals—25 000

" Sraf
1. Asstt. Drugs Controller-12
2. Drugs Inspectors-11
Equipment .
3. Mnbile Van-12
4. Books & Journals—25,000

Staff

1. Drugs Inspectors-34
Equipment

2. Mobile Van-8

3. Books & Journals-25,000

Staff
1. Asstt. Drugs Controller-3
2. Drugs Inspectors—3.
Equipment
3. Mobile Vans-6
4. Books & Journals-25.000

Stafff
1. Drugs Controller-1
2. Asstt. Drugs Controller-4
3. Drugs Inspector-1
Equipment
4. Mobile Vans-4
Books and Journals-25,000
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—— e

Rs.
28,91,43¢

3,61,81¢

17,86,39

2 ,35,000

3,99,58

16,63.32

4,41,00¢

5.49,5¢

5,66,53
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) 3

10.

1.

14.

15.

17.

18.

19.

20.

A

Tunjab . . R . . . Staft
1. Drugs Con'roller-1
2. Asstt, Drugs Controller-6
3. Drugs Inspetors-6
Equipment
4. Mobile Vans-6
5. Books & Journals-25,000

Rajasthan . . . . R . Staff
1. Drugs Controller-1
2. Asstt. Drugs Controlier-7
3. Drugs Inspectors-12
Equipment
4. Mobile Vans-7
S. Books & Journals-25,000

. Uttar Pradesh . . . . . Staff

1. Drugs Contreller-1

2. Asstt. Drugs Controller—13

3. Drugs Inspectors-79
Equipmient

4. Mobile Vans-14

5. Dooks & Journals-25,000

. IWest Beugal . Sraff

1. Asstt. Director-5

2. Drugs Inspectors-28
Eauipment

3. Mobile Vans-5

4. Books & Journals-25,000

Delhi . . . . . . Stff
1. Drugs Controller-1
2. Drugs Inspectors-15
Equipmen:
3. Mobile Vans-2
4. Books & Journals-25,000

Himachal Pralesh . . . . Sraff
: 1. Drugs Controller-1
2. Asstt. Drugs Controller-2
3. Drugs Inspectors-2
uipment
E:I. Mobile Vans-2
S. Books & Journals-25,000

. Harvana . . . . . . Staff

1. Drugs Controller-1

2. Asstt, Drugs Controller-1
3. Drugs Inspectors-1
Equipment

4. Mobile Van-2

5. Books & Journals-25,000

Pondicherry . . . . . Stafff
1. Drugs Controller-1
2. Asstt, Drugs Controlier-2
3. Drugs Inspectors-3
Equipment
4. Mobile Vans-2
5. Books & Journals-25,000

Chandigarh . . . . . .- Staff
1. Drugs Controller-1
2, Asstt. Drugs Controller-1
3. Drugs Inspector-1
Equipment
4. Mobile Van-1
5. Books & Journals-25,000

Tamil Nadu . . . . . Staff
1. Drugs Controlier-1
2, Asstt. Drugs Controller-3
3. Drugs Inspectors-3
Equipment
4, Mobile Vans-4
5. Books' & Jorunals-25,000

Goa, Daman & Diu . . . . Staff—Nil
Equipment e
1. Mobile Vans-2
2. Books & Journals-25,000

13,06,110

46,20,280

16,44,300

7,97,090

4.16,810

3,01,930

4,47,620

2,66,950

5,81,670

1,00,000

- ——dear
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1 2 3 4
21, Manina: Sraf¥
1. Asstt. Drues Conrolle 1
Equipment

22, Tripura . .

2. Mobile Van -l
3. Books & Journals-25.000)

Staf)

1. Asstt, Drugs Controlicr 1
2. Drugs Inspector-1
Lquipment

3. Mobile Van-1

4. Books & Journals-25,000

Graxo ToraL

1. Total Additional Statf for 5th Five Ycar Flan :

(1) Drugs Controller :
(2) Asstt. Drugs Controllers :
(3) Drugs Inspectors :

II Mobile Vans :
111. Books & Periodicals

13
74
286
103
5.50 Lakin




Appendiz--C

EMOLUMENTS OF LACH SQUAD

Staft’ . No. Emolu- Emolu- Emolu- Emolu- Emolu- Total
ments ments ments ments ments
1974-75 1975-76 1976-77 1977-78 1978-79
1 2 3 4 5 6 7 8 9
1. Drugs Inspectors (350-900) 2 15,400 15,900 16,400 17,900 18,400 84,000
2. Police Ofiicer (325-575) . . . 2 14,655 15,155 15,655 16,155 16,655 78,275
3. Field Asstt. (150-300) . 1 4,322 4,466 4,610 4,754 4,900 23,052
4. Watchers (110-180) 3 9,131 9,395 9,619 9,863 10,107 38,905
5. Driver (150-309) . . . . 1 4,322 4,466 4,610 4,754 4,900 23,052
) 47,830 49,362 50,894 53,426 54,962 2,56,474
Cost of 29 Squads : Ist Yr. 1Ind Year 3rd Yr. 4th Yr. Sth Yr.
13.87 14,31 14.76 15.49 15.94 74 .37 jakh
or sav 75 lakhs

Cost per Squad : 75:29-2.60 lakhs
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ACSTATEMENT

ANNENURL—LY

OF PROPOSED AMINDMENTS TO THE ORUGS ANE COSMLTICS ACT

(Chanter  IX--Para <l—App. b

Proposed amendment

S1.No. Saction of the Act Cxisting provision in the Drugs and Cosme-
tics Act, 1940
A) (B) (®) (D)

I. S2ction 3(b) definition  of  the

term “drug”

2, Section )

3. SectionS —The Drugs Technica!l

A-dvisory Board

4. S:-ct.ion 9—mMisbranded cos-
metics

5. Section 9 B Adulterated drugs

6. Section 10

“drug” includes ;:—

(i) all medicines for internal or external use
of human beings or animals and all sub-
tances intended to be used for or in the
diagnosis, treatment, mitigation or pre-
vention of disesase in human bLeings or
animals;

(ii) such. substances (other than  food)
intended to affect the structuic or any
function of the human body or intended
to be used for the destruction of vermin
or insccts which cause disease in human
beings or animals, as may be specified
from time to tine by the Central Govern-
ment by Notification in the Ofiicial
Gazette;

) manufacture in relation to any drung or
cosmetic includes any process or part of a
process formaking, allering, ornamenting
finishing, packing, labelling, breaking
up or ctherwise treating or adopting
any drug or cosmectic with a view to its
sale and distribution but does not include
the compounding or dispensing of any
drug or cosmetic in the ordinary course
of retail business; and to mmanufacture’
shaill be construed accordingly;

5. The arugs Technical Advisory Board. (1) The
Central Government shall, as soon as may be,
constitute a Board (to be catlled the Drugs
Technical Advisory Board) to advise the
Central Government and the State Govern-
nents on technical matters arising out of the
administration of this Act and to carry ow
the other functions assigned to it by this Act.

(2) The Board shall consist of the following
members, namely;

Misbanded cosmetics—
For the purpose of this Chapter, a cosmetic
shall be deemed to be misbranded—

(f) if its label or container bears the name
of an individual or company purporting
to be the manufacturer or preducer of
the cosmetic wiich  individual or
company is fictitious or does not exist.
or

9B. Adulterated drugs—For the purposes, of
this chapter, a drug shall be deemcd to be
adulterated.

10. Prohibition of import of certain drugs &
cosmetics—From such date as may be fixed
by the Central Government by notifica-
tion in the Official Gazette in this behalf, no
person  shall import—

(a) any drug or cosmetic which is not of stan-
dard quality;

227

Delete the words

After caluse (ii) the following shall be added :

Gii) Al substances intenced for use as
components of a drug including empty
gelatin capsules.

(iv) Such devices intended for internal! or
external use in the diagonisis, treatment,
or mitigation of discase or disorcer in
human beings or animals as mav be
specified from time 1o time bty the
Centrai  Government by notification
in the Official Gazctte in consultot on
vith the Loard.

“

he worq with @ view to ity sale and
distribution.”

In sub-section (2) after clause (xvi) the follow -

ing shall be added :

“(XVIH) two persons to be ncminated by the
Central Goverament representing con-
sumer’s interests.

In clavse (f) after the word “‘container" the

following words shall be introdnces :

“or anything accompanying the cosmetics”™.

After clause (v) the following clause shall be

added:

“(bb) if it contains any harmful or toxic
material which renders it injurious to
health.

After (a) the following shall be added

(aa) any drug which is not gencrally rccog-
nised among experts as safe or cfficacious
for use under conditions recomimended
or suggested on the latel thereof unless
it is approved by such authorities and
in @ manner as may be prescribed.”
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(A) )

(B)

©

(D)

7.

8. S=ction 10

Loosstion

. ysstion 12.=Power

S:ction 10

12-Pewer of Central
Governmant to make Ru'cs,

of Central
Governmeant to makce Rules.

11, $::tion 13 Offeaces

Explanation—The formula or list of

12, Power

Ji Prohibition of oot of cortain drugs and
cosmetics—irom such date as may be fined
by e Centein Governnieat vy MNotification i
the OMcial Gazeue in this behalf, no person
shall import-— )

) any drug or cosmetic which is not stand-
dard quality;

() wny patent or proprictary medicine, un-
less there is displayed in the prescribed
manner on the label or container thereof
the true formula or list of jngredicnts
contained in it, in a manner readily intell-
igible to the members of the medical pro-
fession.

ingredients

mentioned in clause (d) shall be desmed to be

true and sufficient compliance with that sub-

clause if without disclosing a full and detailed

recipe of the ingredients, it indicates correctly
all potent or poisonous substances coniained

therein together with an approximate statenient
of the composition of the medicine.

12, Power  of Central Government to maxc

Rules-—

(1M The Central Governinent may, after cons-
sultation with the Board and after pre-
vious publication by notification in the
ofticial Gazette, make Rules for the pur-
pose of giving cffect to the provisions of
this Chapter;

of Central

Government to make

(¢) prescribe the coaditions subject to which
small quantities of drugs the import of
which is otherwise prohibited undcr this
Chapter, may be imported for the pur-
posc of examining, test or analysis or
for personalusc;

13. Offznces—(1) Whoever contravenes any of

the provisions of this Chapter or of any Rule

‘mude thercunder shall, in addition to any pen-

aity to which he may be liable under the pro-

visions of Section 11, be punishable with im-

prissnment which may eXtend to one year, or

with fine which may extend to five hundred
rupees or with both.

(2) Whoever, having been convicted under
sub-section (1), is again convicted under
that sub-section shall, in addition to any
penalty as aforesaid be punishable with
imprisonment which may extend to two
years or with finc which may exXtend to
one thousand rupecs, or with both,

IFoi sab- eotion e
subsiitated:
“(d) Any palent ur proprietary  medicine
uniess there is displayed in the prescrib-
Ced manaer on the lubel of the container
thereof the true formula or list of in-
gredients together with quantities theie-

i

(dy fellowing shall e

For the existing Explanation the following
shall be substituled ;—
“Explanation—The formula or list of
ingredients mentiored in Clavte (¢) :hall
be deemed (o be true and suflicient cemp-
fizace with that sub-clause if it indi-
cate¢ correctly all the active ingredierts
contained therein together  with the
quantities thereof.

In sub-section (1}, alicr the words  “aficr
consultation with the Board” the following
words shall be inserted :

“or on the reccommendation of the Board™.

Rules—1In sub-section (2), after clause (c) the
following shall be added :

“(ce) prescribe under clause (aa) of Section
19, the avthority who will approve the
drugs specified in it, the icformation ‘o

be called for in this connection and
the manner in which such drugs
should be investigated before approval
is granted.”

For the existing Section 13, the followinyg
shall be substituted :—
(1) Whoever imports

(a) any drug deemed to be misbranded under

clause (2), clause (), claus: (¢), clause

(d), clause (f), and clause (g) of Section

or adulterated under Section 9B or any

cosmetic contravening clause (ee) Sec-

tion 10 stell be punishable with impri-

sonment which may extend to three

vears or with fine which may extend

to rupecs one thousand or with both.

(b) Any drug other than a drug or cosme-

tc referred to in clause (4) in contraven-
tion of Section 10 or any rulc there-
under shall be punishable with imprison-
nment which may extend to one year
or with fine which may extend to five
hundred rupees or with botl.

(2) Whoever having been convicied under
sub-section (1) is again convicted under
that sub-section shall, in addition to any
penalty aforesaid be punishable with
imprisonment which may cXtend to five
years or with fine which may eXtend
two thousand rupeesor with both.
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(A)

—_—

B)

©

®)

12, Section 178 Adulterated druzs. 17B. Adulterated dqt}gs—Fort!\e purpose of this

13. Section 18 Prohibition of
minufacture and sale of certain
drugs and cosmetics.

18 Prohibition of manufacture and sale off

Chapter i3 veeens o deeiicd to be adulterat-
ed—

sef-
tain drugs and cosmetics—From such date as
may be fixed by the State Government by noti-
fication in the official Gazcttee in this behalf,
ao person shall him:zel{ or by any other person
on his behalf :—

(a) manufacture for sale or sell, or stock o1

exhibit for sale, or distribute—

(i) any drug or cosmetic which is not of
standard quality;

(ii) any misbranded drug or misbranded cos-
metic;

(iii) any adulterated drug;

(iv) any patent or proprictary mcdicjnc unless
thereis displayed in the prescribed man-
nar on the label or container thercoet the
true formula or list of ingredients con-
tained in it in @ manuner readily intelligi-
ble to the membars of the inedical pro-

fession.

(v) any drug which by means of any
statement, design or device accom-
panying it or by any other means

cure

such disease or ail-

bave any such other

effect as may be prescribed;

any cosmetic containing any ingre-
dient which may render it unsafe or
harmful for use . under the
directions indicated or recommended;

purports or claims to prevent,
or nmitigate any
ment, or to

(vi)

(vii} any drug or cosmelic in contraven-
tion of any of the provisions of
this  Chapter or any Rule made

thereunder :

sell, or stock or exhibit for sale, or distsi-
bute any drug or cosmetic which has
been imported or manufactured in contra-
vention of any of the provisions of this
Act or any Rule made thereunder ;

manufacture for sale, or sell, or stock
or cxhibit for sale, or distribute any

drug or cosmetic, except under and in

accordance with the conditions of, a

licence issued for such purpose under

this Chapter;

Provided 1hat nothing in this Section
shall apply to the manufacture, subject

to prescribed conditions, of small quan-

tities of any drug for the purpose of
¢xamination, test or analysis.

Provided further that the Central Go-

vernment may, after consultation with
the Board by notification in the official
Gazelte, perniit, subject 1o any conditions

specified in the notification, the manu-
facture for sale, sale or distribution of
any drug or class of drugs not being of
standard quality

Explanation—The Formula or list of
ingredients mentioned in sub<clause (iii)
of clause (a) shall be deemed to be true
and a sufficient compliance with that
sub-clause if whithout disclosing a full

(b)

18, Prohibition

After clause (b), the follo:ving clause shall
be added —
“(bb) ifat contins any iaixful or texic
materiai which renders it ipjurious
to healih”.

For Section 18, the following shall be substi-
tuted :—
of manufacture and sale of
certain drugs and cosmetics i----

From such date as may be fixed by ile
State Govenrment by notification in
the official Gazette in this behalf, no
person shall himself oc by any other
person on his behalf :— .

(a) manufacture, or sell, or stock or exhibit
for sale or ofler for sale or distribute :—

(i) any drug or cosmetic which is not
of standard quality;

(ii) any misbranded drug or misbranccd
cosmetic;

(iii) any adul‘eratec ciug; .

(v} any patent or proprietary medicire
unless there is displayed in the
ner on the iabel or jpresarjted nair-
contairier thereef thetrue formuia
or list of ingredients contained in it
together with the quantitiesthercof:

(v) any cosmetic containing any in-
gredient which may render it unsafe
or harmful for use under the direction

indicated or recomnicnded.

(vi) Any drug which is not generaily
recognised by experts as saje or
cflicacious for use under the condi
tioits rccommended or suggested
in the labei thereof unless it is
approved by such authority and
in such manuer as may be pres-

cribed.

(vii) any drug which by means of any
stalement, design or device accom-
panying it or by any other means
purports or claims to prevent cure
or mitigate any such disease or
ailment or to have any such other
offect as may be prescribed ;

(viii) any cosmetic containing any ingre-
dient which may render it unsafe
and harmful under the directions
indicated;

ary drug or cosmetic in contra-

vention of any of the provisions

of this Chapter or any Pules made
thereunder;

(b) Secll or stock or exhibit for sazle, offer
for sale or distribute any drug or cos-
metic which has been imported or
manufactured in contravention of any
of the provisions of this Act or any
Rules made thereunder;

(c) manufacture, or sell, or stock or exhibit
for sale, or distribute any drug or cos-
metic except, under and in accordance
with the conditions of licence issued for
such purpose under this Chapter.
Provided that nothing in this Section
shall apply to the manufacture, subject
to the prescribed conditions, of small
quantities of any drugs for the purpose
of examination test or analysis.

(ix)
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A) (B) (&)

D)

and dciailed recipe of the ingredients
it iadicates correctly all the poetent or
poisonous substances coatained therein
together with #n apprexindte statement
of the composition of the medicine.

