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2. India’s self-dependency in essential drugs –
Present scenario in the domestic market ( as on April 2023 )

.

• Domestic market size Rs 2.02 lakh Crores

• Annual growth 9.83 %

• Top company : SUN Pharma

• Top brand : Mixtard

• Top therapy : Cardiac



3. Indian pharma in Domestic Market –
Top 40 Pharma companies

.

Top five include :

• Sun Pharma – Rs 15,504 crores

• Abbott          - Rs 12,515 crores

• Cipla             – Rs 11,006 crores

• Mankind      – Rs 8958 crores

• Alkem – Rs 8,262 crores



4. QUALITY - THE CRITICAL REQUIREMENT FOR ANY MEDICINE

Quality of a product is highly essential. It provides 

assured patient safety and effectiveness of 

medications. Quality can be achieved through 

enforcement of effective Quality Management 

Systems.



5. Quality – Importance of Quality Management Systems          

( QMS )

QMS :

• achievable by setting proper SOPs

• ensures patient safety.

• ensures waste reduction & process 

improvements. 

• enable withstanding competitive 

environment.

• ensures consistent high quality



6. Quality issues – manufacture of sub-standard drugs

• Drug regulators regularly pick up 

samples all over the country & 

publish test reports.



7. Quality issues - Menace of fake / spurious drugs 

Fake /spurious  anti-cancer 

drugs with imported made in 

Germany label are also found. 

Quality completely 

compromised.



8. Quality issues : cough syrups containing toxic 

contaminants

Some cough syrups made in India have reportedly caused 

deaths in Gambia – DCGI said that adequate data was not 

provided by WHO



9. Quality Issues – Cough syrups made in Indonesia (toxic 

contaminants )

Toxic contaminants present in cough 

syrups made by in Indonesian industry 

have reportedly caused Children’s deaths. 



10. Quality issues – Product recalls

Thyronorm is a widely used drug by several thyroid patients. 

Due to an error in labelling of strength of the tablets ( 25mcg as 88 

mcg ), the manufacturer has made very effective efforts for recall 

of the product. 



11. Quality issues – Common observations by USFDA

• Procedures not followed

• Issues with laboratory controls

• Inadequate investigations 

• Incomplete / absence of written procedures

• Cleaning & maintenance related issues

• Improper computer control systems

• Inadequate validations

• Improper calibrations / inspections



12. Quality issues – Importance of Data Integrity

Data integrity is a major observation in many of the 

USFDA audits of Indian companies. USFDA / WHO / 

ICH etc regularly issue updated guidelines for 

compliance. 



13. Importance of quality – WHO guidelines / audit of 

national regulatory authorities

WHO in its periodical audits of national regulators, verifies the 

quality management systems being adopted by various national 

regulatory authorities and gives them grading. Our regulator 

received good grading in vaccine regulations etc.



14. Ensuring quality products – Ongoing actions by country 

regulators

In order to ensure quality (safety and efficacy ) of drugs in the 

market, national regulators are vigilantly taking appropriate and 

times actions. Some such decisions taken in 2022 include :

• Titanium dioxide no longer considered as safe

• Guidelines for medical devices cybersecurity

• Guidelines by WHO for evaluation of biosimilars

• Guidelines on excipients in the labelling and package leaflet



15. Quality issues due to toxic contaminants –
USFDA issues guidance for industry. 

National Regulators are vigilant to quality 

issues. USFDA issued guidance paper for 

detection of toxic contaminants like DEG & EG in 

some commonly used solvents.



16. Quality through effective control of impurities in drug 

products

NDMA, a potentially cancer causing impurity,  is recently found in

Drugs like Ranitidine etc. All Regulatory agencies thoroughly studied 

about this new impurity molecule and published general paragraphs

for detection & estimation to ensure presence of NDMA within

limits. Some NGO’s have recently filed petitions for banning drugs

reportedly containing NDMA impurity. 



