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Drug

Under section 3 (b) of “Drugs and Cosmetics Act, 1940 ” drugs are
defined as -

all medicines for internal or external use of human beings or
animals and all substances intended to be used for or in the
diagnosis, treatment, mitigation or prevention of any disease
or disorder in human beings or animals, including preparations
applied on human body for the purpose of repelling insects like
mosquitoes;

such substances (other than food) intended to affect the structure or
any function of the human body or intended to be used for the
destruction of vermin or insects which cause disease in human
beings or animals, as may be specified from time to time by the
Central Government by notification in the Official Gazette;



Drug

(111) all substances intended for use as components of a drug
including empty gelatin capsules;

(1v) such devices intended for internal or external use in the
diagnosis, treatment, mitigation or prevention of disease or disorder
in human beings or animals, as may be specified from time to time by
the Central Government by notification in the Official Gazette, after
consultation with the Board.



[ Cosmetic J

Under section 3 (aaa) of “Drugs and Cosmetic Act,
1940 ” Cosmetics are defined as -

“cosmetic” means any article intended to be rubbed,
poured, sprinkled or sprayed on, or introduced into, or
otherwise applied to, the human body or any part thereof
for cleansing, beautifying, promoting attractiveness, or
altering the appearance, and includes any article intended
for use as a component of cosmetic



WHY IT IS IMPORTANT TO KNOW

SCOPE OF ABOVE DEFINITIONS




DEFINITIONS

Misbranded drugs ---------------------m——--- Sec 9 & 17
Adulterated drugs --------------------————- Sec 9A & 17A
Spurious drugs ----------------=mmmmmeme Sec 9B & 17B
Standards of quality --------- Sec 8 (1)(a) & 16 (1)(a)
Misbranded Cosmetics ------------------ Sec 9C & 17C
Adulterated Cosmetics -----------mmmmmmmmmmmmcaeeeee 17E
Spurious Cosmetics --------------------- Sec 9D & 17D

Standards of quality --------- Sec 8 (1)(b) & 16 (1)(b)



[ Not of Standard Quality (NSQ) Drugs/Cosmetics ]

Drugs not complying the requirements of Section 8 of Chapter III &
Section 16 of Chapter IV of Drugs & Cosmetics Act, 1940 are
referred as Not of Standard Quality (NSQ) Drugs/Cosmetics.

{ A\

* Coloured, coated, powdered or
polished to conceal damage

* Not properly labelled
e Manufactured under B ce claim

different name

Imitation of other drug
Lack of identity

Fictitious manufacturer
Substituted by another
drug or substance

¥ 4
ﬁ Contains filthy, putrid oh

decomposed substance
Insanitary conditions
Contents  injurious to
health

* Colour other than
prescribed

+ Mixed with substance to

reduce quality or strength x




[ Misbranded Drugs J

As per Section 17 of Drugs and Cosmetics Act, 1940, a drug shall be
deemed to be misbranded:

(a) 1f it 1s so coloured, coated, powdered or polished that damage 1is
concealed or if 1t 1s made to appear of better or greater therapeutic value
than it really 1s; or

(b) 1f 1t 1s not labelled in the prescribed manner; or

(c) if 1ts label or container or anything accompanying the drug bears any
statement, design or device which makes any false claim for the drug or
which 1s false or misleading in any particular.

*17 (b) — Drugs which does not comply the Labeling requirements
given in Drug Rules, 1945 (Rule 96 to Rule 104)

*17 (c) - Drugs which does not comply the Rule 106 of Drug Rules,
1945.



[ Adulterated Drugs J

As per Section 17 A of Drugs and Cosmetics Act, 1940, a drug shall
be deemed to be adulterated:

(a) 1f it consists in whole or in part, of any filthy, putrid or decomposed
substance; or

(b) 1f 1t has been prepared, packed or stored under insanitary conditions
whereby 1t may have been contaminated with filth or whereby it may
have been rendered injurious to health; or

(c) if 1ts container 1s composed, in whole or in part, of any poisonous or
deleterious substance which may render the contents injurious to
health; or

(d) if 1t bears or contains, for the purposes of colouring only, a colour
other than one which 1s prescribed; or

(e) if it contains any harmful or toxic substance which may render it
injurious to health; or

(f) if any substance has been mixed therewith so as to reduce its quality
or strength.