19. Pleas.—

(3) A person, not being the manufacturer
of a drug or cosmetic o: his agent for
distribution thereof, shall not be liable
for a contravention of Section 18 if he
proves—

14. Section 19(3) Pleas

15. New Section 19A

16. Section 22, Powers of inspectors 22, Powers of Inspectors.—

(1) Subject to the provision of Section 28
and of anv rules made by *he Central
Government in this behalf an Inspector
may, within the local limits of the area
for which he is appninted;

(a) inspect any premises wherein  any
drug or cosnietic is being manu-
factured and in the case of scra,
vaccines and any other drugs  or
cosmetics prescribed in this behalf,
the plant and process of manufacture
and means employed for standrdizing
and testing the druss.

17. Section 22 Powers of Inspectors 22, Powers of Inspectors.—

(i) Subject to the provision of Section 23
and of any rules made by the Central
Government in this behalf, an Inspector
may, within the local limits of the area

for which he is appointed

(¢c) examine any record, register docu-
ment or any other material objzct
found in any place mentioned in
clause (¢} and seize the same if he
has reason to believe that it may
furnish evidence of the commission

) of an oirfence punishable under this
- Act or the Rules made thereunder;

Provided further that the Ceniral Go-
sernmeni may. arter consuliation witk
the  DBoard, by notification in the
official Garette. permit subject to any
conditions specified in the notification,«
the manufacture, sale or distribution of
any drug or ciass of drugs not being of
standard quality.

Expla....ioin : The formula  or list of
ingredicnts mentioned in  sub-clause
(iv) of clause (a) shall be dcemed to be
true and a sufficient compliance with
the sub-clause if, it indicates correctly

all the active ingredients contained
therein together with the quantities
thereof."”

Under Section 19(3) the words “‘duly licensed"®
shall be addced after the word “*person.”

After Section 19 the following shall be added :-

“V9A. Burden of Proof: When any drug or cos-

metic is seized from any person in the reason-
able belief the drug or cosmetic is mis-
branded or adulterated, the burden of prov-
ing that such drug or cosmetic is  not
misbranded or adulterated shall be on the
person from whose possession such drug or
cosmetic seized.”

22, Powers of Inspectors :

(€3 TN
“(a) inspect any premises wherein
(i) any drug or cosmetic is manufactured
and the plant and process of manu-
facture and the incans employed
for standardizing and testing the
drugs or cosmetics; and
(i) eny drug or cosmetic is sold or
stocked or cxhubited for saleor
offercd for sale or distributed.

After—sub-clause (cc) the following sub-

clauses shall be added :—

(d) seize and detain for such time as may
be necessary any articles by mean
of or in relation to which he reasonably
believes that any provision of this
Act or Rules have been contravened.

(¢) stop and detain for such time as may
be nccessary any vehicle suspected
to contain any drug or cosmetic which
he has reason to belicve contravenes
any of the provisions of the Act or
the Rulecs made thercunder ;

(f) seize in any place or any person any
drug or cosmetic in respect of which
he has reason to believe an offence pu-
nishable under this Act or Rules made
thercunder, has been committed and
alongwith the drug or cosmetic, other
rticles or documents which he has
reason to believe may furnish evidence
of the commission of any offence pu-
nishable under this Act.



(1) . (B)

)

18. New Section 22A

19, New Section 25A
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o

(D)

(g) reguire the productiow ot any regicter of
other documents refeting (o ranutaciure
or sile of such drug or cosmeticand tahe
on the spot or otherwise, statements of
any person which he  may consider
necessary for carrying out the purposcs
of the Act.

favse () L U senwmnbered (h)

After Section 22 of the Act, the following

new Section shall be added :~

“Section 22A:—POWER to summon persons
to give evidence and produce documents
for enguiries under the Act.

(i) An Inspector shall have the power
to summon any person  whose
avencance he considers necessary
either to give evidence or to produce
a document or any other thing in
any cnquiry or investigations which
such Inspectoris making for any of
the purposes of this Act.

(i) The summons to produce docuin-
ments or other things under rub-
section (i) may be for the produc-
tion of certain specified documents
or things or for the production of
all documents or things of a certain
descritpion in the possession of or
under the control of the persons
concerned.

(ii)) Al persons so summeoned shall oe
bound to attend either in person
or by an authorised agent as the
1nspector may direct and all persons
so summoned shall be bound to state
the truth of any subject, respecting
which he is examined or make
statements and produce such docu-
ments and other things as may be
required.

(iv) Every suck enquiry as aforesaid shall
be deemed to be a judicial proceed-
ing within the meaning of Section
193 and 228 of the Indian Penal Code.

After Section 25, the following Section shall

be added —

“25A—Presumption in certain cases

(1) When it is proved that a package con-
taining any drug or cosmetic bears the
name and address purporting to be the
name and address of the person by
whomit was manufactured, the Court
may presume in a prosecution for con-
travention of this Act, or Rules that the
drug or cosmetic was manufactured or
sold as the case may be, by the person
whose name and address appear on the
tabel thereof.

(1) In a prosecution for contravention of
this Act, or Rules, it is sufficient proof of
the offence to establish that it was com-
riited by an employee or agent of the
accused.

(3) In trials under this Chapter it may be
presumed unless and until the conrrary
is proved that the accused has committed
an offence under this Chapterin respect of

- M of Pet. & Chem./75—30
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(A) (B)

)

.

(D) N

Fndha

|

20. Section 27 Penalty for manu-
facture, saleetc., of drugs in con-
travention of this Chapter.

21. Section 27A Penalty for manu-
facture, sale, etc. of cosmetics-
in contravention of this Chapter.

22, New Section 27B

23. Section 28

.

27A. Penalty for manufacture, sale, etc. of

in contravention of this Chapter—Whoever

any drug or cosmetic if he fails to accoum_*‘
satisfactonly for the possession of any

apparatus of dcvice designed for the.
manufacture of sucl drug or cosmetic of

any material which has undergone any

process towards the manufacture of any

drug or cosmetic or of any raw material

for such drug or cosmetic or of any

packing or lebelling materials.

27. Penalty for manufacture, sale, etc., of drugs For the existing Section 27, the following may

be substitued —

himself or by any other person on his behalf (i) Whoever himself or by any other person

manufactures for sale, sells, stocks or exhibits
for sale or distributes—
(a) any drug—
(i) deemed to be misbranded under
clause (a), clause (b), clause (c), clause
(d), clause (f), or clause (g) of Section
17 or adulterated under section 17B;
or
(ii) without a valid licence as required
under clause (¢) of Section 18, shall
be punishabie with imprisonment for
a term which shall not be less than
one year but which may extend
to ten years and shall also be liable
to fine.

reasons to be recorded in writing, impose a
sentence of imprisonment of less than one
year;

(b) any drug other than a drug referred to
in clause (a) in contravention of any of
the provisions of this Chapter or any
rule made thereunder shall be punishable
with imprisonment for a term which
may extend to three years, or with fine,
or with both :

cosmetics in contravention of this Chapter—

* Whoever himself or by any other person

on his behalf manufactures for sale, sells,
stocks or exhibits for sale, or distributes any
cosmetic in contravention of aay of the pro-
visions of this Chapter or any rule made
thereunder, shall be punishable with imp-
risonment for 2 term which may extend to
one year, or with fine which may extend to
five hundred rupees, or with both.

Penalty for non-disclosure of the name of the

manufacturer etc.—Whocver contravenes the
provisions of section 18-A shall be punish-
able with imprisonment for a term which

on his behalf manufactures, sells, stocky

or cxhibits for sale or offers for sale or

?istﬁbu‘c‘:is——

a) any dru

) Gy s Bto be misbranded, under
clause (a), Clause (b), clause (c),'
clause (d), clause (f) or clause (g)
of Section 17 or adulterated under
section 17B; or .

(ii) manufactures a drug 'wnhout a
valid licence as required under
clause (c) of the seciion 18 shall be
punishable with imporisoninent for
life and shall also be liable to finc:

Provided that the Court may for any special DProvided that the court may for any special

reasons to be recorded in writ‘ing impose a-
sentence of imprisonment which shall not
be less than five years.

(b) any drug other than a drug referred to
in clause (a) in contravention of any of
the provisions of this Chapter or any
rule made thereunder shall be punishable
with imprisonment for a term which
may extend to three years, or with fine
or with both.

Provided that where the drug has caused grie-

vous personal injury the punishment shall be
imprisonment for life.

For the words “one year” the words ‘‘three

years” shall be substituted.

After Section 27-A, a new section 27-B, may

be added:

“27.B—whoever .himself or by any other
person on his ochalf maintains any
record or submits any information which
is false or misleading in any particular
material under this Chapter or any rule
made thereunder shall be punishable with
imprisonment, which may extend :i0
three years or with fine or with both.

For the existing Section 28 the following may

be substituted:
“28—Penalty for non-disclosure of the name .

of the manufacturer, etc. L.
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may extend to onc year, or with finc which
may extend to five hundred rupees, or with
beth.

24. Section 30 Penaity for subse- 30. Penalty for subsequent offences—(1) Who-
quent offences. cver, having been convicted of an offence—
(a) under clause (a) of Scction 27 is again
convicted of an offence under that
clause, shall be punishablc with imp-
risonment for a term which shall not
be less than two years but which may
extend to ten years and shall also be
liable to fine:

Provided that the Court may, for any
special reasons to be recorded in
writing, impose a sentence of less
than two years;

25. Section 30 Penalty for subse- (1A) Whoever, havingbeen convicted of an
queat offences. offence under section 27-A is again convic-
ted under that section shall be punishable

with imprisonment for a term which may

extend to two years, or with fine which m1y

extend to one thousand rupees, or with both.

26. Section 32 Cognizance of offences 32. Cognisance of offences (1) No prosecution
under this Chapter shall be instituted except
by ar Inspector.

27. Section
offences.

32 Cognizance of 32. Cognizance of offences (1) No prosecu-
tion under this Chapter shall be instituted

except by an Inspector.

(i) Whoever contravencs the provisions of
Section 18-A and Secticn 24 shall be
punishable with impriscnmeny for o

term which may cxtend to three years

or with fine which may extznd up o

five hundred rupecs or with both,

For the existing Section 30, the following -shall

be substituted:
“30. Penalty for subsequent offences:
(i) whoever, having been convicted of
any offence—

(a) under clause (a) of Section 27,
is again convicted of an offence
under that clause, shall be
punishable with death. While
this is the recommendation of
the Committee of Drugs Con-
trollers, Citizens Central Council
has recommended life impri-
sonmeni for repeated offences:

Provided that the Court
may, for any special reasons o
be recorded in writing, impose
a sentence of imprisonment for
a term which shall not be iess
than ten years.

In clause 1-A of Section 30, the

words “two

yedrs™” shall be substituted by the words
“six years™,

Under Section 32, for sub-section (1) the follow-

ing shall be substituted:

(13 ‘““No prosecution under this Chapter or
the Rules made thereunder shall be
instituted except by an Inspecior with
the consznt of the authorily specified
uader sub-section 4 of Secction 21",

After sub-section 1 of Section 32, the following

proviso shall be adged.—

“Previded that in respect of the offence
under Section 27(a), any police officer not
beiow the rank of an Inspector of Police
may-also institute prosecution™,

28. Section 32-A power of Court to  32-A. Power of Court to Implead the manufac- In section 32-A, the words “within seven days

implead the manufacturer etc. turer ctc.—Where at any time during the
trial of any offence under this Chapter alleged
to have been committed by any person, not
being the manufacturer of a drug or cosmetic
or his agent or the distribution thereof, the
Court is satisfied, on the evidcace adduced
" before it, that such manufacturer or agent
is also concerned in that offence, then the
Court may, notwithstanding anything con-
tained in sub-section (1) of scction 351 of
the Code of Criminal Procedure, 1898, pro-
ceed against him as though a prosccution had
been instituted against him under section 32.

29. Section 33 Power of Central 33. Power of Central Government to make
Government to make Rules. Rules (1) The Central Government may
after consultation with the Board and after
previous publication by notification in the
Official Gazette, make rules for the purpose
of giving effect to the provisions of this

- . Chapter.

of its so being satisfied”” may be added bet-
ween the words “*Code of Criminal Procedure,
1898 and ‘‘proceed against.......... ”

In sub-section (1) after the words *‘after consul-
tation with the Board' the following words
shall be inserted :—

“or on the recommendation of the Board®,
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30. Section 33(2) Por~r of T_.tral {2} \Without prejudice ta the generality of the  Clause ‘@) of sub-sectivr (2} of section 33 nan

Government to make Poules.

31. Section 33(2) Power of Central

Government to make rules.

32, Section 34 .

33. New Section 34-B

Soregoing power, sucn rules may—

¢y prescribed the forme of licences for the
manufacture for sale, for the sale and
for the distribution of crugs or anyv
specified drug or class of drugs or of
cosmetics or any specified cosmetic or
class of cosmetics the form of applica-
tion for such licences, the conditions
subject to which such licences may be
issued, the authority empowered to issue
the same and the fees payable therefor.

(2) Without prejudice to the generality of the
foregoing power, such rules may—

(n) prescribe the powers and duties of
Tnspectors and specify the drugs or
classes of drugs or cosmetics or
clusses of cosmetics in relation to which
and the conditions, limitations or res-
trictions subject to which, such powers
and duties may be exercised or perfor-
med.

-

34(1) Where an offence under this Act has been
committed by a company cvery person who
at the time the offence was committed, was
incharge of, and was responsibie to the com.
pany for the conduct of the business of the
company, as well as the company shall be
decied to be guilty of the offence and shay
beliable to be proceeded against and punisheg
accordingly:

Provided that nothing contained in this sub-
scction shall render any such person liable to
any punishment provided in this Act if he
proves that the offence was committed with-
out his knowledge or that he exercised all
due diligence to prevent the commission of
such otfenc~.

(2) Notwithstanding anything contained in
sub-section (1) where an offence under this
Act has been commitied by a company and
it is proved that the offence has been com-
mitted witi: the consent or connivance of,
or is attributablz to any neglect on the part
of, any director, manager, secretary or other
officer of the company, such director, manager,
sccretary or other officer shall also be deemed
to be guilty of that offence and shall be liable
to be proceeded against and punished accor-
dingly.

Explanation—For the purpose of this Section—
(a) ‘company’ means a body corporate, and
includes a firm or other association of
individuals; and
(b) ‘director’ in relation to a firm means a
partner in the firm.

;e substitied Ly the foilowing:—

(¢) Prescribe the various forms of iicence
for manufacture, tor the sale and for
the distribution of drugs or any specified
drug or class of drugs or of cosmetics
or any specified cosmetic or class of
cosmetics, the form of application for
such licences, the conditions subject to
which such licences may be issued, the
authority empowered to issue the same
and the qualifications of the authority
and the ?ccs payable thereof including
the fee for inspection of manufacturing
premises;”

Clause (n) of sub-section (2) of Section 33
may be substituted Ly the foliowing:—

“(n) prescribe the powers and duties of
Inspectors and specify drugs or ciass
of drugs or cosmetics in relation to
which and the conditions, limitations or
restrictions subject to which, such powers
and duties may bc exercised or perfor-
med, the qualifications of the authority
specified in sub-section (4) of Section 21.

After explanation the following cxplanation
shall be added:—

Explanation 2

Where a person, being the Chairman or Manag-
ing Director of a Company has, on behalf of
the company, signed an application for licence
under this Act, any contravention of the
conditions of that licence shall, so long as
such person holds an officc in the company,
be conclusively presumed to have been com-
mitted with his consent or connivance.

Explanation 3

Where an application for licence under this
Act is signed by an officer of a company other
than the Chairman or Managing Director, it
shall, for the purposes of this section, be
deemed to have been signed also by the
Chairman and the Managing Director of the
Cownpany.

After Section 34-A, the following shall be
introduced as Section 34-B namely~—
34-B. Prohibition of import manufacture, sale,
etc. of drugs or cosmetics etc., for reasons
of public safety.
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34, Secuion 331) . . . . Piublication of offender’s rame—

(1) If any person is convicted of an offence
anzer s Act, i shal! he la\:.'fm for the
court betore which the conviction takes
place to cause the offender’s name, place ¢f
residence, the offence of which he has been
convicted and the penalty which has been
inflicted upon him, to be published at the
expense of such person in such newspapers
or in such otlier manner as the court may
direct.

35. New Section 37-A .

Sub-Scction (1) of Section 35 shall be substi-
tuted by the following:—
“33(1Y ifuuy person is convictee of an offence

under tins Act, the Ceurt hefore which
the conviction takes place shall, on an
application made to it, cause the offen-
der name, place of residence, the offence
of which he has been convicted and the
penalty which has been inflicted upon
him, to be published at the cxpense of
such person in such newspapers or in
such other manner as the court may
direct.

After Section 37, the following Section shall
be added as Section 37-A:—

"37-A—Penal: y jor vexdatious search ¢r seizure—

Any Inspector exercising powers under this
Act, or under the Rules made thereunder
who vexatiously or without any reasonable
ground of suspicion—

(@)

(b)

searches any premises where drugs or
cosmetics or components thercof are
manufactured, sold, stocked or distri-
buled; or

scizes anv stocks <f any drug, cosmetic

or component thereof, or

(1) Notwithstanding the fact that anv
provisions conlained herein before
it shall be lawful for any authority,
conferred with powers in this hehalf
under this Ac!, by the Central or
State Government to prohibit im.
port, manufacture, saie or distriby-
tion of any drug or cosmectic or
component thereof, and order re.
call of the issues alrcady made
thercof, if he has reason to believe
that the use of such drug or cos-
metic or the componeni thercof is
likely :c involve such ,isk to human
being or animal as to render it
expedient  or necessary (o take
immediate action™.

