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U{orqukwo 

S 
onepat, Haryana ï Regulators from 
the Central Drugs Standard Control 
Organization (CDSCO), Food and 

Drugs Administration (FDA) Haryana, 
the Drug Control Department Delhi, and 
pharmaceutical stakeholders from across 
India, especially from Haryana gathered in 
Sonepat, Haryana, on April 26, 2025, for a 
groundbreaking ñSymposium on 
Dissolution Science and Drug 
Development.ò 

This important event, held at Rishihood 
University, Sonepat, was a collaborative 
effort by the All India Pharmaceutical 
Associations Consortium (AIPAC) in 
collaboration with the prominent regulatory 
bodies and industry associations. 

The impressive list of organizers included 
the Food and Drugs Administration (FDA) 
Haryana, the Haryana Pharmaceutical 
Manufacturers Association (HPMA), the 
Indian Pharmacopoeia Commission (IPC), 
the Society for Pharmaceutical Dissolution 
Science (SPDS), the National Institute of 
Pharmaceutical Education & Research 
(NIPER-SAS Nagar), and the Indian Drugs 
Manufacturers Association (IDMA) 

Gzrgtvu"vq"Cfxcpeg"
Rjctocegwvkecn"
Gzegnngpeg 

The symposium served 
as a vital platform, 
bringing together 
regulators, seasoned 
industry experts, and 
leading academics. 

The primary focus was 
to foster in-depth 
discussions on the latest 
innovations and 
persistent challenges 
within the realm of 
dissolution science, an 
important issue of the 
pharma sector. 

Understanding how 
drugs dissolve in the 
body is paramount for 
ensuring their efficacy and safety, making 
this field critical for drug development and 
quality assurance. 

Mg{pqvg"Cfftguu 

(Continued on page 31) 
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Editorial 
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Rakesh Dahiya 

Editor-in-Chief 
DCOIWA Newsletter 

 

The Pulse of Progress: 
DCOIWA Newsletter: 
Empowering Our Ranks 

T 
he arrival of the DCOIWA Newsletter 
on the first of every month serves as a 
vital lifeline, connecting and informing 

the dedicated members who stand as guardians 
of public health across India. This monthly 
publication is more than just a collection of 
articles and news; it is a testament to the 
proactive spirit and unwavering commitment 
of our association to knowledge sharing, 
professional development, and the collective 
well-being of its members. 

This month's edition is a particularly rich 
tapestry, weaving together threads of critical 
regulatory updates, practical guidance, and 
insightful analyses that are directly relevant to 
the daily responsibilities of a Drugs Control 
Officer. The Editor-in-Chief's message 
undoubtedly sets the tone, perhaps highlighting 
recent achievements or outlining future 
directions for the association. 

Delving into the exclusive articles, we find a 
comprehensive overview of pressing issues 
within the pharmaceutical landscape. The write
-up on recalling banned drugs in India is 
crucial, providing insights into the 
complexities and procedures involved in 
safeguarding the market from substandard or 
harmful medications. Similarly, the detailed 
procedure for obtaining a license to 
manufacture drugs for testing and analysis 
purposes offers invaluable clarity for those 
involved in quality assurance and research. 

The inclusion of an article on FSSAI's food 

labelling and display regulations underscores 
the interconnectedness of public health 
domains and the need for our members to have 
a broader understanding of allied regulatory 
frameworks. The gap analysis for the Revised 
Schedule-M is timely and essential, equipping 
our officers with the knowledge to effectively 
implement the updated Good Manufacturing 
Practices, a cornerstone of pharmaceutical 
quality. 

The piece on Blood Centre design, function, 
and biosafety is particularly significant, given 
the critical role blood banks play in healthcare 
and the stringent standards required to ensure 
the safety of blood products. Furthermore, the 
review of the legal aspects of filing complaint 
cases under the Drugs & Cosmetics Act, 1940, 
is an indispensable resource, empowering 
officers to navigate the legal intricacies of their 
enforcement duties. The inclusion of the 
Regulatorôs Guide to Pharmaceutical Quality 
Systems (PQS) further emphasizes the 
importance of a robust quality culture within 
the industry. 

The newsletter extends beyond theoretical 
knowledge by incorporating practical 
workshops. The session on Bench Chemists 
likely provided hands-on insights and best 
practices for laboratory work, while the 
common observations on Blood Centres would 
have offered valuable lessons learned and areas 
for improvement. The workshop on the Gap 
Analysis of revised Schedule M would have 
facilitated a deeper understanding and 
smoother implementation of the new 
guidelines. 

The inclusion of PowerPoint presentations as 
part of the newsletter is an innovative approach 
to knowledge dissemination. The guidelines 
for arresting offenders in cognizable offenses 
under the Drugs and Cosmetics Act, 1940, are 
a vital tool for effective enforcement, ensuring 

(Continued on page 4) 
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that officers are well-versed in the legal 
protocols. The presentation on Medication 
Safety likely reinforces the fundamental 
principles of pharmacovigilance and patient 
safety. 

The "News Articles" section provides a 
comprehensive snapshot of the dynamic 
pharmaceutical and regulatory landscape 
across India. From the symposium in Haryana 
on Dissolution Science and the inauguration of 
a State Drug Testing Laboratory in Nagaland 
to the stricter rules for OTC drug sales and the 
numerous raids on illegal MTP kits, the 
newsletter keeps members abreast of critical 
developments on the ground. The significant 
increase in pharmaceutical plants in Gujarat, 
the crackdown on illegal codeine syrup 
networks in Telangana, and the Delhi High 
Court's directive on cough syrup warning 
labels highlight the diverse challenges and 
proactive measures being undertaken 
nationwide. 

The ICMR's recommendation to ban 
Nimesulide for specific age groups and the 
major drug seizures in Telangana underscore 
the ongoing efforts to protect public health 
from potentially harmful or illicit substances. 
The appointment of new Drug Inspectors in 
Delhi and Tamil Nadu signals a strengthening 
of the regulatory workforce. The government's 
restrictions on cold medicine for young 
children and the scrutiny of unapproved Fixed 
Dose Combinations reflect a commitment to 
evidence-based regulation. 

The news of counterfeit medicines being 
seized in Delhi and Gujarat, along with the 
cancellation of licenses of medical stores in 
Maharashtra, serves as a stark reminder of the 
constant vigilance required to combat the 
menace of spurious drugs. The CDSCO's 
initiative on online neutral codes and 
certificates for medical devices and the updates 
to medical device classification demonstrate 

the evolving regulatory landscape for this 
crucial sector. The procurement of 
spectrophotometers by Gujarat FDCA 
emphasizes the importance of robust drug 
quality control infrastructure. 

Finally, the inclusion of news about the 
upcoming 3rd Annual Congress of DCOIWA 
in Hyderabad fosters a sense of community 
and provides a platform for further learning 
and networking. The regular updates on 
CDSCO, State FDAs, IPC Alerts, banned 
drugs, DPCO 2013, NDPS drugs, clinical 
trials, important notifications, events, 
promotions, retirements, new members, NSQ 
sample lists, FAQs on cosmetics, and testing 
laboratory notifications ensures that members 
have a single, reliable source for staying 
informed on a wide range of pertinent issues. 

