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2. India’s self-dependency in essential drugs —

Present scenario in the domestic market ( as on April 2023 )

Pharma trade - April 2023,

ooooooo

- Indian Pharma domestic trade channel market
crosses Rs 2.0 Lakh Crores ( perhaps for the first
time )! Actual at Rs 2.02 Lakh Crores.

- April 2023 monthly growth : 11.23 % and MAT
growth ( twelve months to April 2023 : 9.83%

< Domestic market size Rs 2.02 lakh Crores

A. Top five companies:

- Sun, Abbott, CIPLA, Mankind and Alkem. Ann ual grOWth 9.83 %

- Top MAT growth : Alkem : 14.70%

........... Top company : SUN Pharma
Top brand : Mixtard

Top therapy : Cardiac

B. Top 5 Brands :

- Mixtard, Augmentin, Glycomet GP, Foracort and
Lantus.
- Top Growth among five: Augmentin: 36.98%

C. Top 5 Therapies:

- Cardiac, anti infectives, gastrointestinal,
antidiabetic, respiratory.
- Top growth among five: gastrointestinal 12.0%



3. Indian pharma in Domestic Market —

Top 40 Pharma companies
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Top Companies in IPM -April’23
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= S * Mankind - Rs 8958 crores
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4. QUALITY - THE CRITICAL REQUIREMENT FOR ANY MEDICINE

Quality management is a critical aspect
of the pharmaceutical industry. It ensures
that all medicines meant for human
consumption are safe, effective, and
reliable. The pharmaceutical industry is
highly regulated, and quality
management is crucial in meeting
regulatory requirements. Poor quality
management practices can negatively
impact patient safety, result in costly
product recalls, and tarnish the
reputation of a pharmaceutical company.
In this article, we will discuss the
importance of quality management in the
pharmaceutical industry.



5. Quality — Importance of Quality Management Systems

(QMS )

Pharmaceutical companies have a
responsibility to ensure that their
products are safe for human
consumption. Quality management
practices ensure that each step in the
process, from research and development
to manufacturing, distribution, and post-
market surveillance, is carried out with
the highest level of safety in mind. Quality
management systems establish controls
that help to identify and manage risks
associated with the use of
pharmaceutical products.



6. Quality issues — manufacture of sub-standard drugs

48 commonly-used drugs fail
latest quality test; CDSCO
iIssues alert

The alert list also includes iron and folic
acid tablets, probiotics and several
multivitamin tablets. It also includes Vitamin
C, Vitamin B12, Folic Acid and Niacinamide
Injections.



7. Quality issues - Menace of fake / spurious drugs
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Fake [ spurious drug with made in Germany label -
sold by an unlicensed person to a cancer patient -

Drugs control officer arrests the ...See more
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8. Quality issues : cough syrups containing toxic

contaminants

‘— Gambia. Dr Appajionre... + Done
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Exclusive
Gambia cough-syrup deaths a 'wake-up call’ to
streamline pharma regulatory system: Expert

The govearnment’s decision 10 impose barcoding on the top JOO medicines sold in the

country is very approgviate and it showld start soon and can be expanded later

Informed Or Appaji PV. Founder & Former Direclor Genaral Pharmaexcil Incila, Former
Director, NPPA, Govt of Indle, Ex-officer, Orugs Control Dopartment, GOVT of AP
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9. Quality Issues — Cough syrups made in Indonesia (toxic

contaminants )

Al Arabiya English

https://english.alarabiya.net » world
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Cough syrup deaths: Indonesia finds
local trader guilty of forging ingredient

30-Jan-2023 — Indonesian police
said on Monday a local trader of
industrial-grade chemicals sold them
as pharmaceutical-grade, leading to
heir use in ...




10. Quality issues — Product recalls

Indian Drug/ Medical Device Re... -
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Alert to Thyronorm tablet users!

