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INTRODUCTION 

Central Drugs Laboratory (CDL) Kasauli is the apex National Control Laboratory under the 

administrative&technical jurisdiction of the Central Drugs Standard Control Organisation (CDSCO) 

control of Ministry of Health & Family Welfare (MoHFW), Government of India. The laboratory is 

located in the campus of Central Research Institute Kasauli, Himachal Pradesh in an area of 

27,000 sq. ft.  

This laboratory is performing the primary statutory functions of Quality control of immunobiological 

i.e. Vaccines and Antisera for Human Use in accordance with provisions of Drug and Cosmetic 

Act 1940 and Rules 1945 amended from time to time. The Immunobiological are tested as per 

statutory standards laid down in Indian Pharmacopeia or relevant pharmacopeia or international 

norms, in CDL, Kasauli. The laboratory is also accredited by NABL as per IS/IEC 17025:2017 for 

the Biological and Chemical testing for the scope defined. CDL is also accredited by WHO for the 

Quality Control testing and prerelease certification of vaccines meant for UN agencies. WHO site 

i.e.http://www.WHO.int/vaccines.access/quality/nras/office/nras_asia.htm 

The staff of the laboratory are committed towards their duty and follow the functions meticulously. 

Some of them are as under: 

 To ensure Lot release and Lab access of the immunobiological, both imported and 

manufactured indigenously moving in the Indian market 

 

 Pre-licensing control testing for assuring consistency of production. 

 

 Advice to NRA on technical matters and interaction with manufacturer for improvement in the 

quality of Immunobiological. 

 

 To contribute in finalizing the specification for Immunobiological (Vaccine&AntiseraMonograph) 

to be incorporated in Indian pharmacopeia. 

 

 Preparation of Vaccine &Antisera, quality control protocols and manuals. 

 

 To prepare and supply Indian Pharmacopeia Reference substances for Immunobiologicali.e. 

Vaccine & Antisera. 

 

 Evaluation of technical dossiers of manufacturing and quality control of vaccines. 

 

 Research & development, evaluation, establishment and implementation of testing 

procedures. 

 

 Review of report of quality defects and provision of advice on withdrawals. 

 

 Participation in WHO proficiency testing of vaccine and the results of the lab were 

commendable. 

 

 Supply of reagents and cell lines to various institutions/manufacturers. 

 

http://www.who.int/vaccines.access/quality/nras/office/nras_asia.htm
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 To extend technical expertise during joint inspections of manufacturing premises of biological 

derived products with the officers of CDSCO. 

 

  To train technical personnel in the field of lot release of vaccine. CDL is the WHO GLO 

centre for Lot release. 

The expenditure made by the Laboratory on salaries, maintenance, procurement of reagents, 

chemicals, scientific equipment etc., is met by Central Drugs Standard Control Organisation 

(CDSCO) control of Ministry of Health & Family Welfare (MoHFW), Government of India.  The 

revenue generated from testing of biologicals is deposited in the Consolidated Fund of India 

with Ministry of Health & Family Welfare, Government of India. 
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REPORT FROM THEDESK OF DIRECTOR 

 

It gives me immense pleasure to present the Annual Report of Central Drugs Laboratory 
Kasauli (CDL) for the year 2024-25 that illustrates the significant work carried out at the 
National Control Laboratory of India. 

 
FROM THE DIRECTOR’S DESK 

 
Being the premier Laboratory for assuring quality ofImmunobiological i.e. Vaccine & Antisera in 
India, CDL is actively involved in thesystematic examination of the quality, safety and efficacy 
oftheimmunobiological products, with a view to enablethe release of indigenous & imported 
products aftertest and analysis as per the national / Internationalrequirements. This financial 
year 2024-2025, the laboratory has evaluated   2222 samplesincluding batches Out of which, 
eight batheswere found to be of Not of Standard Quality (NSQ) thushighlighting the role of 
Laboratory in protecting andpromoting public health. Our core activity of qualitycontrol testing 
has been expanded to Lot release and Lab testing of Vaccines and Antisera,CDL has 
successfully completed the renewal ofaccreditation audit from 23-24 Sept 2023 inaccordance 
with ISO/IEC 17025:2017 in the disciplineof Chemical and Biological testing and received a 
certificate of Accreditation with validity till 01/11/2025. 

 

Laboratory has undergone WHO Contract Laboratory audit in the month of June 24th to 28th 

2024 and NRA assessment WHO benchmarking (GBT) of the National Regulatory Authority 

(NRA) in the month of September 16th to 20th 2024 has attained the Maturity Level -4 in lot 

release indicator and Maturity level -3 in Lab testing Indicators. 

 
The laboratory is also the nodal organization indevelopment & also the sole repository for 

Indian PharmacopeiaReference Substancesfor Vaccines & Antisera. Participation in 

International Collaborativestudies with WHO Collaborating Centers like NIBSC,for development 

of International Reference Standards forvaccines, has reiterated theinternational stature of the 

Laboratory in the field of quality control of biological. The laboratory is full associate member of 

National Network for Biologicals (NNB) to safeguard the quality, safety and efficacy of the 

Immunobiological. Laboratory has the feather on the cap to be the GLO center for delegates 

from South east Asian region.  
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The Laboratory has alsocontributed in developing as well as up gradationof Indian 

Pharmacopoeia Monographs in the field of Vaccines & Antisera.With the unwavering support 

and guidance fromMinistry of Health & Family Welfare, Government ofIndia, Central Drugs 

Standards and ControlOrganization (CDSCO), Indian PharmacopoeiaCommission (IPC) we 

plan to move forward with astrong commitment for quality, safety and efficacy of 

Immunobiological for public health. 
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OVERVIEW OF QUALITY CONTROL TESTING AT CDL, 

KASAULI 

CDLKasauli ensures that the immunobiological received in the laboratory undergoes a systematic 

and scientific system involving the application of all known industrial and statistical techniques to 

monitor, control the quality of the final product. Quality control (QC) testing process is used to 

ensure that products meet a specific set of quality standards and requirements. It's a crucial part 

of quality management, involving testing, inspection, and analysis of theproductto identify and 

address defects or deviations. The goal is to prevent non-conforming items from reaching 

customers and to improve overall product quality and customer satisfaction.  

Key aspects of quality control testing beingfollowed in the Laboratory are: 

1. Testing at stage:Testing of Immunobiologicalis limited to the final product. 

Further bulk is tested only when request is routed through Drug Controller 

General of India from the stakeholders. 

2. Identifying defects and deviations:Through testing and analysis, different 

units aim to identify any defects, deviations, or inconsistencies from the 

established quality standards.  

3. Corrective actions:When defects are found, during testing helps identify the 

root cause of the problem and triggers corrective actions to prevent 

recurrence.  

4. Continuous improvement:Quality Control testing contributes to a continuous 

improvement in process. 

5. Different methods:Testing involve various methods, including visual 

inspection, functional testing, performance testing, and more, depending on 

the specific product. 

6. Integration with quality assurance (QA):Testing is a part of a broader quality 

management system that also includes quality assurance (QA). QA is 

focusing on preventing defects by establishing standards and processes, 

while Quality Control focuses on identifying defects and ensuring adherence 

to those standards.  
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MANAGEMENT OF SAMPLES IN SAMPLE RECEIPT

Sample Receipt Unit is dedicated for receipt of Immunobiological which are submitted through 

various samples senders for testing and or pre-release certificate. Samples are received for 

testing from various sources i.e. manufacturer‟s, import products received through Port 

Authorities, AEFI/ Survey/ field samples received from Drugs inspectors /CMO etc. & Legal 

Sample. The lab receives approx. 7000 batches per year. 

 

Figure: 1 

The vaccine sample receipt is a document confirming the delivery and acceptance of vaccine 
samples for testing. It typically includes details about the samples, such as the unique IDi.e. CDL 
No., quantity and storage location, as well as information about the sender and recipient.  

Here's a more detailed breakdown of what a vaccine sample receipt include: 

Key Information: 

 Sender Information: Name and contact details of the organization or individual 

sending the samples. 

 Recipient Information: Name and contact details of the organization orindividual 

receiving the samples. 

 Date: The date the samples were received. 

 Unique ID: A CDL No. for the specific batch or lot of vaccine samples. 

 Sample Details: 

SAMPLES  RECEIVED BY CDL 

Approx.No.of Samples more than 7000 batches per year 
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Central Drugs Laboratory 
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Consistency batches 

Commercial Batches 
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Exported batches 

Experimental Batches Experimental Batches Imported  Batches 
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o Type of vaccine (e.g., COVID-19, measles, etc.). 

o Quantity of samples (e.g., number of vials, doses). 

o Specific details of the samples (e.g., lot number, expiration date, manufacturer). 

 Storage Information: Where the samples are stored (e.g., specific refrigerator, 

freezer, or room). 

 Condition of Samples: Whether the samples were received in good condition or if 

there were any issues (e.g., damaged vials, temperature excursions). 