In conclusion, the DCOIWA Newsletter is an 
indispensable tool for its members. It not only 
disseminates crucial information but also 
fosters a sense of unity and shared purpose 
among Drugs Control Officers across the 
nation. By consistently delivering timely, 
relevant, and comprehensive content, the 
newsletter empowers its readers to perform 
their duties with greater knowledge, efficiency, 
and dedication, ultimately contributing to a 
safer and healthier India. We commend the 
editorial team for their tireless efforts in 
producing this invaluable resource, which truly 
serves as the pulse of progress for the Drugs 
Control Officer (I) Welfare Association. 

---------- 

(Continued from page 3) 
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G. Koteshwar Rao 

Former: 
Approved Mfg Chemist ( AP) 
Approved Analytical Chemist , AP(, 
Ex. Govt Jr.Analyst, AP ( microbiology) 
Community Pharmacist( Bahrain) 
And former drug regulator AP 

A brief write up on Recalling banned 
drugs in India. 

Under the Drugs and Cosmetics Act, 1940, the 
withdrawal of a banned drug from the market in India 
involves the responsibilities of multiple stakeholders, 
including drug inspectors, manufacturers, dealers, and 
retailers: 

1. Drug Inspector 

Monitoring and Surveillance: Ensure that banned 
drugs are not being sold or distributed in their 
jurisdiction. 

Inspection: Conduct regular inspections of pharmacies, 
distributors, and manufacturers' facilities. 

Seizure and Reporting: Seize banned drugs if found 
and file reports with higher authorities. 

Legal Action: Initiate legal proceedings against 
violators who continue to stock or sell banned drugs. 

Awareness: Inform stakeholders about the banned 
status of the drug. 

2. Drug Manufacturer 

Immediate Cease of Production: Stop the 
manufacturing of the banned drug immediately. 

Recall of Stock: Issue recall notices to distributors and 
retailers to withdraw all existing stocks of the drug. 

Disposal: Ensure proper disposal of the banned drugs 
in accordance with environmental and safety norms. 

Reporting: Inform drug authorities about the progress 
of the recall and disposal process. 

3. Drug Dealer (Wholesaler/Distributor) 

Cease Distribution: Immediately halt the distribution 
of the banned drug. 

Stock Management: Segregate and hold banned drug 
stocks securely to prevent further sales. 

Recall Coordination: Cooperate with manufacturers to 
facilitate the recall process. 

Documentation: Maintain records of stock returned to 
manufacturers or disposed of. 

4. Drug Retailer (Pharmacies and Shops) 

Cease Sale: Stop the sale of the banned drug 
immediately. 

Segregation: Remove banned drugs from shelves and 
keep them in a separate, secure location. 

Return/Disposal: Return the stock to the distributor or 
follow instructions for safe disposal. 

Informing Consumers: Notify customers if required, 
especially for prescription drugs with recurring use. 

Penalties for Non-Compliance: 

Non-compliance by any stakeholder can lead to 
penalties, including imprisonment and fines, as 
prescribed under Sections 18 and 27 of the Drugs and 
Cosmetics Act. 

Would you like detailed examples of drugs that were 
banned and how the withdrawal process was handled? 

Compiled by 

G. Koteshwar Rao 

A brief write up on Recalling banned drugs in India 
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Rakesh Dahiya 
 
 
Editor-in-Chief, 
DCOIWA News 
SDCO cum Licensing Authority, 
FDA Haryana 
 
Documents required 

For obtaining License to manufacture 
drugs for purposes of examination, test or 
analysis, the list of documents required is 
provided below. Download the pdf file and 
prepare the documents accordingly. 

Documents-required-for-obtaining-License-to-
manufacture-drugs-for-purposes-of-
examination-test-or-analysis  

Procedure 

Procedure for obtaining License to 
manufacture drugs for purposes of 
examination, test or analysis. Download 
the pdf file for more detail and prepare 
the documents accordingly. 

Procedure-for-obtaining-license-to-to-
manufacture-drugs-for-purposes-of-
examination-test-or-analysis  

Form 

Download the pdf file and prepare the 
Form accordingly and submit the required 
fee. 

Download the below pdf file for obtaining 
the said license 

Form-30 

Download fee structure 

Click below link to download the fee 
structure of all types of drug licenses 

License fee structure for all licenses  

Submit your application (Online and / or 
hard copy) to State Drugs Controller / 
Licensing Authority of your area after 
completing all the required documents. 

Download area requirement 

Click below link to download the 
requirement for the manufacturing of 
Drugs, Cosmetics, Homoeopathic and 
Blood Centre 

Area requirement for manufacturing  

Compiled by: 

Rakesh Dahiya 

SDCO cum Licensing Authority 

FDA Haryana  

Click here for more articles of the Author 
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https://thehealthmaster.com/author/rakeshdahiya/
https://thehealthmaster.com/?s=fda+haryana
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Dipika Chauhan 

Former, Deputy Commissioner 

FDCA Gujarat 

 

Hqqf"Ncdgnnkpi 
Continued froméé. FSSAI: Food 
Labelling and Display ï Chapter-16 

Iwkfcpeg"cpf"kpuvtwevkqpu"hqt"Hqqf"
Ncdgnnkpi 

Fkurnc{" Enctkv{<" Iwkfgnkpgu" hqt"
Rtkpekrcn"Fkurnc{"Rcpgn 
 

The principal display panel 
plays a crucial role in 
conveying essential 
information about a product to 
consumers. 

To ensure clarity and 
standardization, specific 
guidelines are outlined 
concerning the arrangement of information 
and the dimensions of this primary display 
area. 

30"Cttcpigogpv"qh"Kphqtocvkqp 

Itqwrkpi"qh"Kphqtocvkqp< 

¶ The information required under these 
regulations should be grouped together and 
presented at one place on the principal 
display panel. Alternatively: 

For pre-printed information, it should be 
grouped together in one place, and online 
information or non-pre-printed 

information 
should be 
grouped 
together in 
another 
place. 

40" Ctgc"

UrgekὌecvkqpu 

Tgevcpiwnct"
Rcemcigu< 

For rectangular 
packages, the 
principal display 
panelôs area should 
not be less than 
forty percent of the 
product of the height and width of the 
panel with the largest area. 

E{nkpftkecn."Tqwpf."Qxcn"Rcemcigu< 

For cylindrical, round, oval, or nearly oval 
packages, the principal display panelôs 
area should not be less than forty percent 
of the product of the height and average 

circumference of the package. 

Qvjgt"Ujcrgu< 

For packages of any other shape, 
the principal display panelôs area 
should not be less than twenty 
percent of the total surface area 
of the package. 

Uocnn"Rcemcigu< 

In the case of packages with a capacity 
of ten cubic centimeters or less, the 
principal display panel may be a card or 
tape firmly affixed to the package, 
bearing the required information under 
these regulations. 

50"Jgkijv"qh"Pwogtcnu"cpf"Ngvvgtu 

UrgekὌecvkqpu< 

¶ The height of any numeral and letter 
required under these regulations on the 
principal display panel should adhere to the 
specified standards. 