17. Ensuring quality through good Quality Control procedures –
initiatives of Indian Pharmacopoeia commission (IPC)

Indian Pharmacopoeia commission has been actively updating

Drug monographs. It has recently announced review of 347

Drug monographs. 



18. Ensuring quality through good Quality Control procedures –
initiatives of Indian Pharmacopoeia commission (IPC)

IPC has proposed and interactive meet with industry

on Pharmacopoeia standards: Regulatory & Quality considerations at 

NIPER Mohali on 9th June 2023



19. Quality issues – Risk based inspections initiated by 

Central and State Drug Regulators

With increasing reports of Quality failures of Indian 

made medicines in domestic and overseas markets, 

Govt has initiated a scheme of preparing a list of risk 

based companies, conducting regular inspections 

throughout the country and has been stopping / 

suspending / cancelling manufacturing activities.



20. Quality issues – Recent actions by drug regulators for 

non-compliances 

• 29 Firms inspected - jointly

• Closure of 11 pharmaceutical firms



21. Quality issues – Govt holds a brainstorming session of 

drug regulators for better compliance

A brainstorming session was held under the chairmanship 

of honourable Minister, Sri Mansukh Mandaviya with 

senior officers Of State and Central Drug Control 

Organizations & several Decisions were made for improving 

Quality Systems through effective regulatory mechanisms.



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

exported cough syrups 

Govt has issued a notification on 22nd May 

2023 for testing  all syrups for exports for 

toxic contaminants .  



23. Regulatory compliances – Procedure for testing Cough 

syrups for exports.

DCGI has circulated procedure to be followed for 

submission of samples of Cough syrups, intended

For export markets.



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

systems

In order to ensure uniform and effective regulatory mechanism 

for the whole country, Government is proposing to make central 

regulator as authority for issue of manufacturing licenses. The 

bill needs to be approved in the Parliament.



25. Quality issues; The menace of fake drugs – Govt’s 

proposal for mandatory barcodes on top selling medicines

Keeping in view the large number of regular reports on 

presence of fake drugs in the market and the difficulties for 

total vigilance of all drugs in the market, Govt has mandated 

for barcoding for 300 top selling brand named products where 

authenticity of the product can be verified by scanning the 

barcode. Implementation date extended to 1st August 2023.



26. Importance of BA/BE data – Govt proposes registration 

of Clinical Research Organizations ( CRO )

Clinical data plays an important role in 

establishing efficacy of a drug product. Keeping in 

view several complaints from overseas regulators, 

Govt has initiated regulatory controls on CROs



27. Quality issues in exported formulations – Govt’s initiative 
for track and trace barcoding 

There were instances of fake drugs and quality faliures

in exported formulations in the past also. Govt , 

through PHARMEXCIL had initiated implementation of 

Track & Trace barcoding in the year 2011 itself. 

However due to genuine  issues raised by MSME 

companies, it is implemented partially at present. 

Implementation of serialization is extended up to 1st

Aug 2023.



28. Quality of medicines – Importance of APIs  

APIs play a significant role in the quality of manufactured 

medicines. Keeping in view several reports of movement of fake 

APIs in the market, Govt has initiated QR code requirement on 

the labels of APIs marketed by manufacturers. It has come into 

force since 1st January 2023



29. Making country self-sufficient with important drugs –
Govt’s initiative under PLI schemes.

While India is self-dependent for over 90% of domestic 

requirements of medicines, the situation is not the same the 

case of API’s which are crucial inputs for medicines. Govt has 
encouraged Production of such API’s and other drugs through 
PLI ( Production Linked Incentive ) schemes. Govt recently 

disbursed 165.74 crores rupees to four companies.



30. DCGI notifications & circulars - compilation

Good amount of data is available on DCGI website & 

nicely compiled regularly by 

Mr Rakesh Dahiya, Drug Licensing Authority of Haryana. 

https://thehealthmaster.com/author/rakeshdahiya/


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.