 Signatures: Signatures of both the sender and recipienti.e. Officer- In- Charge/ 

Director to acknowledge the transfer and acceptance of the samples.  

 

Purpose of a Vaccine Sample Receipt: 

 Confirmation of Delivery: It serves as proof that the samples were delivered to the 

intended recipient. 

 Accountability: It helps track the movement of vaccine samples within a system. 

 Quality Control: It allows for the verification of the samples upon receipt and 

identification of any issues early on. 

 Record Keeping: The sample entry details are mentioned in both register as well as 

on computer. It provides a record for future reference and audits 

 Simultaneously the online Sample Submission through SUGAM Portal for online 

sample submission to CDL, Kasauli is live on production server 

(www.cdscoonline.gov.in). SUGAM portal is meant only for sample submission to CDL. 

This is a preliminary step towards digitalization and online SLP submission. 

 Traceability: In case of any issues with the vaccine, it can be used to trace back to the 

source of the samples.  
 

 

 

 

 

 

 

 

 

 

http://www.cdscoonline.gov.in/
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Team of Sample Receipt Year 2024-2025 
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Details of Sample received and tested 

The details of various Vaccine and Antisera samples received in the year 2024-2025 are 

shown in Table:1 

 

Sample Received and Tested Year 1stApriI 2024-31stMarch2025 

 

Nameofthe Vaccine Total Received TotalTested 

Hepatitis A 64 35 

Hepatitis B 264 104 

Human Papilloma (HPV) 37 17 

Influenza 84 32 

Malaria 39 35 

J.E.Vaccine 189 62 

Measles 155 27 

Measles & Rubella 350 91 

MMR 331 62 

Harpes Zoster Vaccine 2 1 

Rotavirus 668 127 

Rubella 2 2 

Varicella 38 8 

Yellow Fever 12 4 

Dengue 7 7 

Zika Virus 3 3 

Chikungunya 3 3 

Novel Corona Virus 26 19 

Mycobacterium Tuberculosis 1 1 

Oral Polio Vaccine„ 632 243 

nOPV 136 69 

Inactivated  Polio Vaccine 37 25 

Rabies 803 361 

DTP+HIB 6 6. 

BCG 330 85 

Cholera 11 11 

DTP 48 16 

DT/Td 297 67 

DTaP 6 0 

TdaP 4 1 

(DTaP+IPV) 3 1 

DTwP+Hib+PRPTT+lPV 8 4 

DTP-IPV+Hib 7 2 
 

DTP+HEPATITIS-B+HIB 633 154 

Meningococcal 90 31 

Pneumococcal 305 95 

TT 1222 254 

DTP+HepB+Hib+lPV 46 21 

Typhoid 303 120 

Formulated BulkofTyphoidPoly 3 3 
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RabiesAntiserum 250 132 

SVAS 436 236 

DiphtheriaAntitoxin 35 25 

TetanusAntitoxin 83 39 

ScorpionvenomAntiserum 13 8 

AntiThyomicGlobine 3 3 

BotulinumToxin 1 1 

RabiesHomanMonoclonal 7 4 

TetanuslmmunoGlobulin 1  

RSVPreF3Vaccine 3 3 

Total 7567 2661 
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BIOLOGICAL TESTING OF SAMPLES 

Our independent biological testing services extend world-class services across a wide range of 

industries for Immunobiological i.e. Vaccine & Antisera. Biological testing laboratory analyzes 

samples to identify and quantify microorganisms, toxins, or other biological agents. These labs play 

a crucial role in ensuring product Quality safety and efficacy of the immunobiological. Different 

units that render services for biological testing are shown in Fig:3 

 

Figure-3 Different units which renders services for biological testing  

Key Aspects of Biological Testing Laboratories are: 

 Microbial Analysis: 

Laboratories assess the presence and levels of microorganisms like bacteria, fungi, and 

viruses in various samples.  

 Toxin Detection: 

Biological testing can identify the presence of harmful toxins produced by microorganisms or 

other sources.  

 Safety and Quality Control: 

Testing ensures products like vaccine &antisera meet safety standards and quality 

requirements.  

 Environmental Monitoring: 
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Biological testing helps monitor the health of ecosystems and identify potential risks from 

biological contaminants.  

 Regulatory Compliance: 

Laboratories ensure adherence to regulations set by organizations like CDSCO & WHO   

 Research and Development: 

Biological testing is vital for research and development of new analytical methods.   
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ANTISERA UNIT 

Team of Antisera Unit Year 2024-2025 

 
 
An overview on the working of Antisera Unit and services provided 

 

Antisera are native sera or preparations from native sera containing specific immunoglobulins 
that have prophylactic or therapeutic action when injected into persons exposed to or suffering 
from a disease caused by a specific micro-organism. Antisera are prepared by injecting antigens 
or venom into healthy animals such as horses so as to produce in them antibodies which are 
normally associated with the globulin fraction of serum. When a satisfactory degree of the 
immunity is produced, larger volumes of blood are withdrawn from the animals and the plasma is 
processed to produce specific antisera. Central drugs laboratory, Kasauli is receiving 
approximately more than 500 batches of Antiserum from different manufacturer out of which > 
60% batches are tested for the various parameter of lot release. CDL has a dedicated animal 

house facility for the testing of Antisera products. 
Table-5 

Details of Antisera received in Year 2024-2025 

S. 
No. 

Name of Antisera 

1 

Snake Venom Anti Serum 

Rabies Anti Serum 

Antithymocyte Globulin 

2 

Snake Venom Anti Serum 

Rabies Anti Serum 

Tetanus Antitoxin 

Diphtheria Antitoxin 

Scorpion Anti Venom Serum 

Snake Venom Anti Serum – African 
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Snake Venom Anti Serum – Biosnake 

Snake Venom Anti Serum - Echis 

3 

Snake Venom Anti Serum 

Rabies Antiserum 

Scorpion Venom Antiserum 

4 
Snake Venom Anti Serum 

Rabies Anti Serum 

5 Rabies (H) Monoclonal Antibody 

6 

Snake Venom Anti Serum 

Tetanus Antitoxin 

Diphtheria Antitoxin 

Snake Venom Anti Serum – Echisocellatus 

Snake Venom Anti Serum – Pan Africa 

7 

Snake Venom Anti Serum – Echis 

Snake Venom Anti Serum 

Rabies Anti Serum 

Tetanus Antitoxin 

Diphtheria Antitoxin 

Scorpion Venom Antiserum 

Snake Venom Anti Serum – Pan Africa 

Snake Venom Anti Serum –North Africa 
 

Figure- Total no of Antisera sample received and tested in the Year 2024-2025 

 

 

 

 

 

829 

470 

823 

Sample's Received, Tested & Reported 

Total Samples Received

Total Samples Tested

Total Samples Reported
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423 
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83 

13 2 

Received Sample's 

Snake Venom Anti Serum

Rabies Anti Serum

Rabies (H) Monoclonal Antibody

Diphtheria Antitoxin

Tetanus Antitoxin

Scorpion Venom Antiserum

Antithymocyte Globulin

231 

128 

4 
28 

44 
8 

2 

Tested Sample's 

Snake Venom Anti Serum

Rabies Anti Serum

Rabies (H) Monoclonal Antibody

Diphtheria Antitoxin

Tetanus Antitoxin

Scorpion Venom Antiserum

Antithymocyte Globulin
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BACTERIALVACCINE UNIT 

 

Team of Bacterial Unit Year 2024-2025 

 
 
An overview on the working of Bacterial Vaccines Unit and services provided 
 

Bacterial Vaccines Unit (BVU) is a sub-laboratory with in Central Drugs Laboratory (CDL) and 
is assigned with the responsibility of testing and lot release activities of the bacterial and other 
combination vaccines (having one or more components of bacterial origin). The lab evaluates 
the products on quality of the vaccines based on safety and efficacy parameters. Annually, 
bacterial vaccine unit receives around 3000 batches of the various bacterial vaccines for 
testing and / or pre-release certification.  
 