To be continuedéé. FSSAI: 
Food Labelling and Display ï 
Chapter-18 (Coming soon) 

Source: Dipika Chauhan 

 

 

FSSAI: Food Labelling and Display ï 
Chapter-17 
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$ÒȢ !ÒÖÉÎÄ ( :ÁÌÁ  
Assistant Commissioner 

FDCA Gujarat 

Tgxkugf"Uejgfwng"O 

The revised Schedule M, notified in January 
2024, introduces stricter standards aimed at 
improving the quality and safety of 
pharmaceutical products. 

Download notification 

The government has further issued a final 
notification vide GSR 127(E) dated 11-02-
2025 regarding the extension of the deadline 
for revised schedule M, and now the 
timeline has been extended till 31-12-2025. 

Download notification 

The manufacturers have to submit the 
application, including a detailed plan outlining 
a roadmap for gap analysis and to upgrading 
their facilities to meet the requirements 
of revised Schedule M. We have provided 
key points on gap analysis. 

WHO-TRS Implementation: 

Previous Schedule-M:  

No requirement to follow Technical report series which 
were published, time to time, by WHO. No co-relation or 
mandate to implement TRS. 

Revised Schedule-M:  

The guidelines published by the World Health Organization 
(WHO) on following aspects relating to GMP through their 
Technical Report Series from time to time shall be 
considered for general guidance purposes:-  

(1) Guidelines on the principles of airflow directions, air 
filtration standards, temperature, humidity and related 
parameters.  

(2) GMP guidelines regarding the design, installation and 
operation of pharmaceutical water systems including 
guidance about which quality of water to use for specific 
applications, such as the manufacture of APIs and dosage 

forms.  

(3) Guidelines on design, installation, qualification and 
maintenance of the HVAC systems of the manufacturing 
plant.  

(4) GMP guidelines for validation.  

(5) Guidelines on packaging of pharmaceutical products. 

Water system: 

Previous Schedule-M:  

For core manufacturing area of tablet, capsules, sachets, 
oral liquid and external manufacturing area, Water having 
purified water IP specification was mandatory. But, the 
purified water generation system, storage, and circulation 
were not address in depth.  

Revised Schedule-M:  

While in revised schedule-M, no special instructions for 
water specification. But, special note of TRS-WHO 
implementation, constraint the manufacturers to made 
mandatory, water generation system, storage tanks, re-
circulation, pumping, treatment of water, etc as par with 
current TRS of WHO. 

Environment control: 

Previous Schedule-M:  

For core manufacturing area of tablet, capsules, sachets, 
oral liquid and external manufacturing area, AHU was 
mandatory. But, Final filter to blow air in the core room, 
was having 5-micron filters. 5-micron filters, installed at 
terminal or plenum, were adequate. No classification was 
mandatory. 

Revised Schedule-M:  

For core manufacturing area of tablet, capsules, sachets, 
oral liquid and external manufacturing area, AHU is 
mandatory. CLASS-D classification is made mandatory. 
Final filter to blow air in the core room, should be having 
0.3-micron HEPA filters. 0.3-micron HEPA filters, should 
be installed at terminal side only, not at plenum side. 

Cross-contamination-1: 

Previous Schedule-M:  

Airlocks were not mandatory at each entry of the core 
manufacturing rooms. The room pressure differentials were 
to be provided at negative side for TABLET, CAPSULE, 
SACHETS, or POWDER GENERATING 

(Continued on page 16) 

Gap analysis for Revised Schedule-M 
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FORMULATIONS, as compare to adjacent lobby, which 
was without any classification.  

Same way, the room pressure differentials were to be 
provided at positive side for ORAL LIQUID formulations, 
as compare to adjacent lobby, which was without any 
classification. 

Revised Schedule-M:  

Airlocks are made mandatory at each entry of the core 
manufacturing rooms. The room pressure differentials 
should be provided at positive side for ORAL LIQUID 
formulation, as compare to adjacent airlock.  Airlock should 
be provided with 0.3-micron HEPA filters having CLASS-
D classification. 

Cross-contamination-2: 

Previous Schedule-M:  

For core manufacturing area of tablet, capsules, sachets, 
oral liquid and external manufacturing area, Separate 
MATERIAL TRANSFER AIRLOCKS and MEN ENTRY 
AIRLOCKS were not mandatory. Pass-box provided were 
not made mandatory with classification. No classification 
was mandatory. 

Revised Schedule-M:  

For core manufacturing area of tablet, capsules, sachets, 
oral liquid and external manufacturing area, Separate 
MATERIAL TRANSFER AIRLOCKS and MEN ENTRY 
AIRLOCKS are made mandatory. Both MAL and PAL are 
made mandatory with classification having CLASS-D. If 
pass-box are provided, they are made mandatory with 
classification. Passbox between two rooms having same 
CLASS-D qualification, may be static pass-box. But, pass-
box between two rooms having different classification (i.e. 
between Classified area and Non-Classified area), should be 
with dynamic system (Having 0.3-MICRON HEPA filter). 

Cross-contamination-3: 

Previous Schedule-M:  

For core manufacturing area of SEX HORMONE, 
STEROIDS and CYTOTOXIC Substances (API as well as 
Formulation), Separate Manufacturing facility was 
mandatory. But, cross-contamination, personal safety and 
environment safety systems were not addressed, in details. 

Revised Schedule-M:  

For core manufacturing area of SEX HORMONE, 
STEROIDS and CYTOTOXIC Substances (API as well as 
Formulation), Separate SELF-CONTAINED 
Manufacturing facility is made mandatory.  

Separate entry, separate staff, separate Air handling systems 
are made mandatory.  

All manufacturing critical equipment and processes are 
made mandatorily in CLOSED SYSTEM or Barrier 
technology.  

For personals working in above category of API or 
Formulation, Self-contained breathing apparatus (SCBA) 
with HEPA -N95 filter, with Central breathing air supply 
system having controlled temperature, humidity, Carbon 
dioxide, carbon monoxide, and Sulphur dioxide, with ISO 
standard, are made mandatory.  

No direct air venting to outside environment. Air shall be 
exhausted to outside through HEPA filters only. No re-
circulation of Air TO CRITICAL MANUFACTURING 
AREA OF ABOVE PRODUCTS. Single pass air handling 
systems with NO RECIRCULATION are made mandatory. 
Exhaust of return air should be performed by bag to bag 
system having HEPA filets.  

For personals, who are exiting from critical manufacturing 
area, should be passed through AIR SHOWER, MIST 
SHOWER or WATER SHOWER, are made mandatory. 
The self-contained air shower system should be with HEPA 
filter supply and inter-lock doors. The gowning should be 
thrown for de-contamination during exit of the critical 
manufacturing area of above products.            

Contract and agreements 

Previous Schedule-M:  

Production under loan license or contract manufacturing or 
contrct analysis and other activities were not addressed in 
previous schedule-M. 

(Continued from page 15) 
 

(Continued on page 17) 

Gap analysis for Revised Schedule-Mé..continue 
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Revised Schedule-M:  

Loan license contract with complete understandings of 
products, work, testing, quality issues, responsibilities, 
liabilities, monitoring and review. The contract system is 
addressed in depth, in revised schedule-M para 9 of general 
chapter.  

Other contracts like Outside testing of product, technology 
transfer, stability testing study before manufacturing 
license, or validation/calibration contracts, Waste disposal 
contracts, and other relevant contracts, are made mandatory, 
in revised schedule-M para 9 of general chapter. 