[ Spurious drugs

|

As per Section 17B of Drugs and Cosmetics Act, 1940, a drug shall be
deemed to be spurious,—

(a) if 1t 1s manufactured under a name which belongs to another drug; or
(b) 1f 1t 1s an i1mitation of, or 1s a substitute for, another drug or
resembles another drug in a manner likely to deceive or bears upon it or
upon its label or container the name of another drug unless it is plainly
and conspicuously marked so as to reveal its true character and its lack
of identity with such other drug ; or

(c) 1f the label or container bears the name of an individual or company
purporting to be the manufacturer of the drug , which individual or
company is fictitious or does not exist; or

(d) if it has been substituted wholly or in part by another drug or
substance; or

(e) 1f 1t purports to be the product of a manufacturer of whom it 1s not
truly a product.




POINTS OF INVESTIGATION

Whether any complaint ?

Check the elements of complaint.

Decide about the points to be investigated.
Contravention likely to be observed.

Documents to be collected to prove the

contraventions .

Statement of the accused to be taken voluntarily.



DOCUMENTS TO BE COLLECTED WHERE THE
INVESTIGATION IS LIKELY TO RESULT IN
PROSECUTION

Person in charge and responsible for the conduct
of business.(Section 34)

ID proof.

Proof of ownership / possession (house tax
receipt, electricity bill, water charges bill,
property papers etc)

If rented , rent receipt , rent agreement etc.
Constitution of the firm.

Statement of the accused / person involved.
Statement of landlord.

Spot Memo duly signed by accused and witness.



ELEMENTS OF SPOT MEMO

Time of beginning, Time of completion

Purpose of visit

Layout plan of site/ site map indicating landmarks.
Personal Search offer

Public witness.

Item wise Details of drugs/cosmetics/documents seized

1f any.



ELEMENTS OF SPOT MEMO-CONT

Reference of sampled drugs.
Reference of specimen samples taken.
Details of proceedings

Reference to any disclosure sought u/s
18A/18B/22CCA etc.

Contravention made out.
Signature of 10, witnesses and accused.

Acknowledgement of spot memo by the accused.



FURTHER INVESTIGATIONS
On receipt of report of govt analyst.

Disposal of sample and test reports as per prescribed

procedure.

CASE Laws

O Amery Pharmaceuticals v/s State of Rajasthan, SC (2001)
O Medicament Biotech v/s Rubina bose; SC (2008)

O Laborate Pharmaceuticals India Litd v/s State of
Tamilnadu; SC (2017)

O Varun Kapoor and Others v/s DI, Amritsar Punjab and
Haryana High Court (2023)



, CASE STUDY

CASE- 1, 1 & IV

When the Drug under reference is not
manufactured by its original manufacturer.

CASE- Il
When the Drug is manufactured by original
manufacturer.



CASE STUDY- | @

Chymoral Forte Tablets

(Trypsin-Chymotrypsin Tablets)
Manufactured by

M/s Elder Pharmaceuticals, Navi Mumbai.




SEQUENCE OF EVENTS

Complaint received from the Delhi office of
manufacturer M/s Elder Pharmaceuticals Ltd.,
Navi Mumbai

Some Chemist shops were named in the
complaint who were allegedly dealing in
spurious Chymoral forte tabs........

Also enclosed bill of chemist.

Chymoral forte tablet is an enzymatic product
containing Trypsin- Chymotrypsin.



SEQUENCE OF EVENTS

CONTD. ..........

Premises of chemist/ retailer raided alongwith
company’s representatives
(Team of two DI’s deputed)

Despite best efforts drugs could not be
recovered initially

Reported to office about no recovery.

Took sample of other drugs stocked in the
premises.



SEQUENCE OF EVENTS

CONTD. ..........

Suddenly one black pouch was detected in a
drawer which on opening was found
containing:

3x1x20 tablets of Chymoral Forte.
(Total 60 Tabs.)

4x1x10 tablets — drawn as Sample u/s S-23
(Total 40 Tablets)

1x20 Tablets — Specimen sample U/s 22(1)(d)

Spot memo prepared, witness and accused
signed.