Table-4 

Details of Bacterial Vaccines received in Year 2024-2025 

S. 
No. 

Name of Bacterial Vaccine 

1. Tetanus Vaccine (Adsorbed) (TT) 

2. Diphtheria, Tetanus and Pertussis Vaccine (Adsorbed) (DTP) 

Tetanus Vaccine (Adsorbed) (TT)  

Diphtheria and Tetanus Vaccine (Adsorbed) (DT) 
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Tetanus and Diphtheria antigen Vaccine (Adults and Adolescent) (Adsorbed) (Td) 

Diphtheria, Tetanus, Pertussis (whole cell) and HaemophilusInfluenzae type b 
conjugated Vaccine (Adsorbed) (DTP+HibCombipack) 

Diphtheria, Tetanus, Pertussis (whole cell)  and Hepatitis B Vaccine (Adsorbed) 
(DTP-HepB) 

Diphtheria, Tetanus, Pertussis, Hepatitis B and HaemophilusInfluenzae type b 
conjugated Vaccine (Adsorbed) (DTP-HepB-Hib) 

Meningococcal Conjugated Polysaccharide A Vaccine  

Purified Diphtheria Toxoid, Purified Tetanus Toxoid, Whole cell Pertussis, 
Recombinant Hepatitis B and HaemophilusInfluenzae type b conjugated and 
Inactivated Poliomyelitis Trivalent Vaccine (Adsorbed) (DTP-Hep B-Hib-IPV) 

HaemophilusInfluenzae Type b Conjugated Vaccine  

Meningococcal Polysaccharide Conjugate (A,C,Y & W-135) Vaccine 

Meningococcal Polysaccharide Conjugate (A,C,Y,W, X) Vaccine 

Pneumococcal Polysaccharide Conjugated Vaccine 

BCG vaccine (Freeze Dried) 

BCG for Immunotherapy 

3. Diphtheria, Tetanus and Pertussis (whole cell) Vaccine (Adsorbed) (DTP) 

Diphtheria, Tetanus, Pertussis (whole cell) and HaemophilusInfluenzae type b 
conjugated Vaccine (Adsorbed) (DTP-Hib) 

Diphtheria, Tetanus, Pertussis (whole cell), Hepatitis B and HaemophilusInfluenzae 
type b conjugated Vaccine (Adsorbed) (DTP-Hep B-Hib) 

Purified Diphtheria Toxoid, Purified Tetanus Toxoid, Whole cell Pertussis, 
Recombinant Hepatitis B and HaemophilusInfluenzae type b conjugated and 
Inactivated Poliomyelitis Trivalent Vaccine (Adsorbed) (DTP-Hep B-Hib-IPV) 

HaemophilusInfluenzae Type b Conjugated Vaccine  

4. Diphtheria, Tetanus and Pertussis Vaccine (Adsorbed) (DTP) 

Diphtheria, Tetanus, Pertussis (whole cell), Hepatitis B (rDNA) and 
HaemophilusInfluenzae type b conjugated Vaccine (Adsorbed) (DTP-Hep B-Hib) 

HaemophilusInfluenzae Type b Conjugated Vaccine  

Diphtheria, Tetanus and Pertussis (Adsorbed) + HaemophilusInfluenzae type b 
conjugated Vaccine  (DTP+HibCombopack) 

Typhoid Vi capsular Polysaccharide Vaccine 

Typhoid (Vi Capsular Polysaccharide) Tetanus Toxoid Conjugate Vaccine 

5. Oral Cholera Vaccine 

6. Typhoid Polysaccharide Vaccine 

Typhoid Conjugated Polysaccharide Vaccine 

Meningococcal Polysaccharide (A&C) Vaccine 

Meningococcal Polysaccharide (A,C,Y & W-135) Vaccine 

HaemophilusInfluenzae Type b Conjugated Vaccine 

7. Diphtheria, Tetanus and Pertussis Vaccine (Adsorbed)  (DTP) 

Tetanus Vaccine (Adsorbed) (TT) 

Diphtheria and Tetanus Vaccine (Adsorbed) (DT) 

Diphtheria and Tetanus Vaccine (Adsorbed reduced antigen(s) content) (Td) 

Diphtheria, Tetanus, Pertussis (whole cell), Hepatitis B (rDNA) and 
HaemophilusInfluenzae type b conjugated Vaccine (Adsorbed) (DTP-Hep B-Hib) 

Pneumococcal Polysaccharide Conjugated Vaccine 

Typhoid Conjugated Polysaccharide Vaccine 

8. Diphtheria, Tetanus and Pertussis Vaccine (Adsorbed) (DTP) 

Tetanus Vaccine ( 
Adsorbed) (TT) 
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Diphtheria, Tetanus and Pertussis (whole cell), Hepatitis B and 
HaemophilusInfluenzae type b conjugated Vaccine (Adsorbed) (DTP-Hep B-Hib) 

9. Tetanus Vaccine (Adsorbed) (TT) 

10. HaemophilusInfluenzae Type b Conjugated Vaccine 

Typhoid Polysaccharide Conjugate Vaccine 

Typhoid Polysaccharide Vaccine 

11. BCG vaccine (Freeze Dried) 

BCG for Immunotherapy 

12. BCG vaccine (Freeze Dried) 

13. Tetanus Vaccine (Adsorbed) (TT) 

Diphtheria and Tetanus Vaccine (Adsorbed) (DT) 

Diphtheria, Tetanus and Pertussis (whole cell) Vaccine (Adsorbed)  (DTP) 

14. Cholera Vaccine 

15.  Pneumococcal Polysaccharide Conjugated Vaccine 

16. Diphtheria, Tetanus and Pertussis (Acellular component) Vaccine (Adsorbed) 
(DTaP) 

Diphtheria, Tetanus and Pertussis (Acellular component) Vaccine (Adsorbed, 
Reduced Antigens Content) (TdaP) 

Diphtheria, Tetanus, Pertussis (Acellular component), Hepatitis B (rDNA), 
Poliomyelitis (inactivated) and Haemophilus type b conjugated vaccine (Adsorbed) 
(DTaP-HepB-IPV-Hib) 

Haemophilus Type b Conjugated Vaccine 

Pneumococcal Polysaccharide Conjugated Vaccine 10-Valent 

Meningococcal Polysaccharide (A, C, Y& W) Vaccine 

17. (Adsorbed) Diphtheria, Tetanus, Pertussis (Acellular component), Inactivated 
Poliomyelitis Vaccine and HaemophilusInfluenzae type b conjugated vaccine 
(DTaP-Hib-IPV) 

Diphtheria, Tetanus, Pertussis (Acellular component), Hepatitis B (rDNA), 
Poliomyelitis (inactivated) and HaemophilusInfluenzae type b conjugated vaccine 
(adsorbed) (DTaP-HepB-IPV-Hib) 

Pneumococcal Polysaccharide Vaccine (adsorbed)  

Meningococcal (A, C, Y& W-135) Polysaccharide Diphtheria Toxoid Conjugate 
Vaccine 

Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis  Vaccine  
Adsorbed (TdaP) 

Typhoid Polysaccharide Vaccine 

18. Pneumococcal Polysaccharide Vaccine (23-Valent) 

19. Pneumococcal Polysaccharide Conjugated Vaccine (Adsorbed) 13-Valent 

20. Diphtheria, Tetanus and Pertussis (whole cell), Hepatitis B and 
HaemophilusInfluenzae type b conjugated Vaccine (Adsorbed) (DTP-Hep B-Hib) 

21. Pneumococcal Polysaccharide Conjugated Vaccine 

 
 
TESTING 

 
A total of 3277 batches were received in the year 2024-2025 and 891 batches were tested by 
Lab 
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BCG Vaccine

Typhoid Vaccine

Cholera

DTaP

TdaP

DTP+HepB+Hib+IPV (Hexavalent)

DTaP+IPV

DTP Vaccine

DTP+HepB+Hib (Pentavalent)

DTP+Hib

DTP+HIB+IPV

Meningococcal

Pneumococcal

Td Vaccine

Tetanus Vaccine

96 

129 

1% 0% 0% 2% 20 

150 
1% 0% 31 106 

65 

258 

1 

Bacterial Sample tested year 2024-2025 

BCG Vaccine

Typhoid Vaccine

Cholera

DTaP

TdaP

DTP+HepB+Hib+IPV (Hexavalent)

DTaP+IPV

DTP Vaccine

DTP+HepB+Hib (Pentavalent)

DTP+Hib

DTP+HIB+IPV

Meningococcal

Pneumococcal

Td Vaccine



CENTRAL DRUGS LABORATORY KASAULI                                   

(MINISTRY OF HEALTH & FAMILY WELFARE) 

21 
 

Annual Report 2024-25 Page 21 

      

The batches received from various manufacturers, importers (through port authorities) and 
from inspecting authorities for EPI supply are subjected to lot release. Considering the number 
of batches received; the lab subjects the samples for testing based on the track record of the 
manufacturer and trend analysis. However, each such batch is subjected to at least stringent 
protocol review and no batch meant for commercial supplies is exempted from lot release.The 
samples are tested as per the Pharmacopoeia / International guidelines and   other 
established / approved specifications are followed to ensure the safety, efficacy and quality of 
the product.The lab encourages the sample senders for technical discussions. The lab is open 
to receive positive as well as negative feedback from its customers. 
 
 
Further laboratory is indulged in reviewsof dossiers (CMC Module 3), give opinion on Post 
Approval Changes pertaining to Bacterial or combination vaccines (having at least one 
bacterial component) submitted by the manufacturer / importers as per the directions of the 
National Regulatory Authority. In financial year 2024-2025, 83 Post approval changes and 7 
CMC modules pertaining to Bacterial Vaccines were received for opinion. 
 
 
 Participates in technical discussion with manufacturers on issues pertaining to bacterial 

vaccines. 
 Participating in collaborative study with WHO. 
 Participates in Inter Lab comparison Study. 
 Standardization of National Reference Standard. 
 Performing QC test on DTP group of vaccines.  
 Assay validation for newer tests. 
 Participate in regulatory inspections of various Manufacturing units in India. 
 BVU participated in development of monographs in Indian Pharmacopeia regarding 

bacterial vaccines.  
 