(2) the authority may. in such cases,
by an order in writing or notifca-
ticn in the Official Gazettc, prohi-
bit, import, manufacture, sale or
distribution of any drug or cos-
metic or component thereof for
such period nct exceeding sixty
davs as may be specified in the
order or  notification, pending
investigation in the matter in con-
sultation with the Board.

(3) if as a result of investigation or on
receipt of opinion of the Board,
the authority is satisfied that the
use of tne drug or cosmetic or com-
pronent thereof is or is not likely to
cause any such risk, he may pass
such order as he deems fit.

commits any other act, to injure any

person without having reason to believe

that such act is necessary for the execu-

tion of his duty—

shall be guilty of an offence under this
Act, and shall be punishable for
such an offence with fine which may
extend to one thousand rupees.
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36. Sectien 38 Rulee
before Parliament,

28. Rules to be laid Lefore Parliament—

Every ruie made under this Act shall be laid
down as soon as may be after it is made
before cach House of Parliament while it
is in scssion for a total period of thirty days
which may be comprised in one session or
in two or more successive sessions, and if
before the expiry of the session in whinsts &
15 50 laid or the successive sessions aforesaid,
both Houses agree in making any modifica-
tion in the rule or both Houses agree that
the rule should not be made, the rule shall
thercafter have effect only in such modified
form or be of no cffect, as the case may be;
so, however, that any such modification or
annulment shall be without prejudice to the
validity of anything previously done under
that rule.

Section 38 may be substituted by the following:—

“Yvery rule made by the Central Goverp.
ment under this Act shall be laid, as
soon as may be after it is made, before
cach House of Parliament, while it is in
session, for a total period of thirty days
which may be comprised in one session
sl Dro or more successive  sessions,
and if, before the expiry of the session
immediately following the session or the
sticcessive sessions aforesaid, both House

" agree in making any modification to the
rule or both Houses agree that the rule
should not be made, the rule shall there-
after have effect only in sucn modified
form or be of no effect, as the case may
be; so, however, that any such modi-
fication or annulment shall be without
prejudice to the Validity of anythirg
previously dore under that rule.”




ANNEXURE V

NOTE REGARDING THE PROCEDURE ADOPTED FOR PURCHASE OF DRUGS FOR GOVERNMENT
HOSPITALS AND SEMIGOVIRNAMENT INSTITUTIONS IN MAHARASHTRA STATLE

[CHAPTER IX PARA 45—App. 1]

The Drugs for Guvernient hospituls, and Semi-Government lustitutions in the Maharashtra State are being
purchased by inviting tenders by the Commissioner of Industries and Central Stores purchasing Officer of the State
of Maharashtra.

The Government of Maharashtra have constituted a Committee consisting of the following members to advise
the Central Stores purchasing Officer with regard to the items of drugs and medicines 10 be purchased :(—

Members

1. Directar of HalTkine lnstitute, . . . . . . . . . . . Chairman.
2. Commissioner. Food und Drug Administration  (Maharashira State) . . . Member,
3. Jt. Dircctor of Medical Education and Research (Maharashtra State) . . . Member,
4, Professor of Medicines, Grant Medical College, Bombay. . . . . . Mgmber.,
5. Professor of Surgery, Grani Medical College, Bombay . . . . . Member.
6. Professor of Obstetrien and Gynascology, Grant Mcdics.! College. Bombay . . Member,
7. Dy. Dirctor of Health Services (HQ). Maharashtra State . . . . . Member.
8. Professor of Pharmacology, Grant Madical College, Bombay . . . . Convenor.

This Committee after making deliberations recommends to the Central  Stores Purchasing Officer the items
of drugs and medicines which are raquired to be used in the Goverament Hospitals and Scimi-Government Institu-
tions for purchase by tender system.

The Central Stores Purchasing Officer an receipt of the recommendations of this Committee invites tenders
for the items. One of the foremost conditions in submitting the tender is that the tzaderer should submit Performance

and No-conviction certificare issued by Commissioner, Food aad Drug Administration, Maharashira State, alone
. . - . . . . . bl
with his tender. No tender is taken into coasideration in absence of these certificates. ©

In obtaining these certificates tenderer has to approach the Food and Drug Aduwministration, Maharashtra State
and apply for the same together with the information in the enclesed protorma at Appendix ‘A’ " These applica;ioxnz
are scrutinized by the Officers of this!Administration who make the necessary recommendations to the Commissioner
Food and Drug Administration, Maharashtra State, in the proforma enclosed as Anpendix ‘B'. The perform'mc.
certificate is then_cither issued or réfused depending upon the merits of each casé.” Simtilarly. non-conviction cen;:—

ficates are being issued to the applicants if their firm is not convicted for the last five years. The proformae of these
certificates issued by this Administration are enclosed as Appendix ‘C’ and ‘D>’

bGovemment of Maharashtra has also constituted a Drugs Selection Committee consisting of the following
members — '

1. Commissioner of Industries {Maharashtra State).
2. Commissioner of Food and Drug Administration (M.S.),

3. Professor of Pharmacology, Grant Medical College, Bombay, representing the Medical Department.
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The tenders so invited are being opened by Central Stores Purchasing Officer in presence of the representatives
o_f the tenderers and then quotations arc tabulated by the Central Stores Purchasing Officer. These tabulated quota-
tions are finally checked and scrutinised by the aforcsaid drugs Selection Commitice.  This Committee  then makes
the recommendations regarding the drugs and the manfacturer from whom these siould be purchased by the Cent-
ral Stores Furchasing Officer.  While making their recommendation the Committec gives ‘preference 10 the basic
and original manufacturer of the drugs so as to ensure uninterrupted supply of the drugs to the institutions. This
policy Is adopted in case of life saving drugs and drugs which are consumed comparatively in large quantitics. While
Scrutlnizing and selecting these drugs this Committee also checks the samples of these drugs visuaily so as to make
sure that the drug to be supplied is of acceptable quality.

The recommeidations so made are then forwarded to Central Stores Purchasing Officer, who in turn fix the
r_atc_tcm}tract with the manutacturers for supply of drugs to the Government Hospitals and Semi-Government
Institutions, .

. Regular samples are drawn by Food and Drug Administration from the institutions to check their quality
during the teader period.  Experience has shown that sub-standard drugs are not supplied to Government or Semi-
Government institutions.

A copy of the forme also enclosed at Appendix ‘E’. (Not  euciused)

APPENDIX ‘A’
Information to be supplied by the Applicant for issue of Certificate in respect of performance Certificate.

(1) ltemis quoted in the Tender.

(2) When first permitted by this Dircctorate to manufaciure these items. (Quote No. and date of the letter)

(3) How many batches of these items have been and quantity manufactured during the last two years, state also
the quantities of cach batch size.

(4) Whether any saniples of these products have any time been reported to be not of standard quality by any
Government Analyst, if so, give details.

(5) Whether permission to manufacture these products was cver withdrawn or suspended by this
Directorate. If 50, give reasons and when such permission was withdrawn or suspended.

(6) Whether these products were accepted on any tender previously. If so, give details regarding when. it
was accepled, quantity supplied, whether supplied regularly and whether there wasany complaint.

(7) If the items to be supplied are thermolabile substances, state whether stability study is carried out.

(8) Whethcr the production in any of the departments was stopped by this Directorate during the lust two years.
If so, give details and reasons.

(9) Whether any of licences were suspended partly or wholly during the iast five years. 1f so, give details.

(10) Whether you are manufacturing drugs quoted at your own premises or under a loan licence.

(11) Whether your firm has got own testing arrangments or whether tests are performed by an approved
Jlaboratory ?

(12) Whether you are manfacturer of the basic drug for which you have quoted.

(13) Whether any of the |, roduct previously accepted on Rate Contract were reported to be not of standard
quality ? 1If so, give details,

I declare that the information given above is true and I'am aware that any certificate issued on the basis of
the above information is liable to be withdrawn i any particular given in the information are not true.

APPENDIX ‘B’

Report regarding issue of perfomance/reliability and bona fide Certificates to firms for Rate Contract. E.S.1.S.
and Govt. endeis.
Note :
Qur report should be based on the observations and Gencrgl.workiqgs of the man facturers during the last
12 months. You may visit the plant if you feel this would help in giving the information. You are required to submit

vour report within 15 days of the receipt.
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M.

1o Whether raw materials used in the manufactare are tested for Pharmacopoeial tests . . . Yes No.
2. Whether all themtpeutically active ingredients present in the finished products are tested for quality,

puriny and strength (Pxcluding those swhich are not nermally nessible), Yes No.
3. Whether conerol samples of the faished products are retained . Yes Ne.
4. Whether good manufactuiing practices are followed as intimated in circulars issued earticr . . Yes No.
5. Whether licences arce suspended during the last 12 months Yes No.
6. Whether stability studies are adequalely condneted an the products which deteriorate an cinrnea . Yes No.
7. Whether the production of any calegories of drugs was suspended or stopped. If so, which categories.  Yes No.
8. 1f any samples of any catcgories of drug  manufactured by the firm  are reported to be not of

standard quality do you think that this is the result of a laxity in quality control and/or failure to
. adopt good manufacturing practice and technique. If no products are drawn for test please state

s0. (Base your answer on the products tested and general observation curing the last 12 months).
9. Whether product development studics arc carricd out (Excluding stability studies). . . . . Yes No.

In my opinion the firm can/cannot be relied upon to supply quality drugs to Maharashtra State, Hopsitals
or Employces State Insurance Scheme and any other tender.

APPENDIX *C
No. A/CERT/ Jof 72,
Food and Drugs Administration,
Maharashtra State,
Griha Nirman Bhavan, Bandra (E)
Bombay-51.

CERTIFICATE .

This is to certify that M/s... . ... ... .. .. . iieii.n . T T T R LT
have not bzen convicted in this State for adulieration or for manufacturing sclling drugs below standards laid down

in the Drugs and Consmetics Act, i940. during last five vears.

( )
Jor  Commissioner.
Food and Drugs Administration.

APPENDIX ‘D’

No. A/CERT/ fof 73,
Food and Drug Administration,
Maharashtra State,

Griha Nirman Bhavan. Bandra (E)
Bombay-S51-AS.

- PERFORMANCE CERTIFICATE .

This is to certify that up to the time of wiriting this certificate the performance of M/s. ... .......
in complying with the provisions of Drugs and Cosmetics Act. 1940 and the Rules thereunder is generally

satisfactory.

This Certificate is given in accordance with condition of Tender of the.. e e
and is given on the express condition that it will not be quoted or used for any other purpose except for the purpose
of the said condition for the said tender.

( )

for  Commissioner.
Food and Drug Administration.

IMof Pet. & Chem./75—31



CHAPTER—-TX
ANNEXURE ‘VI’
(Para. 45—App. I)
A MANUAL ON THE WORKING OF HOSPITAL STORES

Introduction :—1. The activities of the Hospital Pharmacy where drugs are processed by the hospital for the
use of patients and the hospital stores where the drugs are stored, checked and issued contribute a great deal to the
overall quality of medical service rendered by hospitals. The importance of these two institutions in an hospital
has beza rightly emphasized by the Union Health Minister in a letter addressed to State Health Ministers (Appendix I),
The roie, the State Drugs Control Authorities can play in toning up the functions of a Hospital Pharmacy and hospi-
tal stores were discussed at a meeting of the Drug Standard Control Officers from the Centre and the States and
it was agreed that the conditions under which drugs formulations are processed by hospitals for the use of their pati-
ents, the functioning of stores etc. needed close surveillance with a view to ensuring that patients in hospitals receive
drugs of quality. - ‘

2. The following rzcommendations were made at the meeting :—

{a) If drugs are manufactured for use of patients by hospitals in hospital pharmacics, the conditious of manu-
facture should be stringently controlled in the san:e manner as private manufacturer/inanufacturers of
similar items are controlled.

(b) I;acilities for sterilisation services in hospitals should be frequently inspected by the Central and State Drugs
nspectors,

(c) The manner in which drugs are ordzred. stored and issued by the hospitals shovld also be subjected to fre-
quent checks so as to ensure :— '

(i) that purchases are made in phased instalments to obviate financial loss to hospitals;
(i) that drugs which require special storage conditions are stcred properly; and

(iii) that drugs which bear a date of expiry are issued or turned over by arrangement with manufacturers
in such a manner that hospitals are not saddled with any time expired stocks.

(1) The responsibility for ensuring “good manufacturing practices” including sterlisation facilities in hospitals
and management of hospital stores should be fixzd on specific members of the staff in hospitals who should
‘z}so be made to maintain the pecessary registers and records.

¥ (¢) In hospitals with 200 beds and above, a Chief Pharmacist who should be at least a graduate in pharmacy
should be appointed and given gazetted status with an appropriate status with an appropriate salary scale.
The Chiel Pharmacist should have a thorough background knowledge of drugs, their substitute, storage
conditions etc., and should be able to assist the hospital administration in maintaining the quality of drugs
supplied to patients.

The Committee also recommended that similar facilities should be made available in smaller hospitals!

The General impression is that medical stores where drugs are stored for issue to the wards, patients etc. do not
fanction satisfactorily. The object of this manual is to lay down guide-line or organising the medical stores in a
hospital with particular reference to the location, personnel, conditicas of storage of drugs, manner of distribution of
drugs ctc. Necessary modifications to suit any particular institution may be carried out by the Mecdical Superintea-
dent wherever considered necessary, $o long as the basic objectives are fulfilled.

3. Under the provisions of Drugs and Cosmetics Act & Rules a medical store run by a hospital is exempted
from the requiiements of taking a sales licence under the Act, subject to the following conditions :—

(i) the dispensing and supply of drugs shall be carried out by or under the supervision of a qualified person;

(it) the premises where drugs are supplied or stocked under drugs shall be open to inspection by an Inspecior
appointed under drugs & Cosmetics Act who can, if necessary, take samples for test; and

(iii) the drugs shall be stored under proper storage conditions.
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A drug Inspector is thus fully authorised to inspect the premises of medical stores of an hospital and ensure compliance
with the conditions mentioned above "

Location : 4.1 The medical stores should preferably be located in the basement of ground floor in a muiti-
storeved building well removed from the autoclaves, heating apparatus, laundey efe. It should be weli lighted and
ventilated.  All measures showid be iakan to maintain the place dust-irec, ncat und tidy.

4.2 The area provided for the stcres should be such as to prevent undue congestion and disorderly storage
of drugs.

Personnel :—4.3 The Staffing pattern of the stores will depend on its function. Thus the staff of the Medical
Stores in a hospital which has manufacturing Pharmacy will vary from that of an ordinary stores. In the former
case the following staff pattern is recommended.

4.4 A Chief Pharmacist, possessing adequate education qualifications, pr;feraibly a post-graduate degree in
Pharmacy and having adequate practical experience (about 3 years) should be in overall charge of the following
sections in the Hospital :

(i) Medical Stores.
(ii) Dispensafy. _
(iii) Hospital Piiarmacy (Transfusion Solutions) and Central Sterlisation.

(iv) Quality Control.

He must clso have a thorough background knowledge of drugs, their substitutes, storage conditions, drug
market, and manufacture and testing of Transfusion Solutions etc. Considering the workload, the duties, responsi-
bilities etc, to be shouldered by him the Chief Pharmacist should be treated on par with the senior cadre officers in
the Hospitals and offered a salary scale of Rs..700-1200 so that he may command respect not only from the staff
members working under him but also from the medical staff in the hospital. This salary scale will also attract
suitable candidates having the requisite qualifications and cxperience from the industry.

4.5 In case of hospitals maintaining hospital stores only a Chief Pharmacist possessing adequate educational
qualifications say a graduate degree in Pharmacy and having adequate practical experience (about 3 yecars) should
he in overall charge of the following Sections in the Hospitals;

{a) Mcdical Stores
{b) Dispensary
{¢) Quality Control.

He must also have a thorough background knowledge of drugs their substitutes, storagé conditions, drug market
etc. The Chief Pharmacist in this case may be offered a salary scale cf Rs. 400.950.

4.6 The chief Pharmacist should be associated with a Hospital Committce which should be entrusted with
the responsibility for making purchases of medical stores either on rate contract or direct from the
manufacturers. The Committee should consist of Heads of the department of Medicine and Pharmaco-
logy. The Chiet Pharmacist should be the convener of the same and should furnish to the Committee competitive
prices of products of identical composition. As far as possible, the products purchases should confirm to the
requirements given in the latest edition of the National Formulary of India. Only those firms which in the opinion
of the State Drugs Control Authorities adopt Good Manufacturing Practices and against whom there -are no com-
plaints for quality of drugs or other eithical practices should be enlisted for local purchases.

4.7 The Chief Pharmacist should be direétly under the administrative control of the Medical Superintendent
of the Hospital and all the different Section Heads of the Stores, Hospital Pharmacy (mentioned under 4.4 or 4.5
above) should function under his supervision & control.
Supervision )

. 5. The medical Stores of a hospital should be under the suprvision of a person who is a registered pharmacist.
and has adequate experience in operating a Drug Store. He should be assisted by suitable number of other regis-
tered pharmacists. .

‘Facilities for storage of drugs :

6.1 Storage of General drugs : The section should be well equipped with storage facilities i.e.,
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(a) raised wooden platforms for storage of drugs and gunny bags, and
(b) steel racks, shelves etc., for storage of general drugs.