Thyronorm 25 mcg tablets (one ...5€ee more
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PUBLIC NOTICE
Abbott India Limited

‘ | 242209MH1944PLC007330
Bon BKG, Bandra Kurfa Complex, Bandrd (E),

No.. +01-22-50461000/ 50462000

E-Mail weomasierndia@abbott com © Wabsite: WWw abbott.coin’
india L1d,
Anention of the generai public 15 drawn to the fact that Abbott i
hats issued & voksntary recall of one batch of Thyronorm tablets (Thyroxine
Sodlum) [Batch No. AEJO713; Mfg. Date: March 2023], used in the
treatment of hypothyroidism Thic Is due to a iabeling ermor in & small
percentage of bottles from this batch which have been misiabelad with the
dosa strength as 25meg, whereas the bottles contain 88mcg tablets, This
batch has bean invoiced only in M.P. and Telangana This issue does not
affect or extend to any other batch or dosage strength of Thyronorm or
other Abbott products.
Patients who have recently purchased Thyronorm with Batch No. AEJO713,
Mfg. date: March 2023; Expiry Date: February 2025 are requested 10
return the bottie to the chemist they purchased it from or notify Abbott at
Emal: webmasterindia@abbott.com Phone No.: +91-22-50461000 / 50462000

" Gorporate office: 16” floor, Godre|
Mumbal 400051, India » Phone




11. Quality issues — Common observations by USFDA

FY 2018 Top FDA Observations

DRUG INSPECTION OBSERVATIONS SUMMARIES
CFR REFERENCE SHORT DESCRIPTION

I 21 CFR 21 122(d) Procedures not in writing, fully

followed

m 21 CFR 21 1160(b) Scientifically sound laboratory

controis

0 21 CFR 21 1192 Investigations of discrepancies,

fatlures

21CFR 21 1100(3) Absence of Written Procedures
o 21 CFR 21 167(3) Cleaning / Sanitizing / Maintenance

m 21 CFR 21168(b) Computer control of master

formula record

[ 21 CFR 21 167(b) Written procedures not

established/followed

21 CFR 211.1 10(3) Control procedures to monitor and

validate performance

21 CER 21168(3) Calibration/Inspection/Checking

not goneg

21 CFR 211.165(a) Testing and release for distribution




12. Quality issues — Importance of Data Integrity

i'%f World Health
% . Organization

GUIDELINE ON DATA INTEGRITY
(October 20149)



13. Importance of quality — WHO guidelines / audit of

national regulatory authorities
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14. Ensuring quality products — Ongoing actions by country

regulators
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15. Quality issues due to toxic contaminants —

USFDA issues guidance for industry.

Testing of Glycerm, Propylene Glycol, Maltitol
Solution, Hydrogenated Starch Hydrolysate,
Sorbitol Solution, and other High-Risk Drug

Components for Diethylene Glycol and
Ethylene Glycol

Guidance for Industry

Thiv guidance iy for immediate implementation.
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16. Quality through effective control of impurities in drug

products

Indian Drug/ Medical Device Re...
Dr. Appaji PV « You
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Removal of anti acid drug reportedly / potentially
carrying cancer causing impurity ( NDMA) from
market .

Plea file in Gujarat High court.

- regulators and major manufacturers given notice !
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Plea in HC for removal of drugs like NDMA,
DCGI & FDCA get notice



17. Ensuring quality through good Quality Control procedures —

initiatives of Indian Pharmacopoeia commission (IPC)

347 drug monographs under revision for next year in
Indian Pharmacopoeia (I P).

.S more




18. Ensuring quality through good Quality Control procedures —

initiatives of Indian Pharmacopoeia commission (IPC)

-7 Dr.'Appaji PV -« You
2w -+ s

Reference standards and their importance in
determination of product purity - an important meet
being organised by Indian Pharmacopoeia
Commission ( IPC), Govt of India.

Dt 10. 5. 2023.

- Every manufacturer should depute QC seniors for
participation.

- knowledge is the primary requirement for ensuring
quality !

L bk 2

" IPC Interactive Meet on Pharmacopoeia Standards:
Regulatory and Quality Considerations at Niper,
Mohali on 9th June, 2023"



19. Quality issues — Risk based inspections initiated by

Central and State Drug Regulators

76 joint inspections of potentially GMP violating
Pharma companies in 20 states - licenses of 18
manufacturing units cancelled. ...S€ee more

Govt cancels licenses of 18 pharma
companies allegedly manufacturing spurio...



20. Quality issues — Recent actions by drug regulators for

non-compliances

= The Tribune Q
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Solan, May 25

The Drugs Control Administration (DCA)
has ordered 11 pharmaceutical firms
located in the industrial hub of Baddi-
Barotiwala-Nalagarh, and Sirmaur and
Kangra districts to stop manufacturing
after critical observations were detected in
its functioning during risk-based
inspections done recently. Navneet
Marwaha, State Drugs Controller, said, "As
many as 29 firms were inspected in
the second phase of the inspections
undertaken jointly by the state DCA
and the Central Drugs Standard
Control Organisation in the last two
months.”