SPECIMAN SAMPLE




SEQUENCE OF EVENTS

CONTD. ..........

Statement taken

Specimen sample sealed and signed.

No Purchase bill was produced on demand
Memo U/s 18A & Rule 65(6) issued

Sample forwarded to GA, CIPL, Ghaziabad.



SEQUENCE OF EVENTS

CONTD. ..........

Declared NSQ
&

Spurious by

the Government Analyst



SEQUENCE OF EVENTS

CONTD. ..........

Enquiry made from the Delhi office of
Manufacturer

Preliminary study pointed out the drug to be
spurious.

Directed to make final enquiry at
Manufacturer’s level at Navi Mumbai.

Spot memo after confronting the spurious
sample

Statement



ENQUIRY AT MANUFACTURER LEVEL

Joined local DI from FDA Maharashtra.

On enquiry with Mfr.,, QA manager: Ms. Usha T
Narker was deputed.

Confronted the spurious sample collected for
drug verification.........

Took out 3 tablets.... Physical Comparison

Chemical Comparison
(Manner of taking tablets out of strip is important)



SPECIMAN SAMPLE
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ENQUIRY AT MANUFACTURER LEVEL

Letter/Statement collected.
Testing in front of Investigating team

Reported as spurious

Letter from manufacturer giving the points of
differences.

Spot Memo prepared.

Collected back the unconsumed portion of the
spurious sample



FILED COMPLAINT




N’/ COURT PROCEEDINGS

Cognizance of offence
Summoming of the accused
Apperance of the accused/acceptence of
Bail Bond
Handing over the copies of the complaint
Precharge evidence
Chief
Cross
Two witnesses examined............



COURT PROCEEDINGS

=2

Specimen Sample exhibited with details of

investigation, documents and GA Reports.
Framing of charges.

Pleaded Guilty.

Young age.

Probation with one year community service.



o CASE STUDY - Il
ETHICON DIVISION (JOHNSON & JOHNSON)
AURANGABAD

SAMPLE OF A SUTURE(“VICRYL’ Absorbable Surgical
Suture U.S.P) COLLECTED FROM UNLICENSED
PREMISES REPORTED AS NSQ BY GOVT. ANALYST

THE ACCUSED COULD NOT PRODUCE PURCHASE BILL
SPECIMEN SAMPLE ALSO TAKEN

ON RECEIPT OF REPORT OF GA(SAMPLE FAILED IN
RESPECT OF DIAMETER), MATTER REFERRED TO
STATE DRUGS CONTROLLER

REPORT OF GA CHALLENGED BY MANUFACTURER.



CASE STUDY

/ CONTD........

CDL, KOLKATA ALSO DECLARED IT AS NSQ

SPECIMEN SAMPLE SENT FOR VERIFICATION TO
ORIGINAL MFR.

MFR. CONFIRMED ITS GENUINNESS

PROSECUTION LAUNCHED AGAINST THE ACCUSED
NO. 1 (WITHOUT LICENSE/NSQ/18 A)

PROSECUTION LAUNCHED AGAINST THE MFR.
(NSQ)



CASE STUDY - lli
PAN D

(Pantoprazole Enteric Coated 40 mg and Domperidone
Sustained Release 30 mg Capsules)

Labelled as Manufactured By -

M/s ALKEM LABORATORIES LTD., Central Pendam
Block, Dugailaka, Kumrek, Rangpo, East Sikkim-
737132



CONTD.

« On 16/03/2018, specimen sample were taken/ collected
from accused from the unlicensed manufacturing
premises situated Village Kirari, Delhi

* Further, to verify genuineness of the drugs from original
manufacturing firm, M/s ALKEM LABORATORIES LTD.
East Sikkim

* Portion of  specimen sample handed over after
desealing it

* Physical & Chemical comparison were carried out by
QA Depitt.