 
 
The unit has qualified, trained & experienced scientists to review the summary lot protocol and 
to perform the quality control analysis of vaccine samples. Quality control tests performed on 
the vaccines includes In-Vivo as well as In-Vitro assays as per the requirements of the testing. 
 

 To make a move towards digitalization and to overcome shortage of storage space, the 
lab has taken an initiative to digitalize the records and every manufacturer is asked to 
submit the soft copies of the summary lot protocols along with hard copies. The Sugam 
lab has established and functional for on-line Release process.  

 
Training and Development Programs Conducted 
Bacterial Vaccine Unit of CDL in collaboration with World Health Organisation (WHO) 
participated in the different Collaborative studies for establishment of International Reference 
Standards.  
Ongoing Collaborative Study: In 2024 our Lab participated in International Collaborative study 
CS728 – Proposed 5th WHO International Standard for whole Cell Pertussis Vaccine.    
BVU also imparted Training to CRI Students as per Laboratory Schedule, which helps them to 
understand the work flow of bacterial section and having Hands on Training on “In Vivo and In 
Vitro Assay”. 
Quality Control and Quality Assurance measures implemented 
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Following Method Verifications studies have been completed in Year 2024-2025 

 
 
 

Sr. No. Study  

1. Verification of Pertussis Challenge Culture 

2. Verification of Pertussis Reference Standard 

3. Verification of Diphtheria National Reference Standard 

4. Verification of Compendial Method of Tetanus Potency (Lethal Challenge Method 
in Mice) 

5. Verification of Compendial Method of Diphtheria Potency (Lethal Challenge 
Method in Guinea Pigs) 

6. Verification of Compendial Method of whole cell Pertussis Potency (Active Mouse 
Protection Test) 
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POLIO AND RABIES VACCINE UNIT 

Team of Polio and Rabies Unit Year 2024-2025 

 

Overview of Polio and Rabies vaccine unit and services provided 

Rabies and Polio Vaccine Unit of the Central Drugs Laboratory (CDL), Kasauli, plays a vital 

role in the quality control and lot release of vaccines submitted under the national 

immunization and regulatory framework. During the year 2024–25, the unit undertook the 

statutory lot release testing and quality evaluation of Rabies Vaccine, Bivalent Oral Polio 

Vaccine (bOPV), Inactivated Poliomyelitis Vaccine (IPV), novel Oral Polio Vaccine type 2 

(nOPV2), and the Malaria Vaccine. 

These activities are carried out in accordance with national regulations and WHO guidelines to 

ensure the safety, potency, and efficacy of vaccines before they are released for public use. In 

addition to testing, the unit provided expert technical opinion and regulatory support on 

matters pertaining to vaccine quality, including dossier reviews and response to 

manufacturer/importer queries 

Table-3 

Details of Polio and Rabies Vaccines received in Year 2024-2025 

S .No. Name of the Rabies Vaccine 

1.  Indirab 

2.  VaxiRab N 

3.  Rabipur 

4.  Abhayrab, ZOONOVAC-V 

5.  BERAB, XPRAB 

6.  Abhayrab 

7.  RABIVAX-S, Rabies Vaccine Inactivated   

  
 



CENTRAL DRUGS LABORATORY KASAULI                                   

(MINISTRY OF HEALTH & FAMILY WELFARE) 

24 
 

Annual Report 2024-25 Page 24 

      

 

S. No. Name of Bivalent Oral Poliomyelitis vaccine (Type1&3) {bOPV} & inactivated 
poliomyelitis vaccine {IPV} 

 

  

1. BIOPOLIO B1/3 

2. Oral Polio Vaccine (Bivalent) 

3. Poliomyelitis Vaccine, Live (oral) (Bivalent/b-OPV) 

4. Poliomyelitis Vaccine (ORAL) (Bivalent) type 1&3 

5. Poliomyelitis Vaccine     (Bivalent type 1&3) 

6. Poliomyelitis Vaccine    (Bivalent type 1&3), Poliomyelitis Vaccine (Inactivated) 

7. IMOVAX POLIO (IPV) 
8. ShanIPV 

9. IPV 

10. R21 Malaria Vaccine 

 

TESTING 

A total of 3277 batches were received in the year 2024-2025 and 891 batches were tested by 
Lab 
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VIRAL VACCINE UNIT 

Team of Viral Vaccine Unit Year 2024-2025 

 

 

Overview of the unit and services provided. 

Viral vaccine unit is engaged with review of the summary lot protocol, review of dossiers, post 

approval changes and perform quality control analysis of vaccine as per the National and 

International guidelines i.e.  Indian Pharmacopeia, WHO technical Report series, European 

Pharmacopoeia, British Pharmacopoeia. The viral vaccine range received in the laboratory 

includes live viral vaccines, inactivated viral vaccines, recombinant DNA vaccines, VLP 

vaccines further the department is dedicating its efforts to implicate the newer vaccine testing 

techniques as per the National and International regulatory bodies. 

Viral vaccine unit received around 2142 (approx.)  batchesin the year 2024-2025 of the various 

viral vaccine for testing & prerelease certification,70 post approval changes were reviewed and 

4 technical dossiers were reviewed. The samples received from manufacturers, importers and 

from inspecting authorities for EPI supply, are subject to lot release and the samples received 

from Drug Inspector /Field/AEFI samples are tested as per the safety parameters. 
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Table-2 

Details of Viral Vaccines received in Year 2024-2025 

S .No. Name of the Vaccine 

1.  Hepatitis A Vaccine, Inactivated 

2.  Hepatitis B Vaccine, Recombinant 

3.  Hepatitis A Vaccine, Inactivated and Hepatitis B (Recombinant) Vaccine Adsorbed  

4.  Human Papillomavirus Quadrivalent (Types 6, 11, 16, 18) Vaccine, Recombinant 

5.  Human Papillomavirus Bivalent (Types 16 And 18) Vaccine, Recombinant 

6.  Inactivated Influenza Vaccine (Split  Virion) 

7.  Inactivated Influenza Vaccine ( Surface Antigen) 

8.  Inactivated Influenza  Vaccine  (Whole Virion ) 

9.  Influenza Vaccine (Human, Live Attenuated) 

10.  Japanese Encephalitis Vaccine, Inactivated (Adsorbed , Human) 

11.  Japanese Encephalitis Live Vaccine (Human) 

12.  Measles Vaccine ( Live )  

13.  Measles and Rubella Vaccine (Live)  

14.  Measles, Mumps and Rubella Vaccine (Live)  

15.  Measles, Mumps, Rubella and Varicella Vaccine 

16.  Mumps Vaccine (Live ) 

17.  Rotavirus Vaccine (Live Attenuated Oral ) 

18.  Rubella  Vaccine, Live  

19.  Varicella Vaccine (Live) 

20.  Yellow Fever Vaccine (Live) 

21.  Herpes Zoster Vaccine  

22.  Dengue vaccine  

23.  Corona vaccine 

24.  Respiratory Syncytial Vaccine 
25.  Zika Virus 

 

TESTING  

The vaccines are tested for potency, identity, stability, physical aspect and neurovirulence test 

at viral vaccine unit. Majority of the testing of viral vaccines are based on cell culture 

techniques. 

Cell lines: Different cell lines (VERO, RK-13, MA104, HEK-293) are maintained for the testing 

of viral vaccines. The cell banks of these vaccines are maintained for the routine usage in the 

vaccine testing. 
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Figure-4 Details of samples received and tested in viral vaccine in the year 2024-2025 

 

Figure-5 Details of AEFI/ Drug Inspector received and tested in viral vaccine in the year 

2024-2025 

The unit isalso indulged in review of reports of quality defects and provision of advice on 

withdrawals. The unit shows active participation in joint inspection like GMP, routine 

inspection, internal audits. Regular discussions with manufacturer on the issues pertaining to 

viral vaccine unit.In addition to this, the unit contributes for preparation of IP monographs on 

viral vaccines. The unit also participate in assigning the unitage to NRS (National reference 

standards) of MMR group of vaccine. 
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CHEMICAL TESTING OF SAMPLES IN INSTRUMENTATION 

AND ANALYTICAL LAB 

Team of Instrumentation And Analytical Laboratory Year 2024-2025 

 

Overview of Unit activities and services provided 

Chemical testing and analysis are vital for regulatory compliance and to understand the quality 

and composition of chemical substances and materials that are used in biological products, 

during manufacturing processes. The Instrumentation and Analytical Laboratory is equipped 

with a wide range of techniques and instrumentation to meet any chemical analysis 

requirement for Quality Control of Final Lot of the various Vaccines and Antisera.   

The Laboratory provides analytical support to various units of CDL viz. Bacterial, Viral and 

Antisera units by testing of all finished biological products received at CDL, Kasauli, which are 

indigenously produced, distributed and imported into the country.    