Other activities in manufacturing area 

Previous Schedule-M:  

For manufacturing area of API as well as Formulation, 
Separate Manufacturing facility was not mandatory for 
other activities.  

Revised Schedule-M:  

For manufacturing area of API as well as Formulation, the 
facility should be exclusively for production of DRUGS. 
No other manufacturing activity shall be undertaken 
therein.  

Computerized Systems 

Previous Schedule-M:  

limited aspects were covered 

Revised Schedule-M:  

Newly added as separate principle with specific 
requirements complying global standards. Very significant 
section regarding the regulatory agencies' present strategy. 
The qualification, validation, review, and data management 
related to computerized systems are covered in detail in this 
section.  

Validation needs to be grounded in the system's complexity, 
diversity, and criticality. Any modifications to the 
electronic system must follow a change procedure with 
upholding and approving each and every record. These 
documents will show that the system is kept up to date and 
validated.  

There must be a backup system in place to ensure that 
documents are never permanently lost because of failure or 
collapse of the system. Computerized systems must be 
equipped with sufficient safeguards against unwanted 
access or modifications to the data. 

 

Pharmaceutical Quality System (PQS), Quality 
Risk Management, Product Quality Review 

Previous Schedule-M:  

No section in existing 
Schedule M or nor 
mentioned in sub 
chapters of quality 
system. 

Revised Schedule-M:  

Newly added. Separate specific requirements mentioned. 

 

Qualification and Validation Product process 
validation 

Previous Schedule-M:  

These requirements are specified with minimum emphasis. 
six product specific manufacture requirements are specified. 

Revised Schedule-M:  

Newly Added. Detailed requirements of equipment 
qualification along with process validation are specified. In 
revised Schedule M, another 5 categories are added. Total 
11 product specific manufacture requirements are specified. 

Self-inspection, quality audits and suppliersô 
audits and approval 

Previous Schedule-M:  

The activity is limited up to internal inspection 

Revised Schedule-M:  

This activity is more clarified and extended beyond self-
inspection towards supplier approval through quality audits 
of his premises and processes. 

Documentation 

Previous Schedule-M:  

General principles of good documentation practices and 
electronic documents were mentioned.  

Revised Schedule-M:  

Specific requirements are mentioned as per ALCOA 
principles from global standards. ALCOA: - Attributable, 
Legible, Contemporaneous, Original and Accurate. 

Compiled by:  

Source: $ÒȢ !ÒÖÉÎÄ ( :ÁÌÁ  
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Blood Centre :  Design, Function and  Biosafety 
A blood centre should have a suitable location and 
construction to function optimally. The blood centre should 
be designed to ensure a safe operational environment for 
both the donors and the staff taking care of norms of 
biosafety with minimum risk to the personnel involved. In 
INDIA, the design of Blood Centre is regulated by norms 
specified in Drugs and Cosmetic act.1940 and Rules 1945.  
The major areas of blood centre are : 
 
A. Blood Donation Complex includes  
i. Waiting Area 
Ii. Donor registration area. 
Iii. Counsellor room. 
Iv. Medical examination room. 
V. Blood collection area. 
Vi. Refreshment room. 
 
B. Laboratory Areas 
i. Blood group serology laboratory. 
Ii. Infectious marker testing laboratory. 
 
C. Component preparation room. 
D. Washing/Sterilization room. 
E. Office/Store/ Record areas. 

 
Blood donation complex 
 

The blood donation complex is usually located in that part 
of the hospital which has easy access to the public without 
having to intermingle with patients and hospital staff. This 
is a sensitive area as haemoglobin testing of blood donors 
and blood collection is done here. This involves the use of 
needles which are a prime biosefety hazard.  The general 
public has access to this area, and therefore it is all the more 
important to ensure the biological safety of both the staff 
and the blood donors. To this end, first and foremost, this 
area should be segregated from other areas of blood centre 
except for the office area. A functional plan is advisable in 
which written signage and structural cues direct the donor 
along the óô path of donorò. Overcrowding should be 
avoided at all costs, and  unauthorized persons must not be 
allowed into the blood collection room. Each blood 
collection couch should have all the required equipment and 
consumables as a separate unit. The blood collection room 
is an area where gross quantities of blood are handled and 
thus at risk of spills; therefore, it is advisable to have 

washable floors and walls. Air conditioning is essential as it 
facilitates biosafety measures . Illumination should be 
adequate and uninterrupted power supply with a backup is 
essential to prevent accidents during phlebotomy and blood 
collection. 

 
Component preparation and laboratory areas 
 

The component preparation and laboratory area must be 
located in a more secluded part of the blood centre as access 
to this area is restricted to staff only. Biosafety level II 
precautions apply to this area. The area should be separated 
from other areas by a door. Demarcated areas with ample 
space for each function should be provided. The laboratory 
doors should have appropriate signage such as ñ Restricted 
Entryò or ñ Biohazardò. The doors, frames, casework and 
bench tops should be non-absorptive. The work surfaces 
must be scratch, stain, moisture, chemical, and heat 
resistant. A hand washing sink at the exit of the laboratory 
is essential, while eyewash and emergency showers are 
advisable where possible. There should be separate hanging 
areas for lab coats and street clothes. 

 
Washing and Sterilization room 
 

The washing and decontamination of laboratory glassware 
and autoclaving of blood bags takes place here.  The walls, 
floors and work surfaces should be impervious, resistant to 
chemicals, and washable. The sinks used for washing 
should be deep to avoid splattering of water, they should be 
made of ceramic as hypochlorite, one of the major 
disinfectants used in the blood centre, erodes metal. There 
should be heavy- duty  exhausts in this area  to remove the 
steam from washing and autoclaving. Fire and electrical 
safety are major concerns in this area and should  be looked 
into. Cleaning glassware is very important to avoid any 
erroneous reactions in the laboratory, and the standard 
operating procedure must exit for the same. Infection 
control standards need to be kept in mind in maintaining 
cleaning and sterilization in laboratories. 

 
Universal precautions for laboratory staff 

¶ Wear gloves when handling infectious material. 
¶ Do not touch eyes, nose, or skin with gloved hands. 
¶ Do not leave the workplace or walk around wearing 
gloves; remove gloves after completion of work. 

¶ Wear a laboratory apron only when working in the 
laboratory. 

¶ Entry to the laboratory should be restricted; doors 
should have a ñ Biohazardò sign and ñ    Restricted 
Entryô labels. 

¶ Disinfect work surfaces at the end of procedures and 
each working days with 1% hypochloride solution. 

¶ Never pipette by mouth; use pipetting  aid. 
¶ Do not eat, drink, smoke, apply cosmetics or apply 
contact lenses in the laboratory. 

(Continued on page 19) 
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Points of special reference for blood transfusion 
service and biosafety  

 
Blood bags :  
 

While procuring blood bags for the blood centre, 
specifications should include safety such as needle 
protectors that can cover the needle on withdrawal of the 
needle from the donorôs arm, thus avoiding the risk of 
accidental puncture to the staff handling the blood bag. The 
tubing of the blood bag should be at least 80 cm in length to 
allow for easy manoeuvring  during phlebotomy. Vacuum 
tubes are optimal for sample collection, and it is even better 
if they are integrated with the blood bag system. 