* The remaining untested specimen sample resealed

* Other necessary documents collected, spot memo
prepared



Physical/

Chemical 5
" Test Observation
Nc; Evaluation Remark
In:ivil(‘h:]al Control Sample (Retain Sample) Suspected Sample
checke
Parameter B. No.- 7131914 B. No.- 7131914 (SKS/SS/04/18)
A. COMPARISON OF CARTON (SHOW BOX):
- Suspected
Sample
Does not
1; Carton Comply
with
Control
| Sample
7131914 7131914
JUN. 2017 JUN. 2017
MAY 2019 MAR. 2019
In Control (Retained) sample, In Market Complaint sample, Suspected
; . Sample
- is mentioned as e The Exp. is mentioned as MAR. Does not
5 — MAY 2019. 2018. | oy
e The mentioned stereo is e The mentioned stereo is NOT with
printed in DOTED form. printed in DOTED. Control
_ Sample
RTIFIED COT ) |
g UNCON! !




Label Claim

Each hard gelatin capsule contains:

Pantoprazole Sodium IP
equivalent Lo Pantopracle.....40
mg

(As enteric-coated pellets)

Domperidone IP ... 30
mg

(As sustained release pellets)
Excipients .......c.cienn.q.S.

Colour Indigo carmine, Sunset
Yellow & Titanium dioxide IP

e Used in pellets - is
mentioned in control
sample.

e |tis mentioned as Colour,
in Control sample.

e (Colonis NOT present after
Colour.

Each hard gelatin capsule contains:
Pantoprazole Sodium IP
equivalent Lo Panloprazole.....40 mg

(as enteric coated pellets)
Domperidone IP ....cieanen, 30 mg

(as sustained release pellets)
EXCipients ..o q.s.

Colours: Indigo carmine, Sunset Yellow
& Titanium dioxide IP.

e Used in pellets - is NOT
mentioned in market
complaint sample.

e |t is mentioned as colourS in
market complaint sample,
which is not matched with
control sample.

e Colonis present after Colours.

Suspected
Sample
Does not
Comply
with
Control
Sample




Hindi brand name of retained Hindi brand name of suspected sample | Suspected
sample is LIGHT in color. is DARK in color. Sample
Does not
Brand Name Comply
xYA-=X | = —=x | 7
e e | Control
Sample
Alkem logo is in retained sample Alkem logo is in suspected sample is- Suspected
is- e More Bold Sample
e Less Bold Does not
Alkem Logo Comply
with
_ Control
Sample
PR COATED | PANTOPRAZOLEENTERIC COATED 40 Suspected
40 MG AND DOMPERIDONE MG AND DOMPERIDONE SUSTAINED Sample
Generic Name | SUSTAINED RELEASE 30 MG RELEASE 30 MG CAPSULES Does not
CAPSULES R 55 S =ty Comply
|CERTIFIED COPYY [orcaiino 1D coPY| with
* Inretained Sample, there ¢ |nsuspected sample, there is Control
is space between NO space between Sample

PANTOPRAZOLE &

ENTERIC

PANTOPRAZOLE & ENTERIC.




etc.

PC 6391l PC 6391
In retained Sample, the revision In suspected sample, the revision Suspected
number of carton item code is01 | number of carton item code is NOT Sample
PR : Does not
Item Code Comply
with
Control
Sample
B. COMPARISON OF STRIPS:
7131914 7131914
JUN. 2017 JUN. 2017
NMAY 2019 MAY.2019
170.00 170.00
' e There is NO DOT present e There is DOT present after MAY
Comparison of after MAY e Font type doesn’t match with Suspected
Stereo e Font type retained sample. Sample
g‘:ﬁ) r?:zllzgi?; e Ink Color e Ink color is different from Does not
batoh number retained sample. Con'1t;})]ly
mfg, exp, mrp Control
and font size Sample




10.

Mfg. Lic. No.

Item code of

) m

M/450/07

In retained Sample, there is no
gap between DOT (.) and COLON

(z)

PF 6022-03
In retained Sample, the revision
number of foil’s item code is 03

1 PFe6022-02

M/450/07

In suspected sample, there is gap
between the DOT (.) and COLON {(:)

In suspected sample, the revision
number of foil’s item code is 02

Suspected
Sample
Does not
Comply
with
Control
Sample

Suspected
Sample
Does not
Comply
with
Control
Sample




CHEMICAL ANALYSIS REPORT

Description
1. | of Capsule
Shell

In Retained Sample,
¢ Brand name PAN D is in Brown
color printed on Capsule Shell.
o (Color of Capsule shell is light
Green (Cap & Body both) in
Retained Sample.

s Ol
: 4

In suspected sample,
e Brand name PAN D is in Bluish
color printed on Capsule Shell.

e Color of Capsule shell is light
Green (Cap & Body both)

Suspected
Sample
Does not
Comply
with
Control
Sample in
respect of
colour for
brand
name.