The laboratory performs the testing protocols according to the standard methodologies as per 

the specifications of Indian Pharmacopoeia, European Pharmacopoeia, British Pharmacopoeia 

and WHO guidelines. 

The analytical testing laboratory is staffed with trained and experienced personnel skilled in 

performing analysis on a wide variety of biological products (Bacterial Vaccines, Viral Vaccines 

and Antisera). 

Evaluation, development, establishment, method validation and implementation of testing 

procedures is a routine followed by this laboratory.           
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NABL Accreditation 

The laboratory has the quality system as per ISO/IEC 17025:2017 and accredited by National 

Accreditation Board for Testing and Calibration Laboratories (NABL) in the field of Chemical 

Testing. 

The Laboratory carries out its testing / calibration activities in accordance to the requirements 

of ISO/IEC 17025:2017 in assuring the quality of the test results and measurement of 

traceability. 

WHO Prequalification 

The Instrumentation and Analytical Laboratory of CDL, Kasauli is prequalified by WHO for the 

Quality Control testing of the vaccines. 

Laboratory Instrumentation 

Analytical laboratory instruments encompass a wide range of instrumentation whose principal 

purpose is to qualitatively and quantitatively analyze the samples; the chemical makeup of a 

sample and the quantity of each component within a sample. The wide range of available 

equipment also allows for a wide range of testing methods and their respective applications. 

The laboratory uses the equipment‟s including: UV spectrophotometer, Karl Fischer Titrator, 

Coulometer, Weighing Balance, pH meter, HPLC, ELX-808iu, Milli Q Water system, Water 

baths, Hot Air Oven, Bio-safety cabinets, Centrifuge, Elisa Incubator & Washer, Elisa Reader. 

 

Training and Development programs conducted (Internal & External) 

The analysts frequently update their skills through studying new analytical methods, regulatory 

guidelines and new technology for bioanalysis and by participating in internal and external 

training programs. 

Internal training program is an integral part of the training schedule of the laboratory. The Staff 

is trained as per the yearly schedule of the topics assigned. The External training programs 

are conducted onsite at CDL, Kasauli or at the site of manufacturer.  

The officials from B.E Ltd., Hyderabad trained the laboratory officials  at CDL, Kasauli for the 

test “Estimation of Total saccharide content and Percentage of Adsorption in 14 valent 

Pneumococcal Polysaccharide conjugate vaccine”. Dated: 6th& 7Th July 2024. 

The officials of Panacea Biotech, Baddi trained the laboratory officials at Panacea Biotec, 

Baddi (Dated:    12th&13th Nov 2024) for the tests: 

(i) Identification & quantification of serotype specific Pneumococcal polysaccharide 

(saccharide) content in Pneumococcal polysaccharide conjugate vaccine (Adsorbed), 11 

valent by Rate Nephelometry method. 

(ii)Determination of PRP content in Hib concentrated bulk (PRP-TT) and vaccine samples 

containing Hib (PRP-TT) as one of its components by Ion Exchange Chromatography. 
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The officials of GCBC Vaccines Pvt. Ltd., trained the laboratory officials at CDL, Kasauli for the 

test “Estimation of LPS content of Vibrio cholerae Strains (O1, INABA, CAIRO 48), (O1, 

OGAWA, CAIRO 50), (O139,4260B) and (O1, E1TOR, INABA, PHIL 6973)” Dated: 26th March 

to 28th March 2025. 

Training of M.Sc. Microbiology students (20No.) from C.R.I, Kasauli at Instrumentation and 

Analytical Laboratory, CDL, Kasauli   during the tenure of one month (December 2024) “The 

objective of this training Programme was to develop and enhance analytical skills and 

technical knowledge of the students through Hands-on Training in Biochemical Quality Control 

of Biologicals (Vaccines and Antisera). The training covers techniques used in quality 

evaluation like HPLC, Electrophoresis, ELISA, Bacterial Endotoxin testing, UV 

spectrophotometer, Karl Fisher, pH meter.  

Research and Developmental activities undertaken 

Assay validation in research and development ensures the reliability and accuracy of analytical 

method by verifying their performance characteristics, including Accuracy, Precision, 

Specificity, and Robustness. During the year 2024 the following assays were validated: 

1. Analytical Method validation for estimation of Total saccharide content and Percentage of 

Adsorption in 10 valent Pneumococcal Polysaccharide conjugate vaccine by Anthrone 

Method. 

2. Analytical Method validation for estimation of Total saccharide content and Percentage of 

Adsorption in 14 valent Pneumococcal Polysaccharide conjugate vaccine 
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GENERAL SAFETY TESTING OF SAMPLES 

Vaccines undergo rigorous safety testing, starting with preclinical studies in labs and animals, 
followed by three phases of clinical trials on humans before approval. Post-licensure, 
continuous monitoring through surveillance systems like VAERS ensures ongoing safety 
assessment.  

Here's a more detailed breakdown: 

1. Preclinical Testing: 

 Laboratory Studies:To test the vaccine in the lab using cell cultures to see if it triggers 

an immune response and assess its safety. 

 Animal Studies:If the lab tests are promising, the vaccine is tested on animals (like mice 

to evaluate safety, dosage, and immune response before human trials.   

2. Clinical Trials: 

 Phase I:Involves a small group of volunteers (20-50 people) to assess safety, side 

effects, dosage, and how the vaccine is administered. 

 Phase II:A larger group (several hundred) participates, focusing on safety, immune 

response, and identifying potential side effects. 

 Phase III:This phase involves thousands of volunteers, often across multiple countries 

and sites, to confirm the vaccine's safety and efficacy on a larger scale.  

3. Post-Licensure Surveillance: 

 Monitoring Systems: 

Health authorities, like CDCO and state regulatory continuously monitor vaccine safety 

through systems like VAERSetc 

 Adverse Event Reporting: 

Healthcare professionals, vaccine manufacturers, and the public can report any adverse 

events to these systems, allowing for prompt investigation and response.  

 Independent Evaluation: 

Adverse event reports are often assessed by independent expert groups to determine if 

they are related to the vaccine.  

 Ongoing Research: 

Research studies continue to monitor vaccine safety and effectiveness, including studies 

on rare or serious side effects. 

 

 

 

  

https://vaers.hhs.gov/
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MICROBIAL EXAMINATION OF SAMPLES IN STERILITY 

UNIT 

Team of Sterility Testing Laboratory Year 2024-2025 

 

 

Sterility testing should be performed under aseptic condition, which is preferably consistent 

with the standard of clean room required for the aseptic manufacture of Immunobiological. The 

sterile/controlled area has been designed according to the technical requirements which are 

necessary for the testing of all biological products. Air exhaust system/HVAC system is 

installed and differential pressure, temperature are controlled in laboratory area. The walls, 

floor and ceilings of controlled/ sterile area are smooth with coving ends and are easy to clean. 

Sterility testing of various Immunobiological is carried out at CDL, Kasauli meeting all the 

procedural requirements, as laid down in the “Guide to good manufacturing practises for 

medicinal products and manufacturing of sterile medical products”. 

Beside this, there is an area equipped with walk- In- incubators carrying the temperature need 

for bacterial (30-35ºC) and fungal (20-25ºC) microorganisms.  

A designated microbiological area for performing the culture maintenance activity, growth 

promotion test and microbial identification, with a bio- safety cabinet. 

 

Sterility Testing Laboratory (STL) is a CentralFacility well equipped with required equipment 

viz 

laminar air flow cabinet in cleanroom, dedicated walk-inincubators at temperatures specified 

by the 
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pharmacopoeial method for each test media,autoclaves etc. to test the various biological 

products 

referred to it for sterility testing by either of the twoSterility Testing Techniques Viz Direct-

Inoculation orMembrane Method (Closed Sterility Test Method) inaccordance with the 

pharmacopeial method. It alsohas environmental microbiology laboratory forisolation& 

biochemical characterization of clean roomenvironmental isolates and handling 

&maintenanceof reference strains of bacterial & fungal strain. 