Storage of Narcotic drugs :

6.2 All narcotic drugs, barbiturates and cther Habit forming drugs should be stored in separate almirahs
and the key for tacse almyrahs should be kept with the supervisor mentioned at 5 above.

The stocks of these drugs should be physically verified by the Chicf Pharmacist (mentioned in 4.4 or 4.5) at
least once a month and signed by him.

Storage of drugs at low temperature :
6.3 Special attention should be given to storage of certain categories of drugs which are required to be kept
at low temperature for retaining their potency. Some of these drugs shoud be stored between 2 to 10°C and others

between 15 ‘8 20°C.

Cold Storage :

6.4 Drugs which are required to be stored between 2 to 10°C will include (a) Sera (b) Vaccine (c) Galandular
preparations and other thermolabile products. 1t s not possible to give an sxhaustive list of these drugs which
require cold storage but an illustrative list is given at Appandix -Il. A list of such drugs indicating the brand names
in the brackets should be exhibited prominently in the stores. Several products with brand names will fall within the
purview cf this list. Storage conditions are invariably shown on the outer packings of such drugs and these should
be checked and compared by Supervisor mentioned in 5 above.

6.5 For storage of drugs covered by 6.4 it would be advisuble 1o have separate room or a portion maintained
at this temperature range. A recording thermometer should be provided and the temperature should be noted
at least twice a day by the supervisor mentioned at § above & singed by him. In case such room is not available ade-
guate number of refrigerators should be provided for the purpose. The maintenance of these refrigerators in working
order is the responsiblity of the Supervisor mentioned at 5 above.

6.6 Drugs such as Insulin, certain Vaccines etc. should not be allowed to freeze. Care should be taken to see
that such drugs are not kept in the freezing compartment of the refrigerators.  The Chief Pharmacist referred at 4.4
or 4.5 should personally check and ensure that such drugs are not kept outside the refrigerators. A list of such drugs
should be exhibited in the stores.

Storage at cool temperature (I5° to 20° C)

6.7 Drugs such as antibiotics, Vitamins. hormones. Liver, preparations elc. are required 10 be stored at a cool
temperature.  An illustrative list is given at Appendix 1. Storage conditions are invariably shown on the outer
packing of drugs and thesc should be checked and compared by the Supervisor mentioned in 5 above.  Air-Condi-
tioned storage accommodation should be provided for the purpose and a record of the maximum and minimum
temperature by a recording thermometer should be maintained, checked and signed by the supervisor referred at 5
above at least twice a day. The space of this room should be adequate considering the maximum stock of drugs
likely to be purchased by the hospital during any time of the year.

6.8 The Chief Pharmacist referred at 4.4 and 4.5 should ensure that no drug falling in this categaory is stocked
way from this room. Aun inspection register for 1ecoiding the observations of the Chief Pharmacist during the

check should be maintained.

Storage of drugs with life-period :

7.1 It is advisable to store such drugs in a separate area in the Medical Stores to facilitate regular checking of
these drugs with respect to their ‘da‘es of cxpiry’ of potency. Such products with expiry dates should be arranged
on the racks or the shelves in the medical stores in such a manner that drugs having a shorter life period are kept
in the front while those with a comparatively longer life-period are stored in the rear. A card system should be adopt-
ed for indicating the upto date stock position of such dated products together with their ‘dates of expiry’. In addi-
tion to this, a separate ‘Date Expiry Register’ for such products siould also be maintained for ready reference by the
stores in charge. Both the cards as wells the Expiry Date Register should be reviewed regularly at least once a fort-
night by the Chief Pharmacist referred to at 4.4 or 4.5 above to ensure proper distribution of such drugs in the various
wards. : .

7.2 Stocks of drugs nearing their dates of expiry should also be physically inspected by the Chief Pharniﬁcist;
referred to at 4.4 or 4.5 and examined for any visible signs of detcrioration of the content of such drugs, for example,
change of colour of the products or change in the physical conditions, such as caking of pencillin or tetracyline in
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vials. In the cvent of any such deteriorated goods, the Chicf Pharmacist referred at 4.4 or 4.5 should indicate the
action taken in respect of the goads in the register which should bz dated and signed by him and he should personally
ensure that action as suggested is actually taken in the matter. )

73 If scrutiny of the stocis reveals that certain drugs will be crossing the dates of cxpiry within a pericd of
3 months or so and if the Chiel Pharmucist referred at 4.4 or 4.5 feels that the balance stocks of such drugs cannot
normally be consumed by the hospital within that period. then steps should be taken by the Chief  Pharmacist for
replacement of the stock from the manufacturer, or in alternative he may consider the feasibility of offering s ich
stocks 10 other Govt. Hospitals in consultation with the Medical Superintendent of the Hosnital. To avoid such
contingencices it would be better if the requirements of the drugs are ass2ssed by the Chisf Phar.nacist on a realistic
basis and orders placsd in such a manner as to ensure phased delivery to the Hospital.

Pending iinal actiprl\lfrom the ‘:nanufacturers the stocks of drugs which become data-expired, should be removed
to a szparate arca specially earmarked for the purpass with the noticz in red “DATE EXPIRED ]
TO BE ISSUED” in bold lzticrs. DRUGS—NOT

Complaint Register :

8.1 A complaint Regisicr should be maintained by tie Chief Pharimacist whereinall the complaints
regarding adverse reactions of any drug on patients from different wards should be incorporated and
ke details of action taken on such complaints both by the Hospital authorities as we'l asthe Drugs Control authorities
may be indicated against each.  Whenever any coinplaint (such as side reactions) rcgardingcdrug of an balcl‘lei
reported turther issue of the batch should be suspended forthwith tiil such time as the cause for the sidz icacti .
is identified. Side reactions which are frequently encountered with the treatment of penicillin and the i;\s(ruc&ions
as (o the line of action to bz followed in sugh cases are indicated in a letter issued by the Director General of Heaol:‘l?
Scr;l‘iccs, New Delhi (copy enclosed Appendix -1V).  Such complaint Register may be maintained in the following
proforma:—

(1) SI. No. (2) Date of Complaint (3) Ward No. from which complaint received (4) Name of 1}
lt:{ax;luch_lur c(g)s ;l‘.““’l" © B“’Ch(bé‘)“wﬁr (7) Nature of the complaint (8) Action taken by the )l-llgspi]t:lg/D;:gsD(rlgﬁtg)l
uthoritics “inal remarks (1 ether the drug from the batch had been issued to othe i
any untoward rcaction has been reported. 0 other patiens and whether

8.2 If drugs stored by the hospitals huve deteriorated before the datefexpiry, such ca
. . . - : , ses should a :
in the Complaint Register. v d also be entered

Receipt of Drugs :

9.1 There should be a system in the Stores Section whereby the suppl ived i i

) y of all the drugs received in the Medical
Stores from the maanztcturers are prcperly checked by a person specially designated for the purposc preferably the
Sal:ll((:i persofn rcs_pon_s{!blc for reviewing :ihc stocks of date expiry drugs for their description, quantity batch numbers
and date of expiry. if any, as mzntioned in the order from delivery challans/invoices to avoid any
sion about the nature of drugs reueived. ’ / oid any subsequent confu-

9.2 Random samples should be checked visually to make sure that the pr j

' > | : A d products confirm to the tendered spe-
cifications particularly with the products having Date of Expiry and the products d rany visi o
deterioration such as change of colour, caking up ctc. piy P 0 not show any visible sign of

If any such deterioration is observed the matter should be reported immediately to the Medical Superintendent
and the local Drugs Inspector and stock should not be used until the Drugs Inspector’s permission is received. The
manufacturer should also be apprised of the position. '

9.3 After the examination, the above officer should gi is iection” 1o i
cr ; ) a 0 S give his ““No. objection™ to accept the supply in writin
on the Hospital copics of the respective delivery challans/invoices etc. by putting his siqn}z)uurc angpd)ate. ¢

Distribution of Drugs to the Wards :

10.1 Drugs as far as possible should be supplied : i igi i
’ U ! plied to the wards in the original packings of the manufacturer. If,
however, it is not possible to do so they should at least be supplied in clean contaipncrs \\glich will preserve the inte-

%lrl:;)"] iilltl;i the PFOPC\fliCS of the original drugs. 1t should be appropriately labelled with the name of the drug and the
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ltis advisable that proper precautions are taken in disposing of the ‘original’ empty containers of drugs so as to
prevent their misuse by unscruplulous persons. The containers should be destroyed in the presence of a responsibla
officer and a written statement must be signed and maintained.

10.2 The Chief Pharmacist should visir wards to check that drugs requiring special storage condiiions suclt as
coid storage arc properly stored and stocks of drugs which are not normally required are not kept in the wards.

General

11.1 In case of failure of the electric supply or airconditioning Unit the necessary authorities should be  im-
cdiatcly contacted and telephone number of such authorities should be readily available on the desk of the Chief
Pharmacist. Failure of the electric supply or airconditioning Unit for a longer period should be at once reported
to the Medical Superintendent. The Chief Pharmacist should be empowered with the authority for repair of air-
conditioning Units, by the Medical Superintendent.

Import of Drugs :

12.1 Drugs can be imported from abroad upto Rs. 1000/- C.LF. value (This is exclusive of postal and air-
charges), at a time for the use of the hospital. The benefit of this provision can be made usc of by the hospital stores
in case of newer life-saving drugs. A list of such newer life-saving drugs which can be imported is enclos=d at Apper-
dix V. Thesc drugs are cxempted from the custom duty by the Ministry of Finance Notification No. 9/21/70-Cus-
toms V dated 22-6-1971.



APPENDIN-!
Cory of D.O. e 131356 D dared ibe 1Tl June. Pooio g tio wli Seate Upion Tariiones, Yiealin Mins,
by the Deputy Miniser for Beahih and Family Planning.
Dear........ :

At a recent miceting of the Drugs Standard Control Officers from the Centre and the Staies, the question
excercising stringent conrrel over the gualitv of drugs used by the Lospitals was considered. It was felt that 1
conditions under which the drugs formulationsare processed by hospitels for the use of their patients, the functio,
ing of Hospital stores and the operation of sterile service in hospitals needed close surveillance and a number ¢
measures were suggested which are contained in the attached note.

May I therefore suggest that the Superintendents of Hospitals in your State be advised to avail themselves ¢
the assistance of the State Drugs Control authorities in orzanising Hospitals Stores, Hospita! Pharmacy and di:
pensing and sterile service esfablishments on the lines recommended by the Drug Control authoritics.  1n particula
the hospital authority should invite more frequent inspection of their hospitals by the officers/laspectors of th
State and Central Government and extend to then: all assistance.  Mutual co-operation between Drugs Conire
authorities and hospital auihorities would contribute a greai dea? wward s imiprovemenis of hinspital services in th
country.

1 shali be glad to know indue course the action taken in ths matier,
Yours siacerely,
Sa/- A. K. KISKLU



APrENDIX—11
Ihustrative Hsoof Drags Requiring storage at cold temperature (2 C to 10 C) but which are not to be frozen.
This is not an exhaustive list and the Pharmacists should check the labels on the Drugs to know about the proper
storage.

(1Y Sera in general,
(2) Vaccines in general.
(3) Wholec human blood.
(4) Concentrated Human Red Blood corpuscles—4°C to 6°C.
(5) Normal H man plasma.
(6) Frozen plasma—at a temperature not above—18"C (Minus—18°C).
(7) Thrombin (Bovine orgin).
(8) Thromboplastin.
(9) Cobra Venom in Solution.
(10) Viper Venom in Solution.
(11 Posterior Pituitary Injecion.
(12) Oxytocin®Injection,
(13) Vassopressin Injcction.
(14) Corticotropin Gelatin Injection.
(15) Corticotrin Zinc Qxide Injection.
(16) Cholistin Sulphamethate Injection.
(17) Suxemethonium Chloride Injection.
(18) lnsulin Preparations.
(19) Human Gamma Globulin Injection.
(20) Normal Liquid Human Serum Albumin.
(21) Schick Test Toxin.
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Appemix 1

Whastrative List of Drugs Requiring starage at a Cool Tempurature (15C to 25 C). This i3 not G eXRAls Ve

Jist and the Pharmasists should check, the labels on the Drugs to know about the proper storage.
Antibiotics :

. Crystalline Pencillin Prepariations.

. Potassium Phenoxymethyl Penicillin preparations.

. Benzethine Pencillin preparations.

. Cloxicillin preparations.

. Methiciilin preparations. .

. Ampicillin preparations.

. Streptomycin Sulphate & Chloride preparations.

. Dihydrostreptomycin sulphate and Chloride preparations,

Chloramphenicol & its salts preparations.

Tetracycline, Oxytetracycline. Chlortetracycline and demythyl chloretetracycline  preparations,
Bacitracin & Zine Bacitracin preparations,

Cephaloridinoe preparations.

Neomycin preparations.

. Neobiocin preparations.

15. Nystatin preparations.

16. Viomycia preparations.

17. Cycloserin preparations.

W=DV NS A WD —
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Arsenizals :

18. Neoarasphenamine Injection.
19. Sulpharasphenamine Injection.
20. Tryprsamide Injection

Blood Preparations :

21. Dried Plasma—below 20°C.

22. Human Fibrim Foan—below 20°C.
23, Human Fibrinogen-—below 20° C.
24. Human Serum dried—below 20 C.
25. Human Thombin—below 20° C.

Hormone Preparations

26. Corticotropin.

27. Betamethasone Sodium Phosphate Injectiol
28. Chorionic Gonadotropin

29. Prednisolene Sodium Phosphate Injection.
30. Thyried Tablets.

31. Oxytocin Tablets.

Vitamin Preparations :

32. Preparations containing Vitamin A.
33. Preparation containing Vitamin Bl
34. Preparation containing Vitamin B2

1 M of P&C/75-32.
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35 Preparation containing Vitamin B6

36, Preparation contairing Vitamin C

37. Preparation containing Vitamin N,

38, Viiamia B-Complex Eiixir & Injection.
9. Vitamia K Injection.

40. Vitamin KI preparations.

Others :

41. Dextran Injection.

42. Dextran Sulphate Injection.
43. Destrose Injection.

44, Dextrose & Sodium Injection.
45. Frogenevine Maleate Injection.
46. Heparin Injection.

47. Hyaluronidase Injection.

48. Chlorambucin preparations.
49, Chlarahexidine.

50. Choline Theophyllinate preparationcs.
5!. Dihydrotachysteroi.

52. Dimercaprol Injection.

53. Todone Injection,

54. Glyceryl Trinitrate tablets,
55. Domiphane Bromide.

56. Nitrofurantoin tablets,

57. Pentaenithratol tablets.

58. Phenetzine tablets.

59. Prophyliodine Injection.

60. Teirachloranhylene Capsules.
01. Trichlorethylene,

62. Vinyl Ether.

63. Ancsthetic Ether.

6+. Paradehyde.

65. Halothane.

66. Pancreatin.

67. Penicillamine Hydrochloride Capsules
68. Liver Injection Grude.

69. Protein Hydrolysate Inj.

70. Ergot Liquid Extract



APPENDIX -1V
I'revention andé Treatinent of Peuicillin Reactions

An Expert Committee of the World Health Organisution recommended in 1959 that individual and public health
maasures should be taken to prevent or treat penicillin reactions (WHO Expert Committee on Veneral Infections and
Treponematoses, 1960); particular reference was made to anaphylactic reactions.  These measures for prevention and
treatment are still valid, and are summarized below with appropriate modification according to r~zent experience
and knowledge (Guthe et al. [958; Epstein 1966; Brandrisee et al. 1964: Calnan, 1964: Danbold, 1960; King & Nicol,
1964: American Public Health Association, 1960: A. perdrup, personal communication).

Prevention of penicillin reactions at the patient level:
1. Always have emergency kit for treatment of allergic reactions readily available.

2. Always have an exact past history of the patient’s previous content with penicillin, previous penicillin rea-
ctions, and allergic diatheses. In infants less than 3 months old, inquirc about penicillin allergy in ithe mother.

3. No penicillin treatment should he given to patients with a previous history of reactions: indications for ad-
ministiation of penicillin are severly restricted in patients with an allergic diatheses (e. g., bronchial asthma).

4. If possible ,refer patients with suspected penicillin allergy (preferably within 3 months of the alleged reaction)
to a specialist trained in mordern  Amunological techniques (skin testing with penicillin and penicillin derivatives
serological tests) in order to provide the patient with an objective diagnosis and a permanent 1ecord.

5. Always tell the patient that he is going to receive penicillin treatment.

6., No penicillin should be eniployed for external treatment or on mucous membranes, particularly not on mace-
rated or eczematized skin. especiully likely to cause sensitization. Other antibiotics, not likely to be given svstemi-
cally later, can be employed for local treatment (e. g., reomycin, bacitracin, giamicidin). Due to cross scnsitivity
of the semisynthetic penicillins all have the ¢-aminopenicillanic acid nuclues reactions, although less frequent, may
also be expected to occur eventually with cephalosperin.

7. Avoid the use of penicillinasce-resistant penicillins (meticillin, closacillin, nafcill_in, ancillin and quinacillin)
which should be reserved for infections caused by penicillanase -producing staphylococci.

8. Eusure the through washing and adequate sterilization of all purpose syringes which have been used in peni-
cillin treatments, when using them to inject other drugs. 1If possible, use disposable syringes and needles.

9. If possible, retain all patients for half -an-hour in the clinic after an injection of penicillin (most anaphylactic
reactions occur shortly after Injection).