Description
of pellets

In Retained (Control)Sample, inside
the capsule shell-
e Pellets present are of BLUE &
ORANGE Color.

Among of three strips of Pan — D of
batch number 7131914, out of them,
two strips having dark blue & light
orange coloured pellets in capsule
shell.

Other one strip containing only white
pellets in capsule shell.

Suspected
Sample
Does not
Comply
with
Control
Sample




Assay (% Label Claim)
Pantoprazole sodium 22.08 mg/capsule
IP equivalent to Not less than 36.0 mg/capsule and not 39.16 mg/capsule (DOES NOT COMPLY)
Pantoprazole: more than 44.0 mg/capsule of
Pantoprazole (CigH1sF2N304S).
40 mg/Capsule.
(as enteric-coated
pellets) Not less than 90.0 % and not more than 97.9% 55.2 %
110.0 % of labeled amount of (DOES NOT COMPLY)
Pantoprazole (CigH15F2N304S).
29.82 mg/capsule
Not less than 27.0 mg/capsule and not 14.4 mg/capsule
more than 33.0 mg/capsule of (DOES NOT COMPLY)
Dompe”done P Domperidone (szHuC]NsO;).
: 30 mg/Capsule
(as sustained release 99.4 % iS0%
pellets ) Not less than 90.0 % and not more than 3
DOES NOT COMPLY
110.0% of labeled amount of ( ’
Domperidone (C22H24CINsO2).

Conclusion

After complete analysis it is concluded and confirmed that sample handed over by Drugs Inspector
does not belong to our company i.e. not manufactured by Alkem

Laboratories Limited (Central Pendam Block, Kumrek, Rangpo, East Sikkim-737132) and thus the
suspected drug is Spurious.
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CASE STUDY- IV

&

Pantoprazole tablets IP
(Pantocid Tablets)
&

Enteric coated Pantoprazole Sodium
and sustained Release Domperidone
Capsules
(Pantocid DSR capsules)

Labelled as Manufactured By —
M/s Sun Pharma Laboratories Litd. Plot No. 107-108,
Namli Block. P.O. Ranipool, East Sikkim - 737135.



SEQUENCE OF EVENTS

a That on 06.07.2017, the Premises of chemist/
Wholesaler raided During Special Inspection
Programme.

a The Firm was found stocking for sale and distribution
of various drugs. On demand, firm failed to produce
the purchase records of the few drugs found stocked
in his premises on the spot at the time of inspection.

Q Legal & Specimen samples of 03 drugs were taken to
verify its genuineness from their original manufacturer.



SEQUENCE OF EVENTS

CONTD. ..........

Statement taken
Legal & Specimen sample sealed and signed.
No Purchase bill on demand was produced
Memo U/s 18A & Rule 65(6) issued

Sample forwarded to GA, RDTL, Chandigarh



SEQUENCE OF EVENTS

CONTD. ..........

Declared Spurious by

Original Manufacturer under
Section 17B (e)



ENQUIRY AT MANUFACTURER LEVEL

Q Joined local DI from FDA, Govt of Sikkim.

0 On enquiry with Mfr., QA manager: Sh. Prakash
Singh, Deputy General Manager was deputed.

0 Confronted the spurious sample collected for drug
verification.........

0 Took out 06 Capsules & 05 tablets....
Physical Comparison

Chemical Comparison
(Manner of taking Capsules/tablets out of strip is
important)