 

 

 

 

 

[CATEGORY NAME] 
88 

[CATEGORY NAME] 
582 

[CATEGORY NAME] 
221 

[CATEGORY NAME] 
612 

Manufacturer sample received and tested 
year 2024-2025 

ANTISERA BACTERIAL POLIO & RABIES VIRAL
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[CATEGORY NAME] 
10 

[CATEGORY NAME] 
10 

[CATEGORY NAME] 
8 

[CATEGORY NAME] 
15 

DI/AEFI Samples received and tested 

ANTISERA BACTERIAL POLIO & RABIES VIRAL

[CATEGORY NAME] 
98 

[CATEGORY NAME] 
592 

[CATEGORY NAME] 
229 

[CATEGORY NAME] 
627 

Total samples received and tested 

ANTISERA BACTERIAL POLIO & RABIES VIRAL
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ANIMAL HOUSE FACILITY 

Team of Animal House Year 2024-2025 

 

An overview of Animal House 

The Animal House facility of the Central Drugs Laboratory, Kasauli has been registered with 

CPCSEA for the purpose of Research for Commercial purpose on small animals. The 

registration number of the animal house facility is 225/GO/Rc/S/23/CCSEA. Central Drugs 

Laboratory has constituted an Institutional Animals Ethics Committee (IAEC) as per the 

CPCSEA guidelines which ensure consistent ethical review mechanism for research on small 

animals is put in place for all the test proposals. The Animal House facility of the Central Drugs 

Laboratory plays a vital role in the in-vivo testing of vaccine and antiserum. This test carried 

out in accordance with the national regulatory and WHO guidelines to ensure the safety, 

potency and efficacy of vaccine and antiserum before they released for public use  

The animal house facility at Central Drugs Laboratory caters to the need of testing immune-

biologicals. The facility primarily houses mice and guinea pigs for testing purpose in 

compliance to the CPCSEA guidelines. Animals are maintained under controlled 

environmental conditions with fresh air exchange in animal rooms. Animals are kept in 

quarantine room soon after receiving them. Each animal‟s species is housed in separate 

individual rooms to prevent interspecies disease transmission. Animal house facility has 

dedicated animal experimentation unit for conducting experiments on animals. 

 In addition, the animal facility has a designated utility area equipped with washing 

system, double door autoclave, water purification system, bedding and animal waste disposal 

station. Personal hygiene and sanitation are taken utmost care during the animal house 

operations. Regular cleaning and sanitation of animal‟s rooms, corridors, storage spaces and 

other areas are carried out to ensure hygiene. The facility has clean and dirty corridor system 

to minimize cross contamination and for efficient animal house operation. The routine work at 
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Animal House facility is carried out as per the standard operating procedures laid down by 

mother institute, Central Drugs Laboratory. 

Details of animals approved and used along with the test protocol in Animal House facility of 

Central Drugs Laboratory, Kasauli during the period from 2024-2025. 

 

 

 

 

[VALUE] 

1680 

1680 

100 

7280 

1% 100 

160 

2560 

720 2% 1% 144 

No. of mice approved year 2024-2025 

Potency test for Pertussis Component

Potency test for Tetanus component by
antibody induction method

Potency test for Tetanus component by
challenge method in mice

Abnormal Toxicity test

Potency test for Rabies vaccine

Virus Inactivation

Test for Virus Titration for Rabies
challenge virus

Potency test for Rabies antiserum

Potency test for Antisnake Venom serum
I.P.

Potency test for Tetanus antiserum

Potency test for Antisnake Venom serum
(Pan Africa)

Potency test for scorpions venom
antiserum
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2040 

1176 

90 

2548 

0% 20 

920 

1664 

390 144 

No. of mice used year 2024-2025 

Potency test for Pertussis Component

Potency test for Tetanus component by
antibody induction method

Potency test for Tetanus component by
challenge method in mice

Abnormal Toxicity test

Potency test for Rabies vaccine

Virus Inactivation

Test for Virus Titration for Rabies
challenge virus

Potency test for Rabies antiserum

Potency test for Antisnake Venom serum
I.P.

Potency test for Tetanus antiserum

Potency test for Antisnake Venom serum
(Pan Africa)

Potency test for scorpions venom
antiserum
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2% 96 

1120 

2% 1% 69 
3% 

696 

2% 10 

No. of G. pigs approved year 2024-2025 

Tests for absence of virulent
Mycobacterium

Potency test for Diphtheria component
by antibody induction   method

Potency test for Diphtheria component
by challenge method

Tests for skin reactivity / excessive
dermal reactivity

Specific  Toxicity of Diphtheria
Component

Specific  Toxicity of Tetanus Component

Potency test for Tetanus component by
antibody induction method

Potency test for Tetanus component by
challenge method in G. Pigs

Abnormal Toxicity test

Potency test for Diphtheria antiserum

2% [VALUE] 

672 

30 
0% 1% 
116 

116 
36 18 

No. of G. pigs used year 2024-2025 

Tests for absence of virulent
Mycobacterium

Potency test for Diphtheria component
by antibody induction   method

Potency test for Diphtheria component
by challenge method

Tests for skin reactivity / excessive dermal
reactivity

Specific  Toxicity of Diphtheria
Component

Specific  Toxicity of Tetanus Component

Potency test for Tetanus component by
antibody induction method

Potency test for Tetanus component by
challenge method in G. Pigs

Abnormal Toxicity test
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QUALITY ASSURANCE UNIT 

Team of Quality Assurance Unit Year 2024-2025 

 

 
 
 
 
The Quality Assurance Unit of CDL ensures the implementation of Quality Management 
system in the laboratory and  is deeply integrated into its operations, ensuring the 
higheststandards in testing ImmunobiologicalAccreditedtoISO/IEC 17025 since 2009, Central 
Drug Laboratory demonstrates itscompetence in biological and chemical testing, reinforcing 
itsservices. The scope of testing has increased gradually over a period of time in the 
disciplines of biological testingand chemical testing. 
 
Thisincludes accreditation related activities viz, ensuring timely updates and reviews of 
Standard Operating 
Procedures (SOPs), Scope of Accreditation, Intermediate Check of Equipment‟s and 
Operation& Maintenance of Micropipettes. Internal QualityAudits, Customer feedback and 
complaints and Management Review Meetings are meticulously planned and coordinated by 
Quality Assurance Unit. 
 
QAU coordinates with different units in the laboratory to ensure seamless operations with 
respect to equipment (calibration (onsite and off-site) and payment release for seamless focus 
on testing byrespective laboratories/ units; inclusion of newproducts, quantity and fee in the 
Testing feedocument on the institute's website to reflect new products and fees, facilitating 
stakeholder access and actively assessing customers' feedback received from the 
Manufactures , underscoring CDL commitment to continuous improvement and customer 
satisfactionrespectively. The integrity and reliability of equipment are upheld through regular 
updates of authorized usage lists, preventive maintenance by Original Equipment To ensure 
timely revision and review of criticaldocuments and processes are managed by AlertCalendars 
and/or e-mails. Essential records includingTemperature& Humidity Sheets, IQC & Trend 
Charts,Intermediate quality check, assuring the quality of test results, calibration and supply of 
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Reference standard of the master lists of SOPs, equipment, logbooks, Method Validation/ 
Verification data, PT/EQAS/ ILC records, registers, files, CRM/ RS, critical reagents, and 
authorized personnel are maintained for compliance requirements. QAU provides 
essentialitems to labs/units viz; calibrated standard weight box, UV-calibration kit, 
thermometers, andpharmacopoeia, and othermiscellaneous items- Medical records, log books, 
immunizationcards, reporting of NSQ samples.  
 

External and internal training are imparted by QAU to equip lab/unit personnel with the 
necessary skills to discernpotential risks associated with newly acquired products or the 
verification/ validation process of test parameters and empower lab/unit staff to identify risks 
promptly and implement appropriate control measures to mitigate them effectively. Guidance 
Document on Measurement Uncertainty prepared by QAU, provides labs with 
readilyaccessible references for the convenient calculation of Measurement Uncertainty (MU) 
streamlining the process of calculation of Measurement Uncertainty and helping them to 
maintain precision and accuracy in their measurements with ease.  
 
Regular inspections are crucial to ensure that work adheres to the set quality standards of 
WHO and NABL guidelines. 
 
The Laboratory was assessed by Internal Auditor for Internal audit in the month of July 22nd 

to23rd 2024. 
 
The Laboratory was assessed by WHO auditors for External audit: 
(i) Audit for the WHO Contract Laboratory in the month of June 24 th to 28th 2024. 
(ii) WHO Re-benchmarking of the National Regulatory Authority (NRA) in the month of 
September 16th to 20th t 2024. 
 
 
CDL ISO/IEC 17025:2017 accreditation wassuccessfully renewed with validity of Certificate of 
Accreditation till 01/11 /2025 after the accreditationaudit from 20th-21st May 2023 in the 
discipline ofChemical and Biological testing. 
NATIONAL INSTITUTE OF BIOLOGICALS 

The annual Internal Audit of CDL Laboratories/QA plays a vital role in facilitating visits to 
various laboratories and units of CDL. The QA remains dedicated to upholding andadvancing 
CDL standards of excellence in biologicaland chemical testing and Lot release and lab testing 
parameters i.e. both the National & International standards. 
 
 
The Quality Management System at CDL has shown sustained compliance andmeasurable 

improvement in the year 2024-2025. The laboratory continues to align its operations 

withinternational best practices, thereby ensuring its role as a reference National Control 

laboratory underthe CDSCO framework.\ 
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REPORT OF ADMINISTRATIVE  
 

In charge Administration Year 2024-2025 

 

The Administration department take cares of the key functions of administration including planning, 

organizing, staffing, controlling, directing, coordinating, reporting and recording, and budgetinfull 

description 

In charge Administration:  Mr. SumirRaiBhalla 

This division is engaged in all work related to Human Resource Management viz., 

a) Recruitment of staff 

b) Deployment of staff 

c) Fixation of salary, maintenance of service book and promotions of staff 

d) Matters related with CPWD and house allotment 

e) Parliament Questions 

f) Framing of Recruitment Rules, Maintenance of Reservation Roster 

g) Correspondence with D. G.H.S/ DCGI and Ministry 

1. Governing Body of the Laboratory 

Secretary Health & Family Welfare Chairman 

Ministry of Health & Family Welfare, 
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NirmanBhawan, New Delhi. 