 
Tube sealers : 
 

A tube sealer is a device that  has dramatically improved 
biosafety in the blood collection room by doing away with 
the need for a sharp object like a blade or scissor to cut the 
tubing after blood collection while also eliminating the risk 
of blood oozing from the cut ends. 

 
Sample collection : 
 

The blood samples for grouping and infections marker 
testing should be collected on the donorôs couch so that the 
staff does not carry the bare  needles around. Ideally, there 
should be a tube sealer and sharps disposal container beside 
each donor couch. 

 
Points to remember while collecting blood/blood 
samples 

¶ .Always use gloves. 
¶ Take care to avoid contamination of hands. 
¶ The tourniquet should be removed before the needle is 
withdrawn. 

¶ Place needles and syringes in a puncture-resistant 
container containing disinfectant ( disinfection at 
source). 

¶ Do not bend/break or recap used needles. 
¶ Never pass used needles directly from one person to 
another. 
 
 
Biomedical waste management in reference to Blood 
Transfusion Centre 

 
General Principles : 
 

Any health care facility, blood centre, or laboratory 
generating biomedical waste shall be called as occupier. 
Collection, transport, treatment, and final disposal are done 
by the Common Biomedical  Waste treatment facility 
(CBWTF). Current  BMW Rules for blood safety are to be 

followed for 
different types of 
waste generated in a 
BTS.  

 
Waste can be 
classified 
based on 
the level of 
hazard as 
follows : 

 
Hazardous waste : Any waste poses a substantial or 
potential threat to human health or the environment. The 
threat may be due to the quantity or concentration of the 
waste or to its physical, chemical, radioactive, genotoxic, or 
infectious characteristics. 
Non-hazardous waste : It is generally material that is not 
contaminated with blood or other body fluids or chemicals 
and includes items such as packaging, boxes, and 
wrappings. 

 
Handling the waste generated in a BTS poses a risk of 
infection. Therefore, a standard operating procedure (SOP) 
should exist so that all waste generated within the BTS 
should always follow a appropriate and well defined 
process from its point of generation until its final disposal.  
A contract should be made with biomedical waste 
management and disposal agencies approved by State 
Pollution Control Board. The waste should be handed over 
in colour coded and labelled/ barcoded bags, and the 
records of the same should be maintained. Biohazard 
register should be maintained as per the requirement of the 
Drugs and Cosmetics Act, 1940 and rules 1945. 

 
Waste segregation  
 

The waste generated should be segregated at the point of 
generation both in the blood centre and at the camp site. 
Waste management is equally important, and the waste 
should be carried from the blood donation camp site back to 
the blood centre with special consideration for 
transportation of sharps and infectious waste generated. 
Waste is  
Segregated as biomedical and general waste. The 
biomedical waste as per the category Yellow, Red, White 
( Translucent ), and Blue goes in the yellow coloured non-
chlorinated plastic bags, red coloured non-chlorinated 
plastic bags or containers, cardboard boxes with blue 
coloured markings, and white translucent containers 
respectively as per the BMW rules 2016, Schedule I, part I. 

 
 
Waste Storage 
 

The waste should e stored in a biomedical waste holding 
area for not more than 24 hours and should be given for 

(Continued from page 18) 
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disposal to CBWTF. 
Hazardous and Non-hazardous waste should be stored 
separately. 

 
Waste treatment 
 

Autoclaving at a temperature of 121 degree centigrade with 
a pressure of 15psi for a minimum of 60 minutes  is the 
preferred method for infectious waste treatment. An 
autoclave of a capacity that is appropriate to the needs of 
the BTS should be used. 
Place the waste to be treated into an autoclavable polythene 
bag and open the mouth of the polythene bag before placing 
it in the autoclave chamber to facilitate the mixing of hot 
steam with waste. Non-hazardous waste does not require 
treatment. Chemical treatment using at least 10% sodium 
hypochlorite having 30% residual chlorine for twenty 
minutes or any other equivalent chemical reagent that 
should demonstrate 104 log reduction efficiency for 
microorganisms as given in Schedule-III of BMW 2016. 
All laboratory and highly infectious waste should be pre-
treated onsite before sending to CBWTF. 
Waste disposal 
 

Approximately treated waste can be sent to an approved 
CBWTF approved by the pollution control board of the area 
for disposal. 
Non-hazardous general waste can be disposed of together 
with municipal waste. 
Incineration pr plasma pyrolysis or deep burial for category 
yellow, pre-treatment/disinfection of chemical liquid waste 
with pre-treatment onsite, autoclaving or microwaving or 
hydroclaving by shredding or mutilation or sterilization for 
red and white category, and disinfection of washed glass 
waste after cleaning with detergent and sodium 
hypochlorite followed by autoclaving or microwaving or 
hydroclaving are to be done by CBWTF aas methods of 
final disposal. 
Hazardous chemical/inflammable waste should be disposed 
of according to the manufacturerôs instructions. 

 
Health hazards associated  with poor waste 
management 

¶ Injuries from sharps-applicable to all categories of BTS 
staff. 

¶ Risk of infection ( e.g. HIV, HBV, and other TTIs)-
applicable to waste handlers and the general public. 

¶ Exposure to harmful toxins like dioxin and furans-
applicable to BTS staff, waste handlers, and the public. 

 
Table : Segregation, treatment and disposal of 
biochemical waste in different areas of BTS, given below 

 
Key Points 

¶ Biosafety is an important part of the management of the 
BTS. 

¶ Levels of biosafety are related to microorganisms risk 
levels, and Biosafety level 2 is to be adhered to in blood 
centres. 

¶ The level involves moderate individual risk, and low 
community risk yet holds the vital key for prevention 
from infectious agents. 

¶ Personal safety during work should be a part of 
departmental SOP and rigorously practised. 

¶ It is the responsibility of the occupier (In-charge of 
BTS/ Head of the institution) that the waste generated is 
segregated, transported, and disposed of as per the 
norms. 

¶ The design and function of BTS directly affect 
biosafety measures which are mandatory to maintain a 
safe work environment. 

¶ All laboratory staff must follow universal precautions. 
¶ The use of safe blood bags, tube sealers, safe collection 
of samples, and stringent laboratory rules can result in 
appropriate biosafety in BTS. 

¶ Disinfection and spill management is required for 
ensuring biosafety in BTS. 

¶ Biomedical Waste Management rules 2016 amd the 
amendments are the statutory regulations to be followed 
along with the Drugs and Cosmetics Act 1940 and 
Rules 1945 by all BTS. 
 
Conclusion 
 

Biomedical waste generation is inevitable in health care 
settings. BTS being no exception. Biosafety is an integral 
part of any  BTS to prevent harmful events from occurring 
in the various process areas of blood centre, including blood 
collection areas, laboratory areas, and other functional 
areas. Provisions have been made for ensuring biosafety in 
the regulatory norms, including both the Drugs and 
Cosmetics Act  1940 and Rules 1945, and  BMW rules and 
responsibility lie with the generator of waste. Guidelines for 
biosafety based on regulatory norms for waste segregation, 
transportation, and disposal must be followed by the 
personnel involved in the day-to-day activities of BTS. 
 