Product Details

Name of Product : Pantocid
Batch No : EMRI1051
Mifg. Date : 09/2016
Exp. Date : 08/2019
MRP : Rs.125.00 per 15 Tablets
Suspected Sample Retain Sample
i]';. Test Batch No. Batch No. Specification Remark
EMRI1051 EMR1051
A light Yellow A Yellow coloured A yellow coloured
coloured circular circular biconvex circular biconvex
biconvex double double radius double radius enteric
W RO 0 - 95 enteric coated tablet coated tablet having
having plain on both | plain on both sides.
: s e ﬁln?-coate.d tablet sides (Brightness is Does not
1 Description | having plain on observed in surface comply
both sides (No of coated layer)
brightness in
surface of coated
layer)
Average 256.15 223.02 222.0 mg +
5 Weoight 7.5%(205.4 mg to TN O
(mg) 238.7 mg) Py
Assay of 97.7 % NLT 90.0% and
- ll’a?éoprazo 28.6% SR 7 NMT 110.0% of Does ::ot
c y it i labelled amount of comply
HPLC) S mg/units= 39.08 Pantoprazole

Conclusion: Test for Description, Average weight & Assay has been carried out for the
suspected sample and does not comply with the our specification limits.

Chcck?d by

Approved by

Prepaljed by

L

(Sign/Date)

2 |21}

(Sign/D?(e?\

FH

’

2o
(Sign/l)atc)2 * a ‘ )







Format No: EMQA/0§7/Annexure-1/R1

 Pagedof2

Observations
Physical Parameters ; (bservations
Checked Suspected Samples Retain Sample Remark PhysicalP 4
arameters
;; Batch No. EMRI051 EMRIOS! Checked Suspected Samples | Retain Sample | Remark
L g:il‘}‘t;"f:“"f PEMPFI49 PEMPFI49 m‘“ei‘ I, o S
= . feh No.
2 Generic Name | Pantoprazole tablets IP | Pantoprazole tablets IP g::ncnamels No. T e
- . fem Code 0 tem Coae 15
3. 8 8 Brand name is W By PEMPF(249 PEMPF0249
Brand Name Pantocid Pantocid i prmled foil same.
Each enteric coated | Each enteric coated o~ Blister
tablet contains: tablet contains: g, Blister Size 00mm 90 mm - sal.;l:gth
Pantoprazole Sodium | Pantoprazole Sodium (Length) '
; [P equivalent to IP equivalent to Label claim is - —
4 t;:teelr:lmmon Pantoprazole 40 mg | Pantoprazole 40mg | same. 10 Blister Size 60 i Blister width 1s
Excipients gs. Excipients qs. ' (Wid;h) L Same,
Colours: Ferric oxide | Colours: Ferric oxide
(Yellow) USP-NF, | (Yellow) USP-NF, 7 R
Titanium Dioxide IP _| Titanium Dioxide IP I |PocketSze 1 lfmn Pocketsize i
Colour of (Diameter) ot same.
5. | Colour of Printed | Blye Blue printed matter ; Sealing found Sealing found Scah'ngis
matter on blisters on blister is 12 Salmg sansfastory : gmy satisfactory
same. : satsfactory '
| Overprining xs sy Overprinting Colour ofthetext | Colour of the text
' [ = el e matteris daker | matter s ighter
Red Line width 13, | Pre-printed fext @ . ) ; Text mater
ReR symbol is smaller | ‘®" symbol is lar .
7. | Red Line width | 1.0 mm 1.0 mm wﬁatchmg Matter ’ ) ¥ pismatches
with retain . '
ey g\allrk fext l(;l:al;tterarem ?ll:extlmattaarem
i Cotour, 1201 COl0Ur,
8. | Units per blister | 15 15 gl g

blister.
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Suspected

Retain Sample

::, Test Bai:hm:: Batch No. Speciiicaion Remark
EMR1528 EMR1528

Hard gelatin Hard gelatin capsule Hard gelatin capsule
capsule size 2 size 1 with bluish light | size 1 with bluish light
with bluish light green cap and bluish green cap and bluish
green cap and light green body filled | light green body filled

1 Description bluish light green with mixture of blue with mixture of blue Does not
body filled with and orange coloured and orange coloured comply
mixture of dark spherical pellets. spherical pellets.
blue and dark
orange coloured
spherical pellets.
The retention The retention time of | The retention time of
time of the the pantoprazole and | the pantoprazole and
pantoprazole and | domperidone peaks domperidone peaks in
domperidone in the chromatogram the chromatogram of
peaks in the of the test the test preparation
chromatogram of | preparation corresponds to that of
the test corresponds to that the respective peaks
preparation of the respective with standard