Joint Secretary  

Ministry of Health & Family Welfare, 

NirmanBhawan, New Delhi – 110011. 

Drugs Controller General (India),  

Directorate General of Health Services, 

F.D.A. Bhawan, Kotla Road New Delhi - 110002. 

Director,  

Central Drugs Laboratory kasauli 

2. Promotions, Appointments/ Superannuation/ Quit from Services / granted by the Institute 

during the year 2024-25: - Nil  

 

3. Staff in position 

 Total Staff Strength: 61 

 Regular Staff:20 

 Contractual Staff:41 

 

WORKBUDGET ESTIMATION (2024-25) 
 

 
Statement showing the Budget Estimates-2024-25 and Revised Estimates 

2024-25 and expenditure up to 31.3.2025 in respect of Central Drugs Laboratory, 

Kasauli. 

 

 

                                                                                                                                           (Figures in Thousands)  
 
Budget and Expenditure detail for the financial year 2024-25 

S
r.No. 

Object head B.E 2024-25 R.E 2024-25 Expenditure 

0
1 

Salaries (01) 2,00,00 1,65,69 1,65,68 

0
2 

Rewards (05) 2,00 1,57 1,56 

0
3 

Medical 

Treatment (06) 
30,00 17,00 16,54 
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0
4 

Allowances (07) 1,00,00 1,17,77 1,17,77 

0
5 

LTC (08) 3,00 0,55 0,55 

0
6 

Domestic Travel 

Expenses (11) 

10,00 2,51 2,51 

0
7 

Office Expenses 

(13) 

5,00 2,22 2,07 

0
8 

Printing & 

Publication (16) 

1,00 0 0 

0
9 

Rent for Others 

(18) 

1,00 1,00 0,24 

1
0 

Digital 

Equipment (19) 

4,00 3,65 3,65 

1
1 

Material & 

Supplies (21) 

40,00 33,30 31,45 

1
2 

Minor Civil 

Works (27) 

30,00 36,35 36,35 

1
3 

Professional 

Services (28) 

1,00 1,80 1,65 

1
4 

Repair 

&Maintenance 

(29) 

6,00 4,46 3,64 

1
5 

Other Revenue 

Expenses (49) 

1,00 0,17 0,17 

1
6 

Machinery & 

Equipment (52) 
65,00 8,19 8,19 

1
7 

ICT (71) 5,00 0 0 

 Total 5,04,00 3,96,33 3,92,01 
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ACCOUNTS & STORE SECTION 

Team of Accounts and Store Year 2024-2025 

 

Store management is to purchase material at the low cost, to receive materials, to protect 

them while in storage from damage and unauthorized removal, to issue the material in the 

right quantities at the right time to the destination place and to provide these services promptly 

at least cost. Main objective of store is to avoid over and under stocking of materials,to 

maintain systematic records of materials,to protect materials from losses and damage& to 

minimize the storage cost of materials. 

` 

Store section of Central drugs laboratory Kasauli is comprised of unit‟s viz. purchase unit and 
issuance unit. In purchase unit purchase of all the glassware & plastic ware items, stationery 
items, machinery &equipment‟s, chemicals, animals ,miscellaneous items and hiring of 
transport is done after the approval of Director. Beside this, the services of repair and 
maintenance of heavy installations are also hired as per the set procedure and within the 
delegated powers to this Lab. 
 
The following procedure is followed in receiving of these materials; - 
 

1. Receiving the incoming materials by purchase unit and to confirm their quantity and 
quality as per specification with the purchase order and is physically verified for any 
damaged, defective and deficient supplies etc. along with notes. 

 
2. Returning of damaged and defective goods to the supplier in accordance with the  

instruction of store-in-charge.   
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3. After the satisfaction of concerned unit the incoming materials entries are made in the 

stock register and further handed over to issuance unit.  
 
  
In Issuance unit the material is issued to the respective units on receiving duly authorized 
requisition slip. An entry in this regard is made immediately on the stock register from where 
the material is issued. The stock register contains valuable information with regard to receipt 
and issue of material, which is greatly helpful in exercising a system of inventory control. 
 
Five kind of inventory is received by CDL store i.e. machinery &equipment‟s, chemicals, 
glassware & plastic ware, miscellaneous items and stationery items. 
 
The above said material is procured by following set procedures as laid down in the governing 
SOPs of procurement. Basically, the following procedures are being adopted for purchase of 
the items in the CDLKasauli..Purchase of material through GeM, to float limited rate enquiry or 
quotations,through rate contract and to put up for local purchase. 
 
Under rate enquiry machinery and equipment‟s are purchased. Rate enquiry is a formal 
statement of promise by potential supplier to supply the goods or services required by CDL at 
specified prices, and within a specified period. Rate enquiry /Quotation contain terms of sale 
and payment. The quotations which are received by due date and time are opened on the 
specific date and time by designated committee members. Comparative sheet of these 
quotations are prepared, and then sent to the user section regarding comments and before 
getting the approval from the Director CDL. The comparative statement along with the user 
section comment is put up to purchase committee for their comments and recommendation.  
 
 After getting the clearance from the purchase committee the case is put up to Director CDL 
for financial approval. Purchase of item less than 5 lakh are under the financial power of 
Director CDL and if purchase order more than 5 lakh then administrative and financial 
approval is sought from CDCSO.   
 
Items like chemicals, glassware & plastic ware are purchased under the annual rate contract. 
Rate contract is procurement cost reduction strategy aimed at standardizing procurement 
prices for commonly procured homogeneous and price varying inputs. Comparative sheet of 
items to be purchased under rate contract are prepared after receiving authorized requisition 
slip with specification of items from user section. The comparative statement along with the 
user section comment is put up to purchase committee for their comments and 
recommendation. After getting the clearance from the purchase committee the case is put up 
to Director CDL for financial approval.  
 
The Purchase for a total value up to Rs.25000/- to 2,50,000/- (without quotations) can be done 
through a purchase committee for the purchase of items under local purchase. Purchase of 
value up to Rs 25000/- one member from local purchase committee and between the value of 
Rs 25000 to Rs 2, 50,000/- three officers/members of Local Purchase committee and after 
Director Opinion and approval is necessary for local purchase. Stationery and miscellaneous 
items are purchased in local purchasing. 
 
 
The store periodically hires the services of various agencies for calibration and validation of 
the equipment‟s for smooth functioning of the lab. There are more than 150 items and jobs that 
were attended for procurement and hiring during 2024 -2025. 
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ENGINEERING UNIT 
 

Engineering Unit Year 2024-2025 

 
The campus specifically Laboratory &AnimalHouse building is complemented by 
variousengineering services/facilities/installation to facilitate theday-to-day scientific activities. 
Details information about the various engineering works/services/facilities and installations 
undertaken during theFinancial Year 2024-2025. 
 
Coordination with CPWD for renovation work of Walk in Incubators and walk-in-cold 
roomsinstalled in Level-2 of CDL building. 
 
Administration of various electro-mechanicalengineering services/ facilities installation ofday-
to-day operation and maintenance &repairing, which are provided/ installed in the Units / areas 
of CDL. 
 
Apart from the above, the Institute has finalized/ ongoingthe services contracts for annual 
operation andmaintenance contract and AMCs/CMCs of the followingengineering 
services/facilities and fixed scientificequipment during the Financial Year 2024-2025 
 
1. Operation and maintenance contract forcentralized R.O. Plant system installed in the 
Laboratory & Animal House. 
 
2. AMC of 1 Fume Hoods (M/s Kewaunee)installed in Instrument & Analytical Lab.  of CDL, 
Kasauli. 
 
3.Operation and non-maintenance contract forExternal & Internal services (Electrical). 
 

4. Operation and maintenance contract for HVACplant System including Window/ Split 
Cassette 
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and package type AC units installed in Laboratory. 
 
5.Repair and maintenance of the following engineering installation/ facilities/ f ixed scientific 
equipment under AMC/ CMC contract with their authorized service agency in India, which are 
installed in various areas of the Laboratory namely are:  Centralized UPSsystem, Electrical 
appliances, LED Signage, Telecommunication/ LAN system services, Bio-Safety Cabinets & 
Laminar Air Flow Stations, Air Compressor,Refrigerators and Bio-waste Disposal. 
 
6.To make provision for supply, installation, testingand commissioning separate Air 
conditioning Unit tocontrol the Humidity and temperature in ExistingSterility Clean Room” in 
CDL, Kasauli.Validation of Sterility Testing Clean Room twice ina year as per WHO guidelines 
in Laboratory. 
 