Source: Shabir Ahmad Pandith, J&K 
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INTRODUCTION: 

 

The Chapter IV of the Drugs & Cosmetics Act, 1940 
(Act 23 of 1940) [hereinafter referred as the Act] deals 
with all the provisions related to manufacture, sale & 
distribution of drugs and cosmetics. Section 32 of the 
Act empowers the Inspectors appointed under Section 
21 to file prosecution in the Court of Law for all the 
offences as prescribed under Chapter IV of the Act. 
The prosecutions filed under Section 32 by the 
Inspectors appointed under Section 21 of the Act are 
referred as complaint cases as per the provisions of 
BNSS, 2023. The Drugs & Cosmetics Act, 1940 
prescribes the provisions with respect to jurisdiction 
of Courts for trial of the offences under Chapter IV 
of the said Act, and as such lack the specific 
provisions regarding the procedure for filing of 
prosecution/complaints in the Court of law. 

In this article, author has analysed all the relevant 
statutory provisions with respect to filing of complaint 
in the Court of law and trial of offences under 
Chapter IV of the Act. A thorough understanding 
about the legal process/procedure of filing of 
complaint under Chapter IV and its trial is very 
essential for the prosecuting officers of Drugs 
Regulatory Authorities, so as to ensure maximum 
conviction in Court of Law.  

Courts designated for trial of offense(s) under 
Drugs & Cosmetics Act, 1940  

The Act has designated some courts of land to try the 

offences under the Drugs & Cosmetics Act, 1940. The 
courts which are authorized to try the offences under 
the aforesaid Act has been briefly mentioned in the 
below table: 

Table : Jurisdiction of Courts for trial of offences 
under various Chapters of Drugs & Cosmetics Act, 
1940, is given below: 

Relevant Provisions under Chapter IV of the Act 
with respect to filing of complaint/ prosecution 
and its trial in the Court of Law 

It is important to discuss the relevant statutory 
provisions pertaining to filing of complaint/ 
prosecution by the Inspectors appointed under section 
21 of the Act, and its trial in the Court of Law, 
specifically with respect to offences under Chapter IV 
of the Act. Such relevant sections are described below: 

Section 32 under Chapter IV of the Act: 
Cognizance of offences 

As per the mandate of Section 32(2), 

ñSave as otherwise provided in this Act, no court 
inferior to that of a Court of Session shall try an 
offence punishable under Chapter IVò. 

It means that offences under the Chapter IV of the Act 
are triable by Court of Session only, with the condition 
that if any other specific provision is not provided in 
the Act in respect of such offence. 

Upon analysis of all the provisions under Chapter 
IV of the Act, it has been observed that no other 
specific provision regarding trial of offences by any 
other court is given under Chapter IV. However, a 
thorough analysis of all the provisions of the Act is 
necessary in this respect. 

Further, Chapter V of the Act provides for 
miscellaneous provisions. This Chapter has additional 
provisions which have not been described under other 
Chapters of the Act and they might be made applicable 
for all the chapters of the Act i.e. Chapter-III, Chapter 
IV and Chapter IVA. Therefore, the provisions under 
Chapter V of the Act also need consideration. 

Section 36A under Chapter V of the Act: Summary 
trial of certain offences 

Section 36A of Chapter V of the Act prescribes the 
provisions for summary trial of certain offences. This 
Section included under Miscellaneous Provisions of 
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the Act should be made applicable for all the Chapters 
of the Act i.e. Chapter III (Import of drugs & 
cosmetics), Chapter IV (Sale, manufacture & 
distribution of drugs & cosmetics) and Chapter IVA 
(Ayurvedic, Siddha & Unani drugs). 

It is pertinent to note here that the Procedure for 
conduct of summary trial as prescribed under Section 
262 to 265 of CrPC (now Section 285 to Section 288 
of BNSS) are applicable in case of summary trial of 
offenses under Drugs & Cosmetics Act, 1940. In case 
of any conviction in a summary trial under this 
Section, Magistrate shall pass a sentence of 
imprisonment for a term not exceeding one year. In 
any case, during the course of summary trial, it 
appears that the sentence for a term exceeding one 
year may have to passed, then the trial of the case 
would not be summarily, and it would be complete 
trial by the Magistrate as per the procedure under 
CrPC/BNSS.  

It is of further importance to discuss the relevancy of 
the Section 36A i.e. which offences are to be tried by 
way of summary trial.  

As per the mandate of this Section, ñall offences 
except the offences triable by the Special Court under 
Section 36-AB or Court of Sessions under this Act 
punishable with imprisonment for a term not 
exceeding three years, other than an offence under 
section 33-I(1)(b), shall be tried in a summary way by 
a Judicial Magistrate of the first class specially 
empowered in this behalf by the Government.ò  

This section can be interpreted in two ways: 

All offences under chapter IV except the offences 
triable by Special Court (i.e. related to spurious / 
adulterated drug), having punishment not more than 
three years shall be tried in a summary way by a 
Judicial Magistrate of the first class.  

No summary trial can be done in case of offences 
those are triable by the Special Court under Section 
36-AB, as well as those triable by Court of Sessions 
as per Section 32 of Chapter IV of Act. It means all 
offences under Chapter IV of the Act, irrespective of 
quantum of punishment, cannot be tried by way of 
summary trial. They are exclusively triable by a court 
not inferior to a court of Session.  

Due to above variation in the interpretation there might 
be difference in trial proceedings in different courts of 
law (whether summary trial or complete trial) for those 
offences under Chapter IV of the Act which not related 
to spurious or adulterated drug and having punishment 
of less than three years imprisonment.  

 

Section 36AB under Chapter V of the Act: Special 
Courts  

This section specifically provide for the trial of 
offences related to adulterated or spurious drugs, 
which is to be done by the Court of Session designated 
as Special Court for the purpose by the Government. 

It is emphasized that the exclusion condition specified 
in Section 32 for trial of offences under Chapter IV i.e. 
ñsave as otherwise provided in the Actò refers to trial 
by Special Court under Section 36AB for offences 
related to adulterated or spurious drugs under Chapter 
IV of the Act. 

 Section 36 AD under Chapter V of the Act: 
Application of CrPC/BNSS to trial proceedings 

This section clearly prescribes that the provisions of 
CrPC shall apply to the proceedings before a Special 
Court and for the purposes of the said provisions, the 
Special Court shall be deemed to be a Court of 
Session, except if anything otherwise in provided in 
the Act in such respect. 

Note: It is important to mention here that both the 
Section 32 & section 36AB are silent on the point 
whether the Session Court is having power to take 
cognizance of the offence or not. Both these Section 
mention the word ñtrialò & no where the word 
ñcognizanceò is mentioned. Further, Section 36AD of 
the Act is also silent on the word ñcognizanceò.  

Relevant Section of BNSS applicable in case of 
offences under the Drugs and Cosmetics Act, 
1940 

The Bhartiya Nagarik Suraksha Samhita, 2023 (BNSS) 
consolidates all the laws related to Criminal Procedure 
in India. The thorough understanding of relevant 
sections of BNSS play an important role in 

(Continued from page 22) 
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investigation & prosecution, finally leading to 
successful conviction of offenders under the Drugs and 
Cosmetics Act, 1940. Section 2 of BNSS describes and 
defines important terms in the criminal procedures. 
Section 4 of BNSS speaks about its applicability to 
offences under all other laws. 