2 Identification corresponds to peaks with standard preparation as Complies
that of the preparation as obtained in the assay
respective peaks obtained in the assay
with standard
preparation as
obtained in the
assay

5 Average Fill Standard Fill weight Does not

Weight(mg) 255.49 309.23 313.40 mg + 7.5% comply

(289.89 to 336.90)







Format No: EMQA/087/Annexure-2/R1 Page 2 of 2
S:s;;:c::d Retain Sample
ot Test e Specification Remark
No. Batch No. Batch No.
EMR1528 EMR1528
NLT 90.0% and NMT
4 | Assayof 6350 110.0% of labelled Does not
Pantoprazole 69.1 % : amount of comply
Pantoprazole
NLT 90.0% and NMT
g | Assayof §6.1'% 110.0% of labelled Does not
Domperidone | 70.7% ' amount of comply
Domperidone

Conclusion: Tests for Description, Average Fill Weight, Identification & Assay have been carried out
for the suspected samples. Description, Average Fill Weight and Assay of Pantoprazole &
domperidone in suspected sample does not comply with our specification limit.

Prepared by

(Checked by

Approved b

(Sign/Date)

o .LMW

gl)g /Date)

At

L ten

(Sign/Date)




Observations

(Observations o
Physical Parameters
Physical Parameters S8 Checked Suspected Sample Retain Sample Remark
Checked Suspected Sample Sample Remark
. | Bateho. EMRIS2S EMRIS28
Foil item code on strip is same.
i same but fout 6 | S |31%2 31X20 i
PEXPROSS | PEXPROSS | siwalitm il N N
1. | ltem Code of Font size of item code | Font size of item code | code of the Red Line width
printed foil is smaller than retain | is bigger than the suspected 7. | Red Line width | 1.0 mm 1.0 mm :mm:ze
sample. suspected sample, sample is
smaller than the 3 ::am
retain sample. | Units per Strip | 10 10 o
I . Generic name is 9. |Strip Strip Length is
M% ;EnunCo:gd' - PLERSHPRYT, Size(Lengthy | 20 145 mm pot same.
opan | S p— retain sample is — Stip widh 5
2 | i Nemié and Sustained Release | and Sustained Release v 10. | Strip Size (Width) | 82 mm 84 mm iy g
Capsules "here font is mlcs"hmfomis wm“w im, Pwkaﬁm o —” Pk
ﬂ;mis (Width) o= - =
3 |BrandName | Pantocid®DSR Pantocid® DSR 13. | Scling Sealing found Sealing found Secaling s
Each capsule contains: Each captule cootains: “capsules should be
Pantoprazole sodium [P “capsules should be | swallowed whole and
Pantoprazole sodium et swallowed whole and | not chewed.” Text
IP equivalent to 0mg not chewed.” Text | matters are Bold and
pantoprazole matters arc bold. | darker than suspected
. postoprazole  0mg | o i comed | Label claimis 3 sample cobour
{ [Lobelchimon | (sseotericcosted | 14, | Preprinted text g pomalin‘®' | Risboldin'® | 1C makr
i pellets) ] SIX.. Matter ~ mismatches
i oo [P 30 g | d0MPEidonC P 30 mg symbol symbol
(usmmedmluxms (1 sined reesse Nothing s pre-prinied | “GFL" s pre-prinied
pellets) pcn?‘ls.) over the sealing area | over the sealing area on
Bxciplets s, | e e of the sirip. one side of strip.
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a

ENQUIRY AT MANUFACTURER LEVEL

Letter/Statement collected.
Testing in front of Investigating team
Reported as spurious

Letter from manufacturer giving the points of
differences.

Spot Memo prepared.

Collected back the unconsumed portion of the
spurious sample



SEQUENCE OF EVENTS

CONTD. ..........