“While 11 have been told to shut
manufacturing operations owing to critical
flaws pertaining to Schedule M of the Good
Manufacturing Practices (GMP) of the
Drugs and Cosmetics Act, 1940, show

V' Ise notices have been issued to the



21. Quality issues — Govt holds a brainstorming session of

drug regulators for better compliance

= BusinessStandard £ & Q

Home  E-paper Market Opinion Politics Elections |

Home / Current Affairs / News / National / Go...

Govt to organise 'Chintan
Shivir' with focus on drug
quality regulation

The Chintan Shivir will be held for two days
from February 26- 27, 2023 at Shanti Vanam
in Hyderabad

ANI General News
:




22. Quality issues — Govt’s mandate to test all

exported cough syrups

Indian Regulatory Affairs Profe...
Dr. Appaji PV - You
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Exporters of Cough syrups to get them tested in
central Govt drug testing labs and NABL accredited
state Govt labs. CoA copies to be ...5ee more



23. Regulatory compliances — Procedure for testing Cough

syrups for exports.
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Cough syrups for exports : DCGI notifies procedure
and documents to be submitted by manufacturers |
exporters - Also provide format for CoA [ analysis
report to be given by Govt Lab.

DEG [ EG content : not more than 0.1%.

Dt 25.05.2023.

e

Documents [/ samples to be submitted:
- Covering letter from the manufacturer/exporter on
letter head addressed to concerned laboratory.

- Manufacturing license of the product for export
purpose.

- Export order

- Representative sample from the export
consignment.

- Thrice the quantityrequired for performing complete
analysis of the sample.

- Qualitative composition of product including
excipients,

- Certificate of analysis by the manufacturer of the
particular batch and method of analysis (STP).

- Reference/working standard (with traceability
certificate) and Placebo as applicable.



24. Quality issues — Govt’s initiative to strengthen regulatory

systems

Proposal to give authorisation for manufacturing
license to central regulator - provision made in the
draft of New Drugs , Cosmetics and ...5ee more
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25. Quality issues; The menace of fake drugs — Govt’s

proposal for mandatory barcodes on top selling medicines

= ThePrint

‘ subscribe now! "

Soon 300 drug
formulations to have
mandatory bar codes on
packages
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26. Importance of BA/BE data — Govt proposes registration

of Clinical Research Organizations ( CRO )

Govt mandates registrations and renewals for Clinical
Research Organisations ( CROs ). Draft rules under
NDCT published. ...S€e more




27. Quality issues in exported formulations — Govt’s initiative

for track and trace barcoding

Track & trace bar coding for exported
formulations : implementation date extended
upto 1st August 2023,

- Govt had introduced this proposal long
time before ( about Year 2012).

- it was mainly proposed to make India’s
image in overseas countries as a trusted
supplier of quality generics.

- 1 was DG, Pharmexcil during that time and
explained the benefits and problems of this
scheme to Govt and industry.

- Due to strong opposition from MSME sector
on account of huge costs involved in
barcoding and parent child relation linkage (
serialisation ) , the part relating to parent
child maintenance is getting postponed
continuously for last several years.

- as the problem is still not resolved, Govt has
again extended the implementation date to
1st Agust 2023.



28. Quality of medicines — Importance of APls

QR Codes on active
pharmaceutical ingredients
mandatory vide Drugs
(Amendment) Rules, 2022

On January 18, 2022, the Ministey of Health and
Familv Welfare has notified the Drugs
endine

Am ) Rules, 2022 to further amend the
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29. Making country self-sufficient with important drugs —

Govt’s initiative under PLI schemes.

The goverment launched 538
the PLI scheme for
pharmaceuticals in 2021
with a financial outlay of
%15,000 crore over a period of six
years. So far, 55 applicants have been
selected under the scheme, including
20 Micro, Small & Medium Enterprises

(MSMES). 22-Feb-2023

1 https://www.thehindu.com » business
Sales incentives worth 165.74 crore
released to four pharma companies ...



30. DCGI notifications & circulars - compilation
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31. THANKS FOR YOUR ATTENTION .

LET US ALL UPDATE REGULARLY ABOUT QUALITY RELATED REGULATIONS AND
IMPLEMENT THEM SINCERELY IN OUR UNITS — Quality is the first requirement in
making of medicines.