 
 
 
. 
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INFORMATION AND TECHNOLOGY CELL 

Team of Information and Technology Cell Year 2024-2025 

 

Information Technology cell is mainly responsible for the smooth running of computer systems 
and ensuring that users get maximum benefits from them. IT cell monitors and maintains 
computer systems and networks, install and configure computer hardware operating systems 
and applications, troubleshoot system and network problems, diagnosing and solving 
hardware or software faults, provide support, including procedural documentation and relevant 
reports and set up new users' accounts and profiles and deal with password issues. 

In line with government‟s focus on digitalization the lab has initiated online sample submission 

of the sample intended to be submitted to lab for testing and Pre- release certification. Sugam 

portal online sample submission since year 2017. High speed LAN server enabling a speed of 

34 mbps is available to cater the need of high-speed internet. 

e-Office Portal: IT Cell /Administration has implemented and Go-Live the eOffice Portal on 

23rd Jan. 2024 in thelaboratory. This includes the creation of sub-domainfor e Office & S P A 

R R O W i. e.(h t t p s: / / e o ffi c e.cdsco. g o v.i n a n dhttps://sparrow.cdsco.gov.in) and 

WebVPN accounts(https://saccess.nic.in) of CDL staff for accessingeOffice Portal. In addition, 

creation, mapping &migration of Personal Information ManagementSystem (PIMS) of CDL 

staff data and File Headsinto e-Office Portal. Mapped the inter-instancesbetweenMoHFW's e-

Office and Institute's e-Officeso that movements of eFile and Receipts startbetween them.IT 

Cell has registered the Institute'se-Office Portalinto e-Office Dashboard ofNIC'e-

Officewebsitehttps://eoffice.gov.in/Dashboard/dashboard. This dashboard indicates the 

monthlyprogress of e-Files created in e-Office Portal. This shall be implemented soon. 

SPARROW Portal: APAR forms are being submitted to Administration for furtherreview and at 

final stage. 
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AEBAS Portal: IT Cell has implemented theAadhaar Enabled Biometric Attendance System 

.IT Cell has designed,developed the database structure and registeredthe staff members into 

the portal. In the regard,BAS compatible finger prints registered machineshave been procured, 

configured and installed atvarious locations in the Laboratory. It is the responsibility of the IT 

cell to take out monthly online attendance sheet and gives it to admin. 

 

CDL Website:The Laboratory has transparent functioning. status of batches released by the 

laboratory which is updated on CDL Kasauli website cdlkasauli.gov.in. the release status is 

updated twice a month. 

iGOT Portal: IT Cell has registered andsuccessfully on-boarded the Institute's name at 

theiGOTKaramyogi Portal. In this regard, IT Cellhas also provided the support to other staff 

members to register on the portal. 

IT Infrastructure: IT Cell has procured the All-in-One PCs, Laptops, Multi-Functional Printers 

and 

Digital Signature Certificate for CDL's staff. Inaddition to this, installed the CCTV Surveillance 

and Access Control System in the Laboratory.IT plays a core role in maintenance of It 

structure. 

 

Scientific Software for Research Activities: IT Cell has also provided the support for 

procuring 

the scientific software such as Combistatsand Bio-Render academic softwaresubscription etc., 

for the Laboratory. In addition, IT Cell maintains and update CDL Kasauli website 

(cdlkasauli.gov.in). 

Online Portal: The laboratory has implemented Sugam Portal for reviewing and conveying 

opinion on Post Approval Changes and Market Authorization application.Sugam has been 

implemented for lot release processes. All the Summary Lot Protocols are submitted online, 

sample receipt is generated and forwarded for further processing to different units of the 

Laboratory. 
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RIGHT TO INFORMATION ACT, 2005 

EMPOWERING CONSUMERS 

Empowering Consumers: Right to Information Act, 2005 In terms of Section 4 (1) (b) and 4 (2) 

of the Right to information Act, 2005, the Laboratory has nominated the following officers as 

CPIO and Appellate Authority under the RTI Act, 

C.P.I.O                                                             

 
DevendraBarthwal 
Asstt.Technical Officer 
Central Drugs Laboratory, Kasauli (H.P) 
Contact No: 
 

1St Appellate Authority 

Sushil Kumar Sahu 

Director 

Central Drugs Laboratory, Kasauli (H.P) 
Contact No.: 
 

During the year (2024-2025), the Laboratory received the following applications to obtain 

various types of information under the RTI Act 2005: - 

 

 No. of 
request  
received 

No of request 
replied 

No. of request 
pending 

No. of request 
where information 
was rejected 

Request 
 

5 5 Nil 2 

RTI 
APPEAL 

1 1 Nil - 

 

(PREVENTION, PROHIBITION, AND REDRESSAL OF 

SEXUAL HARASSMENT OF WOMEN AT THE WORKPLACE) 

 

POSH Act, 2013 

The Laboratory complies with the POSH Act, 2013 on prevention, prohibition, and redressal of 
sexual harassment of women at the workplace. It has an Internal Complaints Committee (IC) 
in compliance with the Act. The members of the IC are responsible for conducting inquiries 
pertaining to such complaints and organizing the trainings for the awareness of the staff. 
During the year 2023-24, no complaint has been received by the ICC. 
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PARTICIPATION IN PT/ILC /NATIONAL INTERNATIONAL 
 

Different Vaccine Units and Antisera Unit in the Laboratory has participated in Inter Lab 

comparison studies with the indigenous Manufactures for all the products received in the 

laboratory having the test under the Sope of NABL for the year 2024-2025. 

Bacterial Vaccine Unit of CDL in collaboration with World Health Organisation (WHO) has 

participated in the different Collaborative studies for establishment of International Reference 

Standards. Ongoing Collaborative Study in 2024 is International Collaborative study CS728 – 

Proposed 5th WHO International Standard for whole Cell Pertussis Vaccine.    

Following Method Verifications studies have been completed in Year 2024-2025 

Sr. 
No. 

Study  

1. Verification of Pertussis Challenge Culture 

2. Verification of Pertussis Reference Standard 

3. Verification of Diphtheria National Reference Standard 

4. Verification of Compendial Method of Tetanus Potency (Lethal Challenge Method in Mice) 

5. Verification of Compendial Method of Diphtheria Potency (Lethal Challenge Method in 
Guinea Pigs) 

6. Verification of Compendial Method of whole cell Pertussis Potency (Active Mouse Protection 
Test) 
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PREPARATION AND SUPPLY OF INDIAN PHARMACOPIEA 

REFERENCE SUBSTANCES (IPRS) 

 

The develop and validate Indian Pharmacopeia Reference Substances (vaccines & Antisera) 

Laboratory is the repository for the following Standards. 

LIST OF INDIAN PHARMACOPIEA REFERENCE SUBSTANCES YEAR 2024-2025 

 

 
However, considering the huge number and widevariety of biologically derived product 

available in the market andalso the constraints in obtaining InternationalStandards (IS) which 

are restricted for use inroutine testing, it is felt that there is a need forestablishing more Indian 

Pharmacopeia Reference Substances for newer vaccines flooding into the market through 

collaborative studies industry. The Quality Assurance Unit initially will work 

towardsdevelopingthe strategies and policies forestablishmentofbiologicals and further actions 

for capacity buildingin this regard 

S.No.  Name of the IPRS  Quantity Supplied  

1. Diphtheria Antitoxin (In-Vivo& In- Vitro) 107 Vials  

2. Tetanus Antitoxin( In-Vivo& In- Vitro) 143 Vials 

3. Diphtheria Toxoid  (G.pig Challenge method) 47Vials 

4. Tetanus Toxoid (G.pig Challenge method) 47 Vials 

5. Regional Working Reference Standard for Pertussis 

vaccine 

440 Vials 

6. Anti Rabies Immunoglobulin (Equine) 112Vials 

7. Snake venom (Cobra, Rusell Viper & Saw Scaled Viper & 

Krait) 

85Vials 

8. Rabies Vaccine 112Vials 

9. Measles Vaccine 25Vials 

10. Mumps Vaccine 20Vials 

11. Rubella Vaccine 25Vials 

12. Poliomyelitis Vaccine (bivalent OPV 1 +3 ) 65Vials 

13. Poliomyelitis Vaccine (m OPV Type I) 15Vials 

14. Poliomyelitis Vaccine (m OPV Type III) 15Vials 

15. Bacillus –Calmette- Guerin Vaccine 25Vials 
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CONTRIBUTION IN DEVELOPMENT OF INDIAN 

PHARMACOPOEIA MONOGRAPH 

Vaccine and Antisera Unit contributed through Expert Working Group of IPC in 

thedevelopment and amendments of the monographs from time to time as desired 

BVU participated in development of monographs in Indian Pharmacopeia regarding bacterial 

vaccines.  

IP 2022 Status 

AssayDiphtheria component Carry out the prescribed method for the assay ofdiphtheria 

vaccine by 

lethal challenge methoddescribed in the assay ofdiphtheria vaccine(adsorbed