Section 2(h) of BNSS: Complaint 

The term ñcomplaintô has been defined in this section 
as under: 

ñmeans any allegation made orally or in writing to a 
Magistrate, with a view to his taking action under this 
Sanhita, that some person, whether known or 
unknown, has committed an offence, but does not 
include a police reportò 

The complaints filed in the court of law by the 
Inspectors under Drugs and Cosmetics Act, 1940 are 
included in above definition. 

Section 2(k) of BNSS: Inquiry 

This section defines the term ñinquiryò as under: 

ñmeans every inquiry, other than a trial, conducted 
under this Sanhita by a Magistrate or Courtò 

Note: The word ñtrialò has not been defined under 
BNSS. However, it has been included in the definition 
of the word ñinquiryò under Section 2(k) of BNSS.  

 Section 4(2) of BNSS: Trial of offences 

This section mandates the applicability of the 
provisions of BNSS related to trial of offences to all 
the offences under the Bhartiya Nyaya Sanhita, 2023 
(BNS) as well as to all offences under any other law, 
for their investigation, inquiry, trial etc.  

It means offences under laws other than the BNS are 
also subject to the BNSS's provisions for investigation, 
inquiry, trial, and other procedures, unless other 
specific laws prescribe a different process. Since the 
Drugs & Cosmetics Act, 1940 doesnôt cover any 
procedure for trial of offences under the Act, hence the 
provision of BNSS are made applicable during the trial 
proceedings of offences under the Act. 

 Section 210 of BNSS (Corresponding provision 
Section 190 of CrPC): Cognizance of offences 
by Magistrate                  

It empowers Magistrate of First class (and any 
Magistrate of Second class specially empowered in 
this behalf) to take cognizance of complaints filed by 
the any person authorized under any special law. The 
complaints filed under Drugs and Cosmetics Act, 1940 
by Inspectors are covered under this section for the 
purpose of taking cognizance by the Magistrate. 

Section 213 of BNSS (Corresponding provision 

Section 193 of CrPC): Cognizance of offences 
by Court of Sessions 

Section 213 of BNSS is reproduced as under:  

ñExcept as otherwise expressly provided by this 
Sanhita or by any other law for the time being in force, 
no Court of Session shall take cognizance of any 
offence as a Court of original jurisdiction unless the 
case has been committed to it by a Magistrate under 
this Sanhita." 

It clearly states that Court of Sessions are not 
empowered take cognizance of an offence as a Court 
of original jurisdiction. It can only do so after the case 
has been committed to it, except if anything otherwise 
is provided in this regard. There are many special 
Acts, where power to take cognizance has also been 
specifically given to the Special Court i.e. Court of 
Session viz. SC/ST (PA) Act, 1989 & Prevention of 
Corruption Act, 1988, NDPS Act etc. However, no 
such provision is there in Drugs & Cosmetics Act, 
1940. 

 Section 232 of BNSS (Corresponding provision 
Section 209 of CrPC): Commitment of case to 
Court of Session 

As per the mandate of this Section, if the offences 
under the complaint are exclusively triable by the 
Session Court, then the Magistrate must commit the 
case to Session Court after compliance of the provision 
of Section 231 of BNSS (supply of copies of 
documents to accused etc.), subject to fulfillment of 
the conditions of BNSS related to bail, custody etc. 

(E) Important Judgements by Courts Pertaining to 
Issue of Cognizance & Trial of Offences under 
Chapter IV of the Act: 

The aforesaid issue of taking cognizance by the court 
of law in case of offences under Drugs and Cosmetics 
Act, 1940 has been discussed extensively in the 
Judgement passed by Honôble High Court of Madhya 
Pradesh (Indore Bench) in the matter of M/s Kalptaru 
Medicose Vs. Food & Drugs Administration, Madhya 
Pradesh. Similarly, the issue regarding cognizance by 
Special Courts under Section 36AB has also been 
discussed by Honôble High Court of Jammu And 
Kashmir in the matter M/s Banu Enterprises Vs. State 
of J&K and ors.  

There is another important judgement regarding 
interpretation of Section 36A of the Act, wherein the 
issue has been discussed by the High Court of Tripura 
Agartala (Dilip Pal Vs. State of Tripura). However, the 
said judgment has not discussed about offences 
punishable with less than three years imprisonment 
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under Chapter IV that whether they are permitted to 
face summary trial or not. 

It is also of importance to discuss here that the Honôble 
Supreme Court of India, in the matter of Union of 
India Vs. Ashok Kumar Sharma, has made following 
observation: 

 

ñThere is no provision in the Act which 
expressly authorises the special court which is 
the Court of Sessions to take cognizance of the 
offence under Chapter IV.ò 

 

Therefore, in view of the binding precedent of the 
Honôble Supreme Court, the complaints under Chapter 
IV of the Act has to be tried by the Court of Session or 
Special Court, but only after it is committed to it for 
trial. 

 

(F) Inferences: 

 

Based on the examination of the above Sections of the 
Drugs & Cosmetics Act, 1940 and BNSS, following 
inferences have been drawn by the Author: 

The provisions of Section 32 of Act regarding 
cognizance of offences as well as those of Section 
36AB regarding designation of  Special Court under 
the Act only prescribe the conditions for ñtrialò of 
offence. These provisions do not specify anything 
related to initial proceedings before the 
commencement of trail of offence.   

It has been deduced that neither the Court of Session 
under Section 32 of Act nor the Special Court 
constituted under Section 36AB of Act have power to 
directly take cognizance, since  no specific provision is 
provided under the Drugs & Cosmetics Act, 1940 in 
this regard. Further, as per the mandate of Section 213 
of BNSS, Court of Sessions will not take cognizance 
of an offence as a Court of original jurisdiction, unless 
the case has been committed to it, except if any 
contrasting provision is provided in this regard. It may 
be noted here that no provision under Drugs & 
Cosmetics Act, 1940 confers the power on the Special 
Court to take cognizance of the offence without the 
same being committed to it for trial.  

 Under such circumstances, the Inspector has to file the 
complaint before the Magistrate (JMFC) as per the 
mandate of Section 210 of BNSS (Corresponding 
Section 190 of CrPC) under Chapter XV (Conditions 
requisite for initiation of Proceedings) of BNSS. This 

is applicable for both the categories of trials, either by 
Court of Session as per Section 32 (for all the offences 
punishable under Chapter IV of the Act) or by Special 
Court under Section 36AB (for the offenses related to 
adulterated & spurious drugs). 

Thereafter, the JMFC would proceed as per the 
procedure prescribed under Chapter XVI (complaints 
to Magistrate) & Chapter XVII (Commencement of 
Proceedings before Magistrate) and commit the 
complaint to the Court of Session under Section 232 
(Corresponding provision Section 209 of CrPC) for 
trial of offences under Chapter IV of the Drugs & 
Cosmetics Act, 1940 as per the mandate of Section 32 
& Section 36AB of the Act.  

After the committal proceedings under Section 232 of 
BNSS, the trial of the offences under Chapter IV of the 
Act would be conducted by Court of Session as per 
Section 32 or by designated Special Court as per 
Section 36 AB, according to the trial procedure 
prescribed under Chapter XIX (Trial before Court of 
Session) from Section 248 to Section 259 of BNSS.  

Note: This article is written based on best efforts 
made by the author as per his understanding / 
knowledge and based on available judgements. 
Anyone having differing view may please 
communicate to the author.  
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The event commenced with a warm welcome 
address by R. L. Sharma, the President 
of HPMA. 