Most investigators hold the view that antihistamines have an insignificant effect both in the propyvlaxis and in
the treatment of immediate reactions (Calnan, 1964; Scipel et al. as also is the case with prophylaciic ephedrine and the
cphylline (Horkheimer & Stresseman, 1960).  They are, on the other hand, recommended in late penicillin reaztions
(Willcox, 1964). The “antinflammatery” effect of corticosteriods, however, should be used also in the treatment of
penicillin anaphylaxis after the emergency drugs have been administered (Calanan, 1964 ;Will-eox, 1964). However,
corticosteriods should not be trusted for prophylactic puiposes except in cases where penicillin freatment is abso-
lutely indicated despite the potential risk of the patient being penicillin -sensitive (Calnan, 1964).

Pencillinase has been found to be rapidly effective in breaking down circulating benzylpenicillin .at lcast as
measures by the circulating blood (Greaves, 1961) but its effect on already formed antibody-antigen complexces is
not known (Westerman et al. 1966) and is likely to be minimal. Experence has shown, though, that it may be of some
use in treatment of anaphylatic reactions if given very soon after symptoms have been observed (Wasterman et.
al., 1966) Greaves, 1961; Trinca and Keen, 1960; Backer, 1960). In late reactions, particularly, the breaking -down
cfiect on circulating penicillin and tissue penicillin may prevent further proteing-binding and formation of antigznic
conjugates. However, penicillinase itself has in turn been reported to induce anti-penicillinase antibodies (Weiss,
Grepea, 1959) and to provoke senitivity reactions (Becker, 1960) mostly of minor significane but also in some few
cases of analpylactie character (Gaputi, 1959, Hyman 1959; Rzisch, 1959 Thomes, 1959) a fact which calls for caution

(Becker, 1960).

. Desensitization can be achieved by the use of graded doses (Reiscman et. al. 1962) but the procedure is not
without considerable danger and should be reserved for patients who are and when there is no effective alternative
antibiotics (Valery et. al. 1960).

249



Arpriors =Y
Life Saving Drugs

1. Amylobarbitone Sodium Injection.

o

. Phentoin Sodium Injection (Dilantin).
Isoprenaline Injection.

Edrephonium Chlorise Injection (Tensilon).
Amino Caproic Acid Injection (Aricar).
Trasylol Injection.

Diazepam Injection.

. Streptokinasc Injection.

o P N e B W

. Polymyxin B Sulphate Injection.

10. Colistin Sulphate Tatlets & Injection.

11, Colistin Sulphomethate Injection.

12. Mecthicillin Sodium Injection.

13. Gloxacillin Sodium Injection & Capsules.

14, Getamicin Sulphate Injection (Garamycin).
15. Carbemicillin 1njection (Pyopen)

16, Trimetheprin /Sulphamethazazoie Toblets (Septrin).
17. Elyorouracil Injection.

18. Methotrexate Injection and Tablets.

12. Lincomycin Hydrochloride Injection & Capsules.
20. Thiotepa Injection,

21. Actinomycin D Injection.

22. Tinblastino Sulphate Injection.

23. Tincristine Sulphate Injection.
24. Mitomycin C Injection.

25. Dopa and its Capsules.

26. Rifamycin Capsules.

27. Chorionic Gondadotrophin Injection (Antintrons).
28. Allopurinol Tablets (Zytone).

29. Blecomycin Injections.
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CHAPTER X

Measures for providing esseitinl drugs and coninen houschold remedies to the gencral public, especially in rural areas.

‘The Committee on Drugs and Pharmaceuticals Industry was constituted by the Ministry of Petroleum & Chemi-
cals by the Resolution dated the 8th February, 1974 to examine the various aspects of the drug industry.  One of
the terms of reference was “lo recommend measures for providing essential drugs and common household remedies
to the general public cspecially in rural areas.”

2. The Committee during the course of their discussions, particularly on the availability of esssntial medicines .
in larger quantities, felt that although the question of substitution of brand names of the medicines marketed by the
Industry by generic names was not a specific term of reference for this Committee, the subject follows clearly from .
the other terms of referencas, such as reduction/rationalisation of prices of formulations for the consumers, making
the essential drugs available to the general public, attainment of leadership role by the public sector, promoting the
growth of the Indian sector ctc. Besides, the question was also directly linked with many important facsts of the
industry such as drug patents. irrational practicz of m=disines, exczssive uss of ingeedients in multi-drug formula-
tions, proliferation of such preparations and baaeful influsnce on ths m=dical profession ¢tc. of medicines markeied
under brand names  Keeping the above aspacts in view, the Co:nmiltee desided that this question should also be
looked into by the Conmmiittee.  Th: Commitiee also feli that the views of eminent medical personnel from the diffe-
rent parts of the country should bz obtained in this rezard.  Accordingly, a panel was set up with the following
members:—

I. Dr. Ranen Sen, Member of Parliament.
2. Shri P.S. Ramaz1adran, Deugs Coatratler (India) DGHS, New D:lhi.
. Dr. B. Shah, Deputy Dircctor General (DGTD), New D:lhi.

3
4. Dr. A.B. Chowdhury, M.B.,, Ph. D., F.A.M.S. F.N.A., Director, Calcutta School of Tropical Medicine,
Chitteranjan Avenue, Calcutta-12.

. Dr. B. Ray Chaudhury, M.D., (Cul) F.R.C.P., Pi.D (Edin.), Associate Professor of Medicine, Institute
of Post Graduate Medical Education and Research, 22-Lower Circular Road, Calcutta-17.

i

(This report was submicted to the Govt. on 21st Feb,, 1975))

6. Dr. K.L. Wig, M.B.B.S. (Pun.) F.R.C.P. (London) M.R.C.S. (England) D.T.M. & H. (London) F.A.M.S-
79, Sundar Nagar, New D:lhi.

7. Dr. S. Padmavati, Director, Principal, Maulana Azad Medical College, New Delhi.

8. Dr. K.G. Nair, MD (Bombay) Ph. D. (Chicago ) F.A.C.C. (US.A.) F.1.C.A. (US.A). Director-Profes-
sor of Medicine, Head Dzptt. of Cardiology and Radio-1sotopz Unit KEM Hospital and Seth G.S. Medical
College, Bombay.

9. Dr. B.1. Vaki!, Hony. Professor Gastroenterology, Grant Medical College, Hospital, Bombay.

10. Dr. K.V. Thiruvengadam, B.Sc. MD, F.A.M.S. Professor of Medicine and Vice Principal, Stanley Medical
College, Physician, Government Stanley Hospital, Madras.

11. Dr. B.B. Guitondz. M.D. M.S.C. (Med)., F.A.Sc. Director, Haffkine Institute, Bombay. ... .....
Convenor. )

Dr. P.R. Gupta, Adviser (D:uzs) in the Ministry of Petroleum & Chemicals was also associated with this
Panzl.

3. The terms of reference for this Panel were as follows :—

(i) To recommend measures for providing essential drugs and common houschold remedies to the general
public especially in the rural areas, and :

(i) Whether it would be in ths national intcrest to substitute brand namss by generic namesand if so, the
manner and extent to which it should be done. - -
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4. Dr. K.L. Wig, regretted his inability to wark on this Panel, because of fiis preoscapatinn with oth~r assign-
mentsa Dr. B. Shah also informed his inability to join this Panel as he was procseding ou leave.

3. The Pasnel met in Bombay on Sth and 9th June. 1974 at the HafTkine lastitute, and submsatited 10 roport o
the 29th June. 1974 to 1he Chairman of the Commiilee. A copy of the Panel’s repory 15 attadiied (Aonexure T

6. The Committee on Drugs and Pharmaceuticals Industry at its meetings on 25th Jul. 1974 and 21st und
22nd January, 1975 considered the Report of the Maedical Panel and adopted the same with some modificattons,

Supply of essential drugs & Conunon House Hold Poviodies,

7. Keeping in view the essentiality of the mzdicines their nezd and ths availability of the conc2rned bulk drugs/
active ingredients, the Committee, afier due consideration, drew up a revised list (Aanexure 11) of medicines, which
in its opinion are extensively us=d in medical praeticz, both in urban and rural areas. In order to make these essen-
tial drugs available at a reasonably low price throughout the country, the Committee recommends the tollowing

measures .—

(i) Production of the drugs/m:dicines as.id':.;uiﬁcd' in Annexure l, should be given top priority for the manu-
facture of the relzvant bulk drugs/active ingredients. -

(ii) The Ministry of Petroleum & Chemicals should take 'all'such measurcs, which will increase the production
of these drugs expeditiously.  Special assistance. priority for power supply, other incentive schemes cte.
may be given 1o cntreprencurs. preferably Indian, who come forward to undertake productive of these
essentinl drugs.  In short, il there are any impediments, these should be  immediately looked tita and
removed.

(ili) In case of some drugs_the techaival know-how is already available, but there is a production short-fall,
More entrepreneurs should bz encouraged to take to production of such drugs. In case of thas: drugs.
for which technical know-how is not available i the cauntry, speeial ing2ntives maybe given 1o National
Laboratories 1o develop the know-how o a timz-bound basis.  If necessary, the foreign technical know-
how may also be obtained immediately.

(iv) Distribution : To make these drugs available in rural areas, the distribution system must be rationalised
and deczntralised, in regard to houszhold remedies and ¢o nmonly us:d medicines wheh do not require
the prescription of doctors.  For this, assistance should be sought from the postal department. Indian
Oil Compary Dzpots, kerosene depots.  Co-operative Sogcieties should be encouraged for the distribu-
tion of drug in rural areas. Packing details should be looked into. Tablets should be supplied in strip
packings. Liquid preparations should be supplied in bottles fitted with pilfer proof closures.  Export
of the bulk drugs required for the production of medicines mentioned at (Aunnexure 11). as well as their
formulations should be so regalated that there is no shortage of these essential drugs in the country at

any time.

(v) Dispeusing : At presenf, there arc a number of difficuities, especially in small towns and rural arcas, to
establish pharmacies for dispansing of drugs.  One of the major difficulties is the non-availability of train-
ed pharmacists.  According 1o the Drugs Act. those who possess a Diploma in Pharmacy can only be
lincensed as dispensers. The Diploma Course is quite lengthy and the remuneration paid to the dispen-
ser is not attractive. M was considered that a short-term need oriented course, after matriculation,
may be instituted for young people, who could take up the job of distribution of these madicines in the
rural arcas and other remoter parts of the country. The Committee recommends that steps should be
taken to revise the present syllabus of training of the pharmacists. The Pharmacy Council should be
approached to tailor the course to suit the nezds of the country.  An intensive, need-oriented coursc of
ashort duratiza should b iastituted for training of dispzns:rs, who than could bz licznsed to establish
pharmacies and drug stores in smaller towns and rural arcas.

(vi) Primary Health Centres should be given adequate financial assistance for purchase of drugs. So that
rural population also g=ts the same quality of drugs in adequate utnounts as tn urban arcas.

Substitution aof brand names of drugs by generic names :—

8. The question of substitution of brand nameas by generic names was extensively discussad.  All facets of the
problem. such as Indianisation of brand namss, imp1st on drug pricss, bis-availability, quality of drugs, enforcement
of drug control, multiple ingredient preparations, expo - of druzs, lab:tling difficultiss, impact on small-scale industry,
patent rights, distribution system, acz:ptance by the m:dical profession, role of distributors and pharmacists, cffect
on the growth of pharmaczutical industry, difficulties and inconvenience in the use of tongue twisting generic names
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etrwere dissussad indeinil. The Committee also met tie representatives of various organisaiions such as Indian
Medizal Associntion (1MA). Organisation of Pharmicautical Producers of India (OPP1), lndian Drug Manufacturers
Assoction (IDMAY AN India Manufiztwrs:'s O ganisuion (ATMO). members of the Development Council for
Dings and Phocwnc e s e 1o clizit oprion o this very important question of far reaching signiticance.  The
Coanmbte ad o connakdore e mestwad submitiad Be s Stie Governnents, Public Sector nd others in-
Cit i s seade s e oetakinges oed diferans associiei ns mentioned above.

_ 7. The Commitier nad before it the report of ihe medical panel recomznding the abolition of brand names
e phased manner stwting with specific drugs identified by the pansh

e Fheagghout the world. and in our country as well. @ medical student reczives his training on drugs under
generic names.  In Gl in all text baoks of theranzutics as well as pharmacology, drugs ace mentioned by generic
names always. In the interest of rational practice of medicine, therefore, it is in the fitness of things that medical
practitioners should continue to use prescribe a drug under generic name, so that they arc fully conscious of the type
of therapy prescribed for their patiznts. More oftcn, th: praztising physician is likely to bs unaware of the active
ingredients of a drug prescribed under brand name. Two branded products containing the same or similar active
ingrediznts may be pressribed to patieats fesulting in overdosage and consequent toxicity/damage to the patient’s

health.

1. Further, many brand names are phenctically similar creating cynfusion, which can bz seen from the follo-
wing examples:—

~ Corsil and Corlin. @ Codogin aad Codopin @ Datazone and Doltazyne 1 Diaginol wiyl Dinnabol | Dica-
sine and Dicarzen: Etadrvl and Metagyl @ Methicol . Methiscol. Methiolin. Methionine eic.

12. To bring about uniformity i names, the W.H.O. issuzs pariodically a list of non-proprizstary names wiih
the recommendation that thesz bz adopied by national organizations.  Taz inteatica here is to pravent confusion
and chaos in the field of preseribing medicines. 1t is also necessary to point out thai all national formularies includ-
ing the Indian National Formulary, prepared by the most emineat leaders of meadical profession in this country,
list all drugs and formulations undzr generic names or pharmacoposial names.  Further a large number of very im.
portant and potent drugs such as tnsulin, sera, vacsines. aniibiotics, digitalis glycosides are mosdy marketed uoder
generic names without any difficulty or disaster.

13. It has often bzen alleged that. the branded products containing the same ingredients differ to a very greal
extent in their prices. and the products bearing generic names are decidedly cheaper.  Scveral examples have been
cited such as Aspirin ind Aspro. Paracetamol and Metacin etc. i is reasonable to accept that promotional zfforts
and expenses incurred by the manufacturers to establish their brand names are commensurate with higher prices.
In fact. in the larger context this is not in the best interest either of the manufacturer or the patient.  If ths same
money is spent on better standardizadon. quality control and Research and Development, the national gains will

be substantiai.

4. The drugs whick are sold under brand namezs fall under two categories :—
(1Y Those which contain a single ingiedient.

(2) Those which contain multiple ingredients.

A larger number of single ingredient drugs arc pharmaconozial bt are stil! being markcted under brand names.
Since there is no control over the number of brand names that can bz given to a single drug formulation, we have a
state of confusion with respect to braud names.  Thus, a single drug, such as aspirin, paracctamol or nikethamide,
is being marketed szparately in this country under s2veral brand names.  This is not in the best interest of either the
medical profession or of the patient, who is often led to betieve that onc branded drug isd ifferent from the other and

posséss superior values.  n effect. this is not the case and the patient is unwillingly made to pay higher prices for

histreatiment.

t3. 1a the case of multi-ingredient preparations, the situation is still worse, Brand names have been responsi-
ble for putting up a large number of unnecessary and often irrational formulations in the market. In fact the orga-
nised sector has maintained dominance over the drug market principally through their branded products contain-
ing multiple ingredients. Many examples can be given to illustrate this point. This has resulted in excessive use
of drugs particularly under the names ‘tonics’ containing vitamins in excessive quantities. Multiple drug com-
binations in amounts far in excess of what is required result in colossal national wastage of drugs. This could be
substantially reduced if the brand names are eliminated. In this respect, it'is to be émphasised that the entire British
Health Service runs on the British National Formulary preparations, which are by and large, single ingredient drugs,
rather than multiple ingredient preparations. The Food and Drug Administration of the United States (F.D.A.)
appointed a Committee of Experts drawn from National Research Council (N.R.C.) and National Academy of
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Sciences*(N.A.S.) to cvaluate the efficiency of over 3,000 preparations marketed in the United States. It was proved
that a majority of thesc do not possess therapeutic cfficicncy and were dirceted to be either withdrawn or to provide
further evidence of their effoctivencss. There is thus i cas~ for controlling multiple ingredient branded INAL A
marketed in this countiy, particuizrly by the orgari od sector, and pro noted rigosously Fiis, i diset will s
to loosen the hold of ite organised sector on the plavinaceuticel industry to o great exient.

16. The medical profession has acquired the habit of prescribing hranded products.  This has unfortunatels
come out of tradition of seyeral years and not by virtue of tiaining in medical colleges. At no stage brand names
arc introduced in the medical curriculum. The brand names have a corrupting influcnce on the profession. A
doctor more often patronises branded product and, unwittingly therefore, makes his patient puy hore Uit (1oCess
sary.  This is a matter which the medical profession should think over very seriously.

17. A number of new drugs are being introduced in this country under brand names. This has a two-fold
effect. A company with aggressive sales promotion cstablishes its new product under a brand name and reaps the
benefits during the period the patent is valid.

After the patent period is over, having established the brand names, it continues to reap this harvest much to
the disadvantage of other entrepreneurs.  Thus, inspite of the modification of the Patents Act, the disadvantage to
the Indian entreprencur continues in a large measure. Many examples of this cun be given. Chloramphenicol
is marketed under the brand name of chloromycetin and nikethamidr is marketed under the brand name of Coru-
mine. In both these cases, the process patents have expired.  However, the concerned pharmaccutical firms manu-
facturing 1hese drugs continue to derive benelits by virtue of their established brand names.