Declared NSQ by
Government
Analyst



Uniformity of s
Disselution

calculated ax
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Comteat of
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Dated @ -
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| Name of ln:noc'l(;r from C\‘lié‘n'i‘ccclved

Sormd Nos and date of lnspccu;u‘s h-'cmnrnntlum 1

' Famber of Sanple
' Iate o receim

Se o dvries purporting to e contained in

the sample
" Comnhition of seals on the

[Pkt ar on partion of smnplc o container|

Wosull oF test or analysin witl protocols or test or nnalysis npplicd I‘Ians.e so0 bolow

3.No
FEMRIS2H

.o No
L VRIDTE/06A071 718

COMIPPOSETION

tosult & Protocols
Eacaaription

Lcnsibention

Noovrage et

AL vrane Ml

haitormity of tilled weiph
1rissorlunion §

At rretoprrazente Noditnn

ot untared as Panroprazole
frs veccdelic mmediens)
arneraprrazole soditan
corlowddaredd as Panroprasole
ire Prafyor rredioree) ;
(hrompertdane | st hour )
(Ercniperidone A th hoire )
Chomperidane 8 th hour )
ASSAY

Clomitent off

Ianroprasole Nodivm
colcndated ax Paaroprazofe
tas crnivric coated peliors)
romperidone

AL UL 3

\R{NMISN’I NALYST IJNDI- (83
IS ACTE, 1948

5 Swnpml G&;\ﬁdhhrl’ulll. Drugs taspector, Gove, of N.OC L, of
W Dullli. F-—l"? isnrkanlnomn.- Oelh-el 10032,

LTS BD)IZO‘!IHOADC‘II 52 dnu-tl e o'mrm L0,
'QI'/IOI"
18/07/17
chrio-C‘Qiuvd Pantoprazole Sodium and Ststnined el
Damperidane Capsules ( PANTOCHD DSIRCAPSULLS

: Nenls were! lnlncl & ldenticnl to the .hpachﬁup pression of
 the seal mdcl#u:d from the Drug Inspector

/M i, D/Exp, (\{

Ot /2016 Jul /2018 IN PHIAIRMA | AB()RA'N)R_II S 110,
" { i .puo'nga.nowws NAMLL
1 ! 3 w\NwobL EAST sm\um

) Bw;h capsule is purpdrlq& ul’ cnnlnlh]u N e

ntoprazole Sodium,
cqu!vnlcnl L8} l"anlopmzolc 40 mg, s ol
(18 enteric conted w"ch) ) I . | M
Domperidone e 30omg. L oy 2 ke (

(as sustained release p«,l'els ) i3 ¥
: Asper P& P (RDTL/MS222) o
1 Cireen cap and green body hard u.elmln qnpsuh_. filled with (n'n]ig&-und preen pollets .
packod in strip pack .

1 Positive for Pantoprazole sodinm and Domperidane
3 A30.07mg

1 2OT.O6Tmp

i Clomplies

i Lroes ot Conmply yor -

t Does ot comply §

' }
: Complies i
r Complies )
t Complies
: Each enpsule on hn uvcrngc contuing: .
: Obtained Cladi ()blmnw.l Limits Protocal
s AL Sy AL Oz 78.85% QO tar LIOYN  RDTTAIN222

G ot

IR0 30.00mg 03.47%% Q0% o L10% RDTL/MS/202

Foc e cninion o the undersigned the sunple referred to above s not of standard quality as detined in the Drags nod

¢ omneties Act, 1940 and Rales there ander for the reakons given below =
Ll smmple does ot conforms (o chaim as per Patent & 1

Komurks

e
raprictary In respect 1o the Dissolution o« -
o L(Pantoprazole sodivm enle nted ns Hhntoprazole in
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FILED COMPLAINT




IN SHORT
INVESTIGATION AT MANUFACTURER LEVEL

Confront with the specimen samples/ legal samples.

Collect GPA/Authorization in favor of person
representing the manufacturer.

Take his ID.
Check BPR/BMR and the supporting documents.
Constitution of the firm as on the date of offence.

Liability / personnel responsible for commaission of
offence.

Spot memo
Statement - Physical & Chemical Comparison

Collect remaining portion of the specimen sample left
over of the testing after sealing it properly to be
exhibited in the court at appropriate stage.



QUESTIONS ?




THANKS

K. R. Chawla
Controlling Authority /Deputy Drugs Controller/
Head of the Office
Drugs Control Department
Govt. of N.C.T. of Delhi
91-9811262327