The chief guest for the symposium was none 
other than Dr. Rajeev Singh Raghuvanshi, 
the Drugs Controller General of 
India (DCGI), a top regulator of India. 

His keynote speech emphasized the 
implementation of the revised Schedule M. 

He also emphasized the need for adherence to 
updated good manufacturing practices. 

The symposium was expertly chaired 
by Manmohan Taneja, the State Drugs 
Controller for FDA Haryana, whose 
leadership ensured a focused and productive 
exchange of ideas for the betterment of the 
pharma industry. 

Kamal Ranjan Chawla, the Controlling and 
Licensing Authority for the NCT of Delhi, 
graced the occasion as the Guest of Honor. 

Fkuuqnwvkqp"Uekgpeg 

The one-day symposium featured a well-
planned agenda, commencing with the 
inauguration ceremony at 9:30 AM, followed 
by a series of important technical sessions 
and engaging panel discussions on the gap 
analysis for revised schedule M. 

Mg{" vqrkeu" vjcv" ygtg" vjqtqwijn{"
gzcokpgf"kpenwfgf 

Kppqxcvkqpu"kp"Fkuuqnwvkqp"Crrctcvwu< 

Suhas Yewale, Associate Director at SOTAX 
India Pvt Ltd, illuminated the increasing 
adoption of advanced dissolution apparatus 
compliant with Indian Phamacopoeia 

standards. He also highlighted new 
technologies and their impact on dissolution 
testing. 

Tgiwncvqt{"Eqpegtpu< 

Vijay Kshirsagar, Director & CEO of TRAC 
Pharma Consulting, highlighted the 
indispensable role of dissolution studies in 
ensuring drugs meet required regulatory 
requirements. 

DEU"EncuukὌecvkqp< 

Prof. Sanyog Jain from NIPER-SAS Nagar 
provided valuable insights into how 
dissolution behavior fundamentally defines 
the Biopharmaceutics Classification System 
(BCS) categories. 

Hqtowncvkqp"ejcnngpigu< 

Prof. Saranjit Singh, an Ex-Professor at 
NIPER, discussed in length about complex 
formulation challenges, including the issue of 
gelatin cross-linking, which can be a obstcle 
for the proper dissolution of capsules. 

Vcdngv"Fkuuqnwvkqp"Kuuwgu< 

(Continued from page 1) 
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Sudeep Ojha from Zydus Lifesciences Ltd. 
discussed about the ñconingò effect, a specific 
issue occured during dissolution testing that 
can affect the results. 

Rjctoc"Fkikvcnk|cvkqp< 

Raveendranath Govindaraj, Founder of Lab 
Iconics Technologies LLP, highlighted 
automation in pharmaceutical laboratories, 
emphasizing its importance to enhance 
efficiency and ensure strict regulatory 
compliance. 

Tgxkugf"Uejgfwng"O< 

R.K. Harna, ASDC (Retd.) FDA Haryana, 
outlined the important updates and key points 
within the revised Schedule M, providing 
clarity on the implementation. 

Rcpgn"Fkuewuukqp 

Interactive panel discussion moderated by Dr. 
Rajiv Desai, Senior Technical Advisor at IPA. 

The esteemed panel comprised: 

Kamal Ranjan Chawla, Controling and 
Licensing Authority, NCT of Delhi), who 
provided detailed analysis of the gap 
assessment required for the implementation 
of the revised Schedule M. 

Dr. Ajay Sachan, DDC(I), CDSCO North 
Zone), who highlighted the most significant 
aspects of the revised Schedule M. 

R.K. Harna (ASDC (Retd.) FDA Haryana), 
who further elaborated on the intricacies of 
the revised Schedule M. 

Rakesh Dahiya, SDCO cum Licensing 
Authority, Sonepat Zone, FDA Haryana, and 
the Symposiumôs Organizing Secretary, who 

discussed the importance and practical 
implementation strategies for the revised 
Schedule M within the pharmaceutical 
industry. 

He also addressed the very important issue of 
Not of Standard Quality (NSQ) samples, 
focusing on root cause analysis (RCA) 
and corrective and preventive 
action (CAPA) methodologies. 

Lalit Kr. Goel (Dy SDC FDA Haryana), who 
pinpointed the specific changes introduced in 
the new revised Schedule M. 

Manmohan Taneja (SDC FDA Haryana and 
Chairman of the Symposium), who reiterated 
the paramount importance of adhering to the 
revised Schedule M guidelines. 

C"Eqnncdqtcvkxg"Urktkv 

The symposium served as a powerful 
demonstration of the collaborative spirit 
within the Indian pharmaceutical ecosystem. 

The active participation of FDA officers, 
owners of manufacturing units, and technical 
staff, including QA personnel and analytical 
chemists from various pharmaceutical 
companies, showed the collective 
commitment to dissolution science, advancing 
drug quality, and regulatory compliance 
within the pharma industry. 

Fgfkecvgf" Qticpk|gtu" cpf"
Guvggogf"Iwguvu 

The successful execution of the 
symposium was attributed to the 
dedicated efforts of the members of the 
organizing committee of the event: 

Manmohan Taneja, SDC, FDA Haryana and 
Chairman of the Symposium. 

(Continued from page 31) 
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Rakesh Dahiya, SDCO cum Licensing 
Authority, Sonepat Zone, FDA Haryana and 
Organizing Secretary of the Symposium. 

Vikas Pruthi, Secretary of HPMA and 
Organizing Associate of the Symposium. 

Sandeep Hooda, DCO Sonepat and 
Organizing Associate of the Symposium. 

¶ Munshi Ram, DCO Sonepat and 
Organizing Associate of the Symposium. 

The event was further graced by the 
presence of several special guests 
from the FDA, including 

¶ Ripan Mehta (ASDC), 

¶ Parjinder Singh (ASDC), 

¶ Krishan Garg (SDCO), 

¶ Gurcharan Singh (SDCO), 

¶ Suresh Chaudhary (DCO), 

¶ Vijay Raje (DCO), 

¶ Sandeep Gahlian (DCO), 

¶ Ritu Mehla (DCO), 

¶ Vikas Rathee (DCO), 

¶ Parveen Rathee (DCO) and 

¶ Vishal Sachan, DI, Delhi. 

The event was also graced by the 
presence of several special guests 
from the HPMA, including 

¶ Sanjeev Vaid, Treasurer, 

¶ Rajeev Aggarwal, Sr. Vice President and 

¶ Yogesh Midha, Vice President). 

And the following executive members 
of the HPMA: 

¶ Pavel Garg, 

¶ Rajeev Goel, 

¶ Rajeev Garg, 

¶ Sanjay Arora, 

¶ Sanjay Manocha, 

¶ Vineet Gupta, 

¶ Narender Arora, 

¶ Rohit Gupta, and 

¶ Rajesh Chawla 

The symposium concluded with a vote of 
thanks delivered by Vikas Pruthi, the 
General Secretary of HPMA, acknowledging 
the contributions of all participants and 
organizers in making the event a grand 
success. 

Source: The Health Master 
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Click to watch on  

https://www.youtube.com/live/37fLhCgJhGw?si=mfoRphDIOXSHqt2a
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