18. 1t is often argued that the quality of a nroduct is assured because of its brand name and substitution of
brand name by genéric name will result in lowering of standards.  Maintenance of quality is the responsibility of
the manufacturer and it does not go with the brand name. Scrutiny of the total number of substandard. misbrand-
ed and spurious products reported by various drug control organisations and the drug testing laboratory of the Go-
vernment of India at Calcutta will reveal that there are more instances of branded products being misbranded or,
therefore, spurious. There have been no instances where a product marketed under generic name has cver been re-
ported to be spurious. Thus, branding of products promotes a tendency to prepare misbranded or spurious products.

19. Quality must be maintained and every effort must be made {o see that all drugs introduced in the murket
conform to pharmacopocial or prescribed standards. Very often, it is stated that the branded products of certain
firms have standards higher than those prescribed by the pharmacopoeia. Pharmacopoeia standards are adequate
enough to protect the interests of the patient. If higher standards are going to result in highcr pricing. which is
said 1o be the case with respect to some branded products marketed by a few firms in the organised sector, there is
no advantage to be gained. However, as long as the quality control organisation is properly strengthened. there
is no reason to fear that a substandard product will be marketed. It is, therefore, absolutely cssential to achieve
high standards of quality control throughout the length and breadth of the country, irrespective of whether the drugs

are going to be marketed under generic or brand names.

20. It is often argued that bioavailability is an important factor in the cfficiency of a drug. The W.H.O.
Technical Series Report on bioavailability has highlighted differernt facets of this problem, particularly, the fact
that as yet there are no established and accepted methods for evaluation of bioavailability of different brands of
drugs. A drug manufactured by « firm, may diller from batch to batch in its bioavailability. Bioavailability is parti-
cularly impostant in the casc of oral preparations and that too with respect to only a very few drugs. It cannot be
denied, that in case of drugs like digoxin, phenytoin etc. bioavailability is important, but this has nothing to do with
brand or generic names. The Drug Control authorities will have to exericse effective control over the standards
of such drugs which will nced  bioavailability studies as p2r recommendations of the W.H.O., whether these

drugs are introduced under gencric or brand names.

21. In view of all the above considerations, it is clear that there is a strong case for substitution of brand names
by generic names. 1In the considered opinion of the Committee it may not, however, be advisable to accomplish
this change immediately. The medical profession has been traditionally used to prescribing drugs under brand
names and a sudden shift may result in considerable confusion and difficulties for preseribing doctors. A sudden
change may also affect the present distribution system. The manufacturers will also be faced with some ditliculties
with respect of labelling etc., if a sudden change is brought about. Steps will have to be taken to strengthen Drug
Control organisations in various states in order to enable them to exercise very rigorous control over the quality of

drugs. .
22. The Committee, therefore, is of the view that this change over from brand names to generic names should

brought about in a phased manner as recommended by the medical panel. In view of all the above considerations
and taking into accounts and taking into account the intrioate facets of the problem, the following recommendations

are being made.
(a) Brand names should be abolished in a phased manner,
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(b) A beginning should be made for a change over to generic names starting with the drugs mentioned in
Annexure III. Mostly thesc drugs are already bsing marketed under generic names and heir generic

names arc quite elegant.
(c) DPrugs which arz exported may bs allawsd to bear brand names.

(d) All supplies of single ingredient drugs and drugs included in Indian Pharmacopocia for Central and State
Government Institutions and local bodies should be tendered and supplies made under generic names. At
present, drugs, though tendered under generic names, are supplied under brand names, and this should

be discouraged. -

(¢) All drugs other than those listed in the Annexure IIT should bear labels displaying prominently the generic
names. Brand names may be shown on lables in a less conspicuous manner:

(f) The Drug Controller should, while granting permissions, be requested not to give recognition to brand
names of New drugs. new drugs should not be allowed to be marketed under brand names, when first

introduced into this country. |

(g) Multiple drugs combinations often containing drugs, particularly vitamins, in amounts far in excess of what
is required are presently marketed in India. The majority of such combinations are irrational. There is a
colossal national wastage of drugs because of such combinations. The Drug Control Administration
should immediately go into the varicus drug combinations and take prompt measures to eliminate irrational
drug combinations. No firm shouid be aliowed to incorporate excessive quantities of any drug over and
above what is required to go into the formulations for therapeutic and prophylactic purposes. Pharma-
copoeial Committee should be requested to give new/generic names for multiple ingredient preparations.
Nev types of multi-ingredient preparations should not be allowed to be riarketed hereafter uniess they
are mentioned in the_National Formulary or Pharmacopoeia and approved by the Drug Controller
of India. If any amendment of the Drugs and Cosmetics Act and Rules is considered necessary for this

purpose, this should be carried out.

(h) Non-proprietory names as recommended by W.H.O. from time to time should be adopted.

(i) Bioavailability studies are important in cases of a few drugs, although this factor has recently been over-
played not always on rational basis. Facilities should be created in different parts of the country, so that
the industry, both large and small scale, can take advantage of such facilities to plan and conduct bioavai-

lability and pharmacokinetic studies.

(§) In order to keep the medical profession, particularly the general practitioners, weli-informed about New
Drugs and also to popularise the gencric names, it is essential to take steps immediately,

® To revise the Indian National Formulary and make it up-to-date.

(ii) To publish journals on the lines of Prescriber’s Journals, U.K., Medical Letter, U.S.A., or Formulary
Notes of Sri Lanka. Such publications will have to be under the control of an Editorial Board
Comprising leaders of the medical profession in the country constituted by the Ministry of Health,

Government of India.

23. The Committee is of the vicw that from legal point of view there should be no difficulty in abolishing the
brand names. Abolishing of brand names will entail first the amendment of the Trade and Me:rchandise Marks

Act, 1958 and subsequently the Drugs and Cosmetic Rules.

24. A periodic review of the impact of this step on the drug industry price and availablity of medicines is nece-
ssary etc. So as to take suitable corrective measures, if required.

25. Apart from emphasising the needs for ensuring more rigid and uniform quality control throughout
the country, the Committee also recommends to the Government for early implementation of the recommenda-
tions made with regard to measures for providing essential drugs and common household remedies especially in

the rural areas.

26. While making the above recommendations, the Committee would emphasise that the recommendations
regarding the change over from brand names to generic names has to be implemented cautionally and on a phased
manner ensuring simultancously the necessity of enforcing quality control on drugs and in particular the concerned
recommendations made in the Interim Report of the Committee on ‘Quality Control’ of drugs.

27. The Committee in concluding this report would like to place on record its deep and warm appreciation of
the quick and excellent work done by the eminent doctors of the panel and in particular by Dr. B. B. Gaitonde, Direc-
tor, Haffkine lustitute, Bombay, who took special interest in this complex problem and finalised the Report in a very
short time.

IMof Pet. & Chem./75—33
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(Out of the 117 essential medicines, the items which in the opinion of the Committee could be concerned
as household remedies are shown at Annexure 1V).

SUMMARY OF RECOMMENDATIONS

Essential drugs and commcn household remedies-Supply thereof

In order to make the essential drugs as indentified by the Committee, available in large quantities and at a
reasonably low price throughout the conntry, the Committee recommends following measures: —

Production:

(i) Production of those m:dicines should be expanded or taken up in adequate quantities giving top priority
for the manufacture of the relevant bulk drugs/active ingredients,

[Chapter X—Para 7(i)]

(ii) The Ministry of Petroleum & Chemicals sliould take all such mzasures, which will increase the production
of those drugs expeditiously. Special assistance, priority for power supply, other incentive schem-cs
etc. may be given to entrepreneurs, prefeiably the National Sector, who come forward to undertake pro-
duction of these essential drugs. 1In short, if there are any impediments, these should be immediately
looked into and removad.

[Chapter X—Para 7(ii)]
Technoulogy:

(iii) In cases of some drugs, the technical know-how is already available, but there is a production shortfall.
More entrepreneurs should be encouraged to take up the production of such drugs. Ia case of these drugs
for which technical know-how is not available in the country, special incentives m ay be given to national
Laboratories to develop the kuow-how on a time-bound basis.  if necessary, the foreign technical know-
how may also be obtained imms=diately.

\ [Chapter X—Para 7(iii))

Distribution:

(iv) To make these drugs available in rural areas, the distribution system must be rationalised and decentralised,
in regard to household remedics and commonly vsed medicines which do not require the prescription of
doctors. Assistance should also be sought from the postal department, Indian Qil Company Depots,
kerosene depots. Cooperative Socties should be encouraged for the distribution of drugs in rural areas.

{Chapter X—Para 7(iv)]
Packing :
(v) Packaging details should be looked into. Tablets chould be supplied in strip packings, liquid -
tions should be in bottles fietted with pilfer proof closures. P & 1 prepara
[Chapter X—Para 7 (iv)]

Exports :

(vi) Export of the bulk drugs required for the production of medicines identified by the committee, as well
as their formnlations should be so regulated that there is no shortage of these essential drugs in the country
at any time.

[Chapter X—Para 7 (iv))
Dispensing :

(vii) At present, there are a number of difficulties, especially in small towns and rural areas, to establish phar-
macies for dispensing of drugs. To obviate these problems, immediate steps should be taken to 1evise
the present syllabus of training of the pharmacists. The Pharmacy Council should be approached ‘to
tailor the course to suit the needs of the country. An intensive, need-oriented course of a short dutation
after matriculation should be instituted for training of dispensers, who then could be licensed to establish
pharmacies. and drug stores for distribution of these medicines in smaller towns, rural areas and remote
rarts of tbe country.

(Chapter X—Para 7 (v)]
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(viii) Primary Health Centres should be given adequate financial assistance for purchase of drugs, so that the

rural population also gets the same quality drugs in adequate amounts as in urban areas. :
[Chapter X—Para 7 (vi)]

2. Substitution of brand names by generic names :
(i) Brand namecs should be abclished in a phased manner.

{Chapter X—Para 22(a)]

(ii) A beginning should be made for a change-over to generic names starting with the drugs as identified by

the Committee. These drugs are mostly being marketed under genric names and their generic names are
quite elegant.

[Chapter X-—Para 22(b)]

(iii) Drugs which are to be exported may be allowed to bear brand names.

{Chapter X—Para 22(c)]

(iv) All supplies of single ingredient drugs and drugs included in Indian Pharmacopoeia for Central and State

Government Institutions and local bodies should be tendered aqd supplies made under generic names.
At present, drugs, though tendered under generic names, are supplied under brand names, and this should
be discouraged.

[Chapter X—Para 22(d)]

(v) All drugs other than these listed in tﬁc Annexure III should bear labels displying prominently

the generic names. PRrand nanies may be shown on labels in a less conspicious manner.
[Chapter X—Para 22(e)]

(vi) The drug Controlier should, while granting permissions, be requested not to give recoguition to brand

names of new drugs. New drugs should not be allowed to be marketed under brand names, when first
introduced into this country.

{Chapter X—Para 22(f)]

(vii) Multiple drugs combinations often containing drugs, particularly vitamins, in amounts far in excess of

(viii)

(ix)

®)

- what is required are presently marketed in India. The majority of such combinations are irrational.

There is a colossal naticnal wastage of drugs because of such combinations. The Drug Control Adminis
tration should immediately go into the various drug combinations and take prompt measures to climinate
irrational drug combinations. No firm should be allowed to incorporate excessive quantities of any drug
over 2nd above what it required to go into the formulations for therapeutic and prophylactic purposes.
Pharmacopoeial Committee should be requested to give new/generic names for multiple-ingredient pre-
parations. New types of multi-ingredient preparations should not be allowed to be markted hereafter
unless they are mentioned in the National Formulary or Pharmacopoeia and approved by the Drugs

Controller of India. If any amendment of the Drugs and Cosmetics Act and Rules is considererd necessary,
this shouid be carried out.

{Chapter X—Para 22(g)]
Non-proprietory names as recommended by W.H.O. from time to time should be adopted.
[Chapter X—Para 22(h)]

Bioavailability studies are important in cases of a few drugs, although this factor has recently been over-
played not always on rational basis. Facilities should be created in different parts of the country, so
that the industry, both large and small-scale, can take advantage of such facilities to plan and conduct
bioavailability and pharmaco-kinetic studies.

[Chapter X—Para 22(i)]

In order to keep the medical profession, particularly the general practitioners, well-informed about new
drugs and also to popularise the generic names it is cssential to take the following steps immediately :

(a) To revise the Indian National Formulary and make it up-to-date.

(b} To publish journals on the lines of the Prescriber’s Journals, U.K., Medical Letter, U.S.A., or For-
mulary Notes of Sri Lanka. Such publications will have to be under the control of an Editorial
Board comprising leaders of the medical profession in the country constituted by the Ministry of
Health, Government of India.

[Chapter X—Para 22(i)]
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3. Periodic Review

A periodic review of the impact of this step on the drug incustry, prices and availability of medicines is necessary
50 as to take suitable corrective measures, if required.

[Chapter X—~-Para 4]

4. Availability of Medicines :

Government should take steps for carly implementation of the recommendations made above with regard to
measures for providing essential drugs and common household remedies especially in the rural areas.

[Chapter X—Para 25)
3. Quaiity Control :

The Committee emphasises that the recommendation regarding the chpnge over from brand names to gencric
names has to be implemented cautiously and on a phased basis ensuring. Simultaneously the necessity of enforcing

quality control on drugs and in particular the concerned recommendations made in the Interim Reports of Com-,
mittee on ‘Quality Control of Drugs’.

[Chapter X—Para 26.]



ANNEXURE 1
{Chapter X—Para 95)

Report of the Panel censtituted by the Commidtee on Drugs and Pharmaceuticals, Ministry of Petroleum and Cheinicals,

Government of India, New Delhi

The Panel met on 8th and 9th June, 1974, at the Haffkine Institute Bombay. The following were present :
1‘. Dr. Ranen Sen .
2. Dr. A. B. Chowdhury
3. Dr. S. Padmavati
" 4. Dr. B. Ray Chaudhai
5. Dr. K. V. Thiruvengadam
6. Shri P. S. Ramachandran
e’

7. Dr. K. G. Nair
8. Dr. B. J. Vakd
9. Dr. P. R. Gupta
10. Dr. B. B. Gaitonde  ........ Convener.
Shri M. K. Ranganekar attended by special invitation.

The Committee discussed in detail the following :
(1) Me=asures for providing essential drugs and common house-hold. remedics, especially in rural areas.

(2) Whether it would in the national interest to substitute brand names by generic* names and, if so, the
manner and the extent to which it should be do/ne.

1. With regard to the first term of reference, it was felt that a list of essential drugs, particularly those, which
are used extensively in medical practice in both urban and rural areas, will have to be prepared. Accordingly,
the lists of the essential drugs prepared by the Committze on Essential Drugs, 1967,  as well as those prepar-
ed by Prof. Padmavati and the Drugs Controller (India), were scrutinised and a new list (Appendix 1) was pre-
pared. In the opinion of the Committee, drugs mentioned in the attached list are extensively used and are essen-
tial for medical practice. In order to make these essential drugs available at a reasonably low price throughoeut
the country, the Committee recomm:nds the following measures :

(i) Production of these drug. should be stepped up immediately giving top priority for the manufacture of the
relevant basic drugs.

(ii) The Ministry of Petroleum & Chemicals should take all such measures, which will increase the production
of these drugs expeditiously. Special assistance, priority for power supply. other incentive schemes etc.,
mdy be given to entrepreneurs, preferably Indian, who come forward to undertake production of these
essential drugs. In short, if there are any impediments, these should be immediately looked into and
removed.

(iif) In case of some drugs, the technical know-how is already available, but there is a production short-fall.
More entrepreneurs should be encouraged to take to production of such drugs. In case of those drugs
for which technical know-how is not available in the country, special inoentives may be given to National
Laboratories to develop the know-how on a time-bound basis. If necessary, the foreiga technical know-
how may also be obtained immediately. ’

The term “generic” denotes *“non-proprietacy”
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Distribution :

@)

To make these drugs available in rural areas, the distribution system must be raticnalised and decentralised,
For this, assistance should be sought from the postal department,  Indian Oi! Company Depots, Kero-
sene depots.  Cooperative Socicties shouvld be encouraged for the disiribution of drugs in rucal area.
Packaging details should be looked into. Tablets should be supplied in strip packings. Liquid prepa-
rations should be supplied in bottles fitted with pilfered proof closures. Exports of the basic drugs
(Appendix 1) as well as their formulations should b2 so regulated that there is no shortage of essential
drugs in the country at any time.

Dispensing :

(v) At present, there are a number of difficulties, especially in small towns and rural areas, to establish phar-

macies for dispensing of drugs. One of the major difficulties is non-availability of trained pharmacists.
According to the Drug Act, those who possess a Diploma in Pharmacy can only be licensed as Dispensers.
The diploma Course is quite lengtLy and the remuneration paid to the dispenser is not attractive. The
Pancl recommends that steps should be taken to revise the present syllabus of trainiag of the pharmacists.
The Pharmacy Council should be approached to tailor the courses fo suit the needs of the country. Aan
intensive, need-oriented course of a short duration should be instituted for training of dispensers, who
then could be licensed to establish pharmacies and drug stores in smaller towns and rural areas. Primary
Health Cuntres should be given adequate financial assistance for purchase of drugs, se that rural
population gets the same quality of drugs in adequate amounts as in urban areas.

{I. Substitution of brand names of drugs by generic names

The question of generic names and brand names was extensively discussed. All facets of the problem, such
as impact on drug prices bioavailability, quality, of drugs, enforcement of drug control, multiple ingredient pre-
parations, export of drugs, labelling, difficulties, impact on small-scale industry, patent rights, distribution, system,
acceptance by the medical profession, role of distributions and pharmacists, effect on the growth of pharmaceutical
industry, difficuliics and inconvenieince in the use of tonguc-twisting generic names ete., were discussed in detail.
After taking into account all these very intricate problems, the Panel makes the following recommendations :

(a)

®

©)

(d)

©

)

(8)

(b)

Brand names should be abolished in a phased manner. This step is in the right direction both for 1ational
practice of medicine and general national interest. Drugs which are exported may be allowed to bear
brand names.

A beginning should be made for a change over to generic names for the drugs, raentioned in Appendix
IL. These drugs arc used very extensively and their generic names are as elegant as brand names.  .'hese
drugs should, therefore, not be allowed to be marketed under brand names with immediate effect.

The change over from brand names to generic names may result in the increase of spurious and sub-
standard drugs. It is, therefore, strongly recommended that steps should be taken to ensure more rigid
and uniform quality control throughout the country.

All supplies of single ingredient drugs and drugs included in Indian Pharmacoepoeia for Central and State
Government Institutions and Local Bodies should be tendered and supplies made under generic names.
At present, drugs, though tendered under generic names, are supplied under brand names, and this should
be discouraged.

All drugs other than those listed in Appendix1I, should bear labels displaying prominently generic names.
Brand names may be mentioned in brackets.

The Drugs Controller (India) be requested not to give recognition to the brand names of new drugs when
first introduced in this country.

Mulitiple drug combinations often containing drugs, particularly vitamins, in amounts far in excess of what
is required are presently marketed in India. The majority of such combinations: are irrational. There
is a colossal national wastage of drugs because of such combinations. The Panel, therefore, strongly
recommends that the Drug Control Administration should immediatcly go into the various drug combi-
nations and take prompt measures to eliminate irrational drug combinations. No firm should be allowed
to import excessive quantities of any drug over and above what is required to go into the formulations
for therapeutic and prophylactic purposes.

[y

The Indian Pharmacopoeia Committee be approached to devise simple, short and suitable non-proprie-

tary names for drugs, which have not long and difficult generic names.
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(i) Bio-availability studies are important in cases of a few drugs, although this factor has recently been over-
played not always on rational basis. The Panel recommends that facilities should be created in different
parts of the country, so that the industrv, both Jarge and small-scale, can take advantage of such facilities
plan and conc:st Uisavailability and pharmacokinetic studies.

() In order te keep the medical profession, paiticularly the general practitioners, well-informed about New
Drugs and also to popularise the generic names, it is essential to take steps immediately to :

(i) revise the Indian National Formulary,

(iiy w pubiist journals on the lines of the Prescriber’s Journals, UK, Medical Letter, USA or Formulary
Notes of Sri Lanka.

Such publications will have to be under the control of an Editorial Board comprising leaders of the medical
profession in the country constituted by the Ministcy of Health, Government of India.

Sd/~ Dr. Ranen Sen ' Sd/~ Shri P. S. Ramachandran
- &4/~ Dr. A. B, Chowdhury Sd/~ Dr. K. G. Nair and Dr. B. J, Vakil
Sd/- Dr. S. Padmavati Sd/- Dr. P. R, Gupta & Dr. B. B. Gaitonde

Sd/- Dr. B. Ray Chaudhury : Sd/- Dr. K. V. Thiruvangadam.
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APPE:DIX |
Tablets and Capsules (Granules included)

Cap. Chloramphenicol 250 mg.

Cap. Tetracycline Hydrochloride 250 ng.
Tab. Jodochlorhydroxy Quinoline 0.5 gm.
Tab. Nitrofurantoin

Tab. Chlorpheniramine

Tab. Ferrous Sulphate

Tab. Folic Acid

Tab. Digoxine

Tab. Aspirin

Tab. Phenobarbitone

. Tab. Chlorpromazine

Tab. Predinisolone

. Tab. Hexa Vitamin (N.F.IL)
. Tab. Vitamin B. Complex

. Tab. Vitamin C

. Tab. Sulphadimidine

. Tab. Metronidazole

Tab. Hydrochlorothiazide

. Tab. Reserpine

. Tab. Glyceryltrinitrate

. Tab. Analgin

22. Tab. Antacid (B.N.F.)

. Tab. Piperazine (Syrup Piperazine)
{. Tab. Tetrachlorethylene

. Tab. Tolbutamide

Tab. Thiacetazone & Isoniazid (each tablet to contain Thiacetazone 37.5 mg. BPC & Isoniazid 75 mg. [P)

. PAS granules
. Tab. IN.H.
. Tab. Dapsone (50 mg)

Tab. Chloroguine Sulphate 0.2 gm (or Tab. Chloroquine Phosphate 0.25 gm IP)

. Tab. Primaquine Diphosphate (2.5 gm. of Primaquine base)

. Tab. Diethylcarbamazine Citrate (50 mg)
. Tab. Anti-asthmatic (containing ephedrine Hcl. 50 mg. Theophylline 65 mg. and Phenobarbitone 30 mg)

Tablets containing alkaloids of Ergot equivalent to 0.4 mg of total alkaloids ergotoxin.

. Capsules of Vitamin A 6000 units and Calciferol 1000 Units.
. Tab. Vitamin A ’

. Tab. Vitamin D

. Tab. Milk of Mugnesia

39.

Oral Contraceptive (approved by Family Planning Department).

Injections

1.
2.
3.

Injection Penicillin
Inj. Streptomycin
Inj. Emetine Hydrochloride
262
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. Inj. Atropine
. Inj. Adrenaline
Inj, Nor-Adrenaline
. Inj. Dextrose Saline
. Inj. Furosemide
9. Inj. Morphine Sulphate
10. Inj. Pethidinc
1. Inj. Paraldehyde
12. Inj. Predinisolone
13. Inj. Anti-Tetanus Serum
14. Inj. Methyl Ergometrin
15. Inj. Chlorpheniramine Meleate
16, Inj. Fortified Benzyl Penicillin PP (Procaine Benzyl Penicillin 3,00,000 units. Benzyl Penicillin 1,00,000 un:
17. Inj. Aminophyliine /0.5 gm/2ml)
1&. Inj. Oxytocin (Oxytocin 5 i.u./ml)
19. Inj. Chlorpromazine
20. Antivenom Serum (Polyvalent)
21. Rchydration fluid (for ireatment of cholera cases)
22. Glucose Ampoule (containing dextross 25%)
23. Distilled Water (25cc ampoule)
24. Inj. Phenobarbitone Sodium (200mg/mti)
25. Inj. Mepheteramine
26. Diphtheria-Pertussis-Tetanus Vaccine
27. nj. Totanus Toxoid
28. Inj. Diphtheria Toxoid
29. Inj. Anti-Diphtheria Serum
30. Oral Polio Vaccine
31. Inj. Insulin Plain (40 units per ml)
32. Inj. Sodium Pentathol
33. Inj. Succinyl Choline
34. Inj. Xylocaine.
Miscellaneous (Syrup, Ointments, mixtures, eye drops, ear drops, etc.)
. Sulphacetamide Eye Dreps
. Homatropine Eye Drops
. Esserine sulfate eye drops
. Benzyl Benzoate Emulsion
. Acid Carbolic
. Lysol
. Tr. Jodine
. Syrup Piperaziné¢
9. Ext. Belladonna (Combination of Phenobarb & Belladonna)
10. Chloramphenical suspension (125 mg/ml)
11. Syrup Paracetamol (125 mg in 5 ml)
12. Tetracycline Hydrochloride Ointment 1% in sterile ointment base

13. Gripe Mixture for infants (5 ml contains Dill oil BPC 0.005 ml; sodium bicarbonate L.LP.O. 0.005 gm dehydrated
alcohol I.P, 0.0248 ml (Syrup & Prescrvative).

14. Syrup Noscapine

15. Whitefields Ointment Benzoic acid 6 g; salicylic acid 32g; alcohol 70 upto 100g)
16. Nitrofurazone ointment (0.2 % in non-greasy ointment base)

17. Petroleum Jelly
. 1 M of Pet & Chem/75—34
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. Potassium, Permanganate 5g packets
. Dicthyl Ether (Anaesthetic)

20. Cetvimide Lotion

21. lodine Solution {Claudium Soiution) ror sterilizing raw catgut, loeps and loop introducers (lodinel 1g, Pot
Iodide 1.5 g, Dustilled Water to produce 100 ml)

22. Plaster of Paris Bandages.

23. Adhesive Plaster

24. Ethy! Chloride (100 ml spray)

25. Boric Acid-Alcohol-Glycerol drops (Boric Acid 1.5 Glycerol 3.3%; in alcohol 95°%, 10 ml)

26. Bleaching Powder

27. Phenyle

28. Epsom Salt

29. Krushen's Salt. (Each gram contains Sod. Sulphate Exsic 20 mg., Sod. chloride 10 mg., Pot. chloride 10mg,
Potassium Sulphate 55 mg., Citric Acid 45 mg., Magnesium sulphate excis).

30. Ointment containing : Resublimed lodine 4%, Mehyl Salicylate 59}

31. Qintment contzining : Oil Eucalyptus 3%, Oil clove 1%, Camphor 5%;, Meathol 3%, Thymol 2?%;, Methyl

Salicylate 5%,.



APPENDIX 1T

Chloramphenicol
Tetracycline

Ferrous Sulphate

. Aspirin
Chlorpromazine
Reserpine
Tolbutamide

. Analgin

Piperazine

Crystalline Fencillin G

_—
A 2 BN !

. Streptomycin
. INH Tablets
. Tabiets INH—Thiacetazone,
(All dosage forms of above drugs be marketed under generic names.)
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Anvreure—II
Chapter X—Para 7)
Tablets and Capsuies (Granules included)

Si. No. Name of the Product Bulk drug involved
1 2 3

1. Capsule Chloramphenicol—250 mg. . . . . : . . . Chloramphenicol.

2. Capsule Tetracycline Hydrochloride—250 mg. . R S . . Tetracycline.

A Hycerochloride

3. Tablet Iodochlorhvdroxy Quinoline—250 mg. . . . . . . Todochlorhydroxy Quinoline.
4. Tab. Nitrofurantoin—50 mg. . . . . . . . . . Nit-ofurantoin

S. Tablet Chlorpheniramine—4 ing.

6. Tablet Ferrous Sulphate—200 mg. . . . . . . . .
7. Tablet Folic Acid—5 mg.
8. Tablct Dixogin—0.25 mg.
9. Tablet Aspirin—300 mg.

10. Tablet phonobarbjtone—30 mg., 60 me. . . . . . .
11. Tablet Chlorpromazine —10 mg. . . . R . . . . .
12. Tablet Prednisolonie—5 mg. . . . . . . . . . .

13. Hexa Vitamin Capsulcs and Tablets. (Each tablet or Capsulc contams)
Vit. A—5000 1.U.
Vit. D—40¢ L.U.
Vit. Bl—2 mg.
Vit. B2—3 mg. .
Nucotmamndc—ZO mg.
Vit. C—75 mg.

14. Tablet Vitamin B-complcx Prophvlachc N.F.I.
vit. B.I—2 mg. . . . . . . .
Vit. B.2—2mg. . . . . . . . . . .
Vit. B.6—0.5 mg.
Nicotinamide—235 mg. . . . . . . . .
Calcium Pantothanate—! mg. . . . . . . .
Yeast—100 mg.

15. Tab. Vitamin B-Complex with Folic Acid and Vitamin-C, therapcutic N.F.I.
For therapeutic use :
Vitamin B-1—10 mg.
Vitamin B-2--10 mg. .
Vitamin B-6—2.5 mg. .
Cal. Pantothenate—35 mg.
Niacinamide—100 mg.
Folic Acid —1.5 mg.
Vit. C—150 mg.
16. Tab. Vitamin C—50 mg., 100 mg. and 500 mg.
17. Tab. Sulphadimidine—500 mg. . . . . .
18. Tablet Metronidazole—200 mg. . . . . . . .
19. Tablet Hydrochlorthiazide —25 mg., 50 mg.
20. Tablet Reserpine—0.25 mg. . . . . . . . .

21. Tablet Glycery! Trinitrate—0.5 mg.
22. Tablet Analgin—500 mg.
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Chlorphenirainine
Ferrous Sulphate
Folic Acid

Digoxin

Acctyl Salicylic Acid
Phenobarbitone
Chlorpromazine

Prednijsolone

Vitamin A, calciferol-
—vitamin D2/Vit. D.3
Thiamine hydrochloride
(Vit. B1), Riboflaving
(Vit. B2), Nicotinamide
Ascorbic Acid (Vit. C)

Vit, B.1 Vit. B.2.

Vit. B.6—(Pyridoxine
hydrochlondc)
Nicotinamide, Calcium —
Pant othenate, Yeast.

Vit. BI, Vit. B2, Vit. B6,
Cal. Pan'othenatc Nia-cmamldc
Acid, Vitamin-C. .

_ Folie

Ascorbic Acid

Sulphadimidine (Synonym)—Sulphametha-
zine.

Metronidazole
Hydrochlorthiazide.
Reserpine
Glyceryltrinitrate

Analgin.
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23, Tablet Aracid .
Dried Al hydroxide—120 mz. yel.. Al hydroride Mag. Trisiticete. Pepom
Peppermint il 5.053 ml. . mint bil.
Mg. Trisiiicate—250 mg.
24, Taub. Piperazine citrate—300 mg. Piperazinge citrate.
25. Cap. Tetrachloroethylene | cap. contain l ml. of thc drug Tetrachloroethylene
26. Tablet Tolbutamide —500 mg. Tolbutamide
27. Tablet Thiacetazone (50 mg.) and Isoniazid (100 mg.) Thiacetazone and INH
28. PAS/Sodium PAS/Granules/Tablets—500 mg.. . Para-amine salicylic acid/sodium para-
" aminosalicylate
29. Tablet INH—100 mg. tab. . Iscnicetinic Acid hydrazide
30. Tablet Dapsone—100 mg. tab. . Dapsone
31. Tab. Chloroquinc Phosphate 250 mg. tablet . . . Chloroquine-Phosphate
32. Tab. Primaquine phosphate 2.5 mg of base and 7.5 mg. of base Primaquine phosphate
33. Tab. Dizthyl carbanazine citrate—50 mg tablet Diethylcarbamazine citrate
34, Tablet Anti-asthmatic :
Ephedrine Hel.—10 ing. Ephedrine Hecl.
Phenobarbitone—7.5 my. Phenobarbitons .
Theophylline—125 mg. Theophyliine
35. Tablet Alkaloids of Ergnt—150 mg Prepared Ergot
36. Tablet of Vitamine A (6000 1.U.) 4nd Vitamin D (1000 1. U ) Vitamin A and Vitamin D
37. Tablet Vitamin A 50,000 i.U. Vitamin A
38. Tablet Vitanin 1 50,000 1.U. Vitamin D {calcilirol)
39. Tablet Milk of Magnesia—300 my, Magacsium Hydroxide
40. Tablet Paracstamol—300 my. Parac:tamol
41. Tablet Quinine Sulphate—0 .3 mg.. Quinine Bisulphate
42. Tablet Pathalyl Sulphathizzole—500 mg. Phythalyl Sulphathiazole-
43. Oral Tontraceptive 1—
(a) Norcthisterone—1.0 mg . Norethisteronc
Ethinyl Estradiol—30 mg. Ethinyl Estradiol
{b) Dl-norgestrel—0.5 mg Sthinyl Estradiol- 3¢ mg dl-norgesirel
lujections
1. Inj. Pencillin :
(a) Bengyl Penicillin Injection—5,00,000 units
(b) Procaine Benzyl Penicillin Injection—2,50,000 units/mi.
(c) Fortificd Benzyi Penicillin [n;»cuon—Procamc Benzyl Penicillin—3,00,000 Unns‘(\ Peni cillin G
+ Benzyl Penicillin’ 1,00.090 units/ml.
2. Inj. Streptomycin Sulfate—1 mg. . . . . Streptomycin
3. Inj. Emstine hydrochloride—60 mg. of Emetine hydro-chloride/mi. Emetine Hcl.
4. Inj. Atropine Sulphate—0.5 mg./ml Atropine Sulphate
5. Inj. Adrenaline Tartrate/Maleate Contains equivalent of adrenaline I in 1000 Adrenaline Tartrate

6. Inj. Nor-Adrenalins Acid Tartrate Img./ml.
7. [nj. Dextrose Sa'lim)r

8.
9.
10.
1.
12.
13.
J14

—5% wlv
—10%, w/v
—25°, w/v
—50 % wiv
Inj. Frusemide 20 mg. of Frusemide/2 ml. of water .
Inj. Morphine Sulphate—10 mg. ml. .
Inj. Pethidine Hydrochloride—50 mg./ml.
Inj. Paraldchyde .
Inj. Prednisolone Sodium Phosphatc 20 mg. /ml .
Inj. Tetanus Antitoxin 1500 I.U., 10,000 1.U., 50,000 L.U..
Inj. Methyl Ergometrine maleate 0.2 mg /ml. .

1 M of P&C,75

Adrenaline Maleate

Noradrenaline Acid—Tartrate
Dextrose

Frusemide

Morphine Sulphate

Pethidine Hydrochloride
Paraldehyde

Prednisolone Sodium Phosphaic

D Lk

Tetanus Antito~in Tiverd

Methyl Ergometrine Maleate, i ¢ 7= ;02
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15. Inj. Chlorpbeniramine Maleate 16 mig. /el Chlorplieniramine Maizate.
16. Inj. A-minophylline 250 mg./10 m). ampoule Aminophyliine
17. Inj. Oxytocin 5 units/ml. Oxytocin
18. Inj. Chlorpromazine Hcl. 25 mg./ml. Chlorpromazine Hcl.
19. Antivenom Serum (Polyvalent Crotaline Antivenine)
20. Rchydration Fluid Dextrose in Sod. Chloride injection 25% w/v Dextrose and Sod. Chloride
21. Injection Glucose containing 5% w/v ) Glucose
22. Water for injection _
23, Inj. Phenobarbitone 200 mg./ml. Phznobarbitone Sodium
24. Inj. Mephenteramine Sulphate 15 mg./ml. Mephenteramine Sulphate
25. Dinhtheria-Pertussis-Tetanus Vaccine I.P. Dipntheria Toxcid Tetanus toxoid Per-
tussis-vaccine.
26. Inj. Tetanus Toxoid L.P. Tetanus Texoid
27. Inj. Diphtheria Tozoid 1.P. Diphtheria Toxoid
28. Iny Diphtheria A-ntitoxin 10,000-—20,000 Units Diphtheria Antitoxin
29, Oral Polio Vaccine Aqueous suspension sutiable live-attenuated
strains of Poliomyelitis virus-type I,
Il and III.
30. Inj. Insulin Plaiuni 1nsulin
20, 40 or 80 units/ml.
31. Inj. Thiopentone Sodium 300 mg. | gm.. Thiopentoll
32. Inj. Succinyl Cioline Chloride 50 mg./ml. Succinyl Choline Chloride
33. Inj. Lignocainc 0.5 %, | % and 2% Lignocaine Hydrochloride
34. Inj. Vitamine B-Complex N.F.I. Each ml. Bl, B2, B6, Niacinamide, Cal Pantothe
. rate, B12
Vit. BI —10 mg.
Vit. B2 — 2 mg.
Vit. B6 — 2 mg.
Mitacinamide — 2 mg.
Vit. B.12 —10 mg.
Penthenol — 2 mg.
35. Inj. Thiamine Hydrochloride 5 mg. mi. Vit. BI (Thiamine hydrochloriue)
36. Inj. Cyanocobalamin 100 mcg and 500 mcg/mlL . . Cyanocobalamin
37. Typhoid-paratyphoid A and B Vaccine LP. . . . .
38. Cholera Vaccine
Each ml. contains not less than 8,000 million of Vibric Cholerae.
39. Small Pox Vaccine (Freeze dried) (Vaccine Lymph)
Missellaneous
i. Sulphacetamide Eye drops 109, 20%,30% Sulphacetamide Sodium
2. Homatropine Eye drops :— H tropine H .
Homatropine Hydrobremide 0.1 G omatropine Hydrobromide
Sodium Chloride 28.0 mg.
Solution for Eye drops 5.0 ml
3. Esserine Sulfate Eye drops Physostigmine Salicylate Physostigmi i
Physostigmine Salcylate 25.0 mg. ysostigmine Salicylate
Sodium Chloride 40.0 mg.
Sodium Metabisulpbite 2.0 mg.
Solution for Eye Drops 5.0 mt.
4. Benzyl Benzoate Emulsion 259 Benzyl Benzoate.
S. Acid Carbolic Liotion (25 %) . . . . . . Phenol
6. Lysol :

50% Cresol V/Vina Saponaceous Solvent
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1 2 3
7. Tr. lodine Solution (Acvenns)
lodine —1.25g.
Potassium Jodine —2.5q.
7(a) Tincture Iodine :
Todine —2.5g. . Todine
Potassium Iodine —1.5g.
Purified Water —2.5 ml
Alcohol —~90% up to 25 ml.
8. Tr. Benzoin . . Benzoin
Benzoin Crushed —100g.
Alcohol —90%
up to 1000 ml.
9. Syrup Piperuzine . Piperazine Citrate
(500 mg. of Pxpcrazme Cltrazc/Sml)
10. Extract Bellodonna L.P. Belladonna Root Powder
11. Chloramphcmcol Suspension Chloramphenicol Palmitate
125 mg./5ml.
12, Syrup Paracetamol 125 mg./5ml. . . Paracetamol
13. Tetracycline Hydrocholride Eye Ointment 1% W/W Tetracyc.l.ne Tetracycline Hydrochloride
14. Gripe mixture :
Qil Anethi—0,0016 ml. Oil Anedhik, Oil Anisi,
Oil Anisi—0.0016 ml. . 0Qil Camway. Dod. Bicarbonate,
Oil Caraway—0.0062 ml. 909 Alcohol, Distilled Water.
Sod. Bicarbonate—290 mg.
Alcohol 90%<=3 ml.
Distilled Water—30 ml.
15. Noscapine Linctus BP.C. 15mg./5Sml. . . . . . Noscapine
16. Whitficlds Ointment N .
Benzoic Acid—60% Benzoic Acid
Salicylic acid—3 %, Salicylic Acid
17. Nitrofurazone Ointment Nitrofurazone
Nitrofurazone—0.5 %
18, Petroleum Jelly
19. Potassium Permanganate Solution : (0.1 per ceat) Potassium Permanganate
20. Anesthetic Ether.
21, Cetrimide Lotion (1%) Cetrimide.
22. Plaster of Paris Bandage Calcium Sulphate-hemihydrate
23. Adhesive Plaster . . . . N Zinc Oxide
24. Ethyl Chloride Spray Ethylchloride
25. Boroglycerine Eye Drops (1%) Boric Acid Glycerine
26. Bleaching Powder Calciumhypochlorite
27. Phenyl Cresol
eny Caustic Soda
28. Epsom Slats Magnesium Suplphate,
29. Health Slats—0

Sod. Chloride—10%;

Sed. Sulphate—2 /

Pot. Chloride—19;

Pot. Sulphate—S5. 5°/
Citric Acid—1.5 %

Pot. Iodide—0.001%,
Mag. Sulphate to—100 %

Sod. Chloride, Sod. Sulphate
Pot. Chloride, Pot. Sulphate,
Citric Acid, Pot. Iodide,
Mag. Sulphate

W

1Mof Pet. & Chem./75—36
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Clove 0il 1%

Qil of Eucalyptus 8%

Camphor 59, Menthol 3%
Thymol 2%, Methyl Salicylate 5%

1 2 3

30. lodine Ointment :— lodine
Methyi Salicylate—59
lodine— 5%

31. Sprain Ointment :~
Methy! Salicylate Methyl Salicylate
Ointment ; . . . White Bees Wax.
Methyl Salicylate—S500 g. Wool Fat, Menthol
White Bees wax—200 g. . . . . Cajeput Oil.
Wool Fat--105 g. . . . .. Eucalyptol
Menthol—100 g.
Water—45 g.
Cajuput Oil—25 g.
Eucalyptol—25 a.

32. Cough Syrup

33. Ammoniated Mercury Gintment
Ammoniated Mercury —5 g. Ammoniated Mercruy.
Liquid Paraffin—3 g, . . Liquid Paraffin—
White Ointment—92 g. —\White

34. Pain Balm




ANNEXURE LI

[Chapter X—Para 22(b)j

. Chloramphenicol and its esters such as palnitate, monostecaroyl glycollate, succinate and stearate.

. Tetracycline, Oxytertracyvcline, Chlertetracycline, Demethyl-chlor-tetracycliness, 5 Deoxy-Oxytetracycline.
. Ferrous sulphate

. Aspirin (Acetyl Salicylic acid)

. Chlorpromazine

. Roserpine

Tolbutamide

. Analgin

. Piperazine and all its salts such as adipate, citratc and phosphate.

Crystalline Penicillin G such as procaine, iong-acting benzathine penicillin, including semisynthatic penicillins.

. Streptomycin

. INH

. Combination of INH-Thiacetazone.

(All single ingredicnt dosage forms of the above drugs shall be marketed under generic names.)
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ANNEXURE IV
(Chapter X—Para 27)
ITousehold Remedles

Si. No. Name of the Product

1. Tablet Iodochlorhydroxy Quinoline—250 mg.
2. Tablet Ferrous Sulphate—200 mg.
3. Tavlet Aspirin 300 mg.

4. Hexa Vitamin Capsules and Tablets
(Each tablet or Capsule contains) :
Vit. A--5000 1.U.

Vit, D—400 LU,

Vit. Bl 2 mg.

Vit. B2 3 mg.
Nicotinamide—20 mg.

Vit. C—75 mg.
5. Tablet Vitamin B-Complex, Prophylactic N.F.I.
(Vit. B.1 -2 mg.
Vit. B.2 —2 mag.
Vit. B.6 : —0.5 mg.
Nicotinamida —25 mg.
Calcium Pantothenate -1 mg.
Yeast —100 mg.)

5.a. Tab. Vitamin B-Cemplex with Folic Acid and Vitamin C, therapeutic N.F. II.
For therapeutic use :—

Vitamin B-1 —10 mp.
Vitamin B-2 --10 mg.
Vitamin B-6 —2.5 mg.
Cal. Pantothennte —5 mg.
Niacinamide —100 mg.
Folic Acid —1.5 mg.
Vit. C —150 mg.

.6. Tab. Vitamin C-50 mg.
100 mg. and 500 my.

7. Tab. Antacid
Dried Al-hydroxide—120 mg.

gel.
Peppermintoil—0.003 ml.
Mag. trisilicate—250 mg.

8. Tabl. Milk of Magnesia 300 mg.
9. Tab. Quinine Sulphate 0.3 g.

10. >Sulphacetamide Eye Drops
109, 20%, 30%

11. Benzyl Benzoate Emulsion 259,
12. Acid Carbolic Lotion (25 %)

13. Lysol :—
509 Cresol V/V in a Saponaceous Solvent

14. Tr. Iodine Solution (Aqueous)
Iodine—1.25 g.
Potassium Iodida —2.5 g.

14. a. Tinoture Iodine
Iodine—2.5 g.
Potassium Iodide—1.5 g.
Purified Water—2.5 ml.
Alcohol—9%0 % up to 25 ml.
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15.

i6.

17.

19.
20.

22.
23.

24,
25.
26.
27.

29.

0.
3L

T. Ronzoin.

Bonzoin Crushed—100 g.
Alcohel 166 mil- 9007
vpto 90 nh

Gripe mixture

Oil Ancthi—0.0016 ml.

Oil Anisi—0.0016 ml,

0il Caraway -—0.0062 ml.
Sod. Bioarvbonate-——290 mg.
Alcohol 90%; —3ml.
Distilled Water—30 ml.

Nosoapine Linctus B.P.C. 15 mg./5ml.

. Whitfields Citntment

Benzoic Acid—60 %
Salicylic Acid —3 %

Nitrofurazone Gintment Nitrofurazone—0.5 %

Potassium Permanganate
Sclution—(0. 1 per cent)

. Cetrimide Lotion (1%)

Adhesive Plastel
Boroglycerine Fye-Drops (1 99

Bleaching Powder.
B Phenyl
Fpsom Saits,

Health Salts.

Sod. Chloride—10%

Sod. Sulphate—29%;

Pot. Chloride—~1Y;

Por. Sulphate—=.5 %
Citric Acid —1.5%

Pot. lodide—0.001 %
Mag. Sulphate to—100 ¥

. lodine Ointment :—

Methy] Salicylate—5%,
lodine —59%;

Sprair Ointment :(—
Methyl Sa'icylate
Ointment :—

Methy! Sahcylatd—SOO 8.
White Bleeswax—200 g.
Wocel Fat—105 g.
Menthol—100g.
Water—45 g.

Gajuput Oil —-25 g.
Euclyptol—25 g.

Cough Syrup

Pain Balm

Clove Cil 19

Qil of Eucalyptus 394

Camphor 5%, Menthol 3%
Thymol 29, Methyl Salisylate 5%;
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CHAPTER X1
COMNCLUSION AND ACKNOWLEDGEMENT

In conclusion, we may state that it has been constant endeavour of Government to see that the majority of
our people particularly in the rural arcas and the weaker sections of the society get drugs and medicines at cheap
and reasonable cost.  The pharmaceutical industry in India, we are convinced, has a great potential, and given proper
support, encouragement and guidance, it can mect the social needs and achieve the objectives set before i:.

. 2. At the outset, we wish to piace cn record our gratitude to Shri D.K. Borroah and Shri Shah Nawaz Khan,
the former Ministers in the Ministry of Petrolcum and Chemicals, Dr. Karan Singh, Minister of Health and Family
Planning, Shri K.D. Malaviya and Shri K.R. Ganesh, the present Ministers in the Ministry of Petroleum and Che-
micals for ths interest evinced by them and the encouragement and assistance we received from them.

3. We gratefully acknowledge with thanks the assistance and support received from the Government of India.
We also wish to thank the State Governments of Maharashtra, Gujarat. Andhra Pradesh, Tamil Nadu and West
Bengal for the assistance and hospitality rendered by them during our visits to the respective places, to study the
status and problems of the industry. In particular, we ccnvey our deep gratitude and acknowledgement of :he in-
terest shown by Shri Siddharta Shankar Roy, Chief Minister, West Bengal and Health Ministers of West Bengai,
Maharashtra, Andhra Pradesh and Tamil Nadu., The Governments of Maharashtra and West Bengal were good
enough to arrange for special trips for the members of the Conumittee to Pimpri and Durgapur Chemical Complex,

respectively.

4. During our visiis to varicus mantfacturing units and the rescarch and development institutions, we wcre
greatly impressed by the enthusiasm of Indian scientists, research scholars and technologists. We had also occasion
to discuss problems relating to the Pharmaceutical Industry with various manufacturers, their associations orga-
nizations, the Indian Mecdical Association, scientists and research scholars, many of them subinitted detailed me-
moranda in reply to the questionnaire issued by the Committee. We would like to express our thanks to all those
individuals and associations for their assistance and co-operation.

5. The question of substituting generic names for brand names was a complex one. We, therefore, sought the
assistance of entinent doctors to advisc the Committee on this vexed guestion, as well as on the identification of
essential drugs. The Committee had the benefit of having in a very short time their report which formed the basis
for our conclusions on these issues. We acknowledge with thanks the valuable assistance given ty Dr. A.B. Chow-
dhury and Dr. B. Ray Chaudhury of Calcutta, Dr. S. Padmavati of New Delhi, Dr. K.G. Nair and Dr. B.J. Vakil
of Bombay and Dr. K.V. Thiruvengadam of Madras.

~ 6. Wealso thank the two public Sector Units, viz., the Indian Drugs and Fharmaceuticais Limited and the
Hindustan Antibiotics Limited as well as the Drug Control Organization of varicus States we visited for the assistance
rendered by them to the Committee.

7. During the short time that was available 10 vs we have tried to aralyse the problems of Pharmaceutical
Industry, and have made recommendations which would enable the Public Sector to attain a commanding height
in the Industry. We have also recommended steps to be taken to encourage Indian large and small scale sectors,

8. We have recommended in our report the establishmeni of a National Drug Authority which should be
eatrusted with the responsibility of planning, procuring and producing drugs, supplying of raw materials, oblaining
technology from abroad, co-ordinating the work of various research and development institutions, and distributing

essential drugs.

9. This and various other recommendations made by us, we believe, will go a long way in developing the Phar-
maceutical Industry in India, through indigenous efforts.  Strengthening of Drug Control Organization at the Centre
and the States will ensure quality and standard of drug manufactured. Encouragement to and co-ordination of
various R & D institutions will help the Industry to equip itself with modern technology and know-how. These
recommendations when implemented, we hope, will in a large measure satisfy the social needs of the country. The
fulfilment of these needs is imperative and we cherish the hope that Government will implement the recommenda-

tions made in this report expeditiously.

10. We cannot conclude without expressing our warm and sincere appreciation for the full co-operation and
assistance received from the Ministry of Petroleum and Chemicals and Ministry of Health and Family Planning.
We wish to place on record our high appreciation of the work done by Dr. P.R. Gupta, our Member Secretary for
the assistance rendered during the tenure of the Committee, in addition to his normal duties, and in the preparation
of this report. We also thank the officers and staff of the Committee including Dr. O.P. Madan of I.D.P.L., Shri
V. Rajagopalan, Under Secretary and Shri O.P. Grover, Section Officer for the assistance rendered by them.
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Abbreviations nsed

Actual Users (refers to the manufacturers)

Bureau of Industrial Costs and Prices

Council of Scientific and Industrial Research -

Central Drug Research Instituie, Lucknow.

Carrying on Business

Directorate General of Technical Development

Drugs (Prices Control) Order, 1970

Established Import

Foreign Exchange Regulation Act, 1973

Genera! Currency Area

Hindustan Antibiotics Ltd.

Hindustan Organic Chemicals Ltd.

Indian Drugs'and Pharmaceuticals Ltd.

Indian Petrochemical Corporation Ltd.

Indian Council of Medical Research

Indian Council of Agricultural Research

Indian Institute of Technology

Industries (Development & Regulation) Act, 1951

Liquified Petroleum Gas

Monopolies and Restrictive Trade Practices Act 1969

National Chemical Laboratory, Poona

National Committee on Science and Technology
National Drug Authority of India

Units registered/licensed under the I (DR) Act, 1951, and borne oa the books of DGTD
Organisa tion for Economic and Co-operative Cevelopment o
Research and Deveiopment

Regional Research Laboratory

Rupee Payment Area
State Trading Corporation of India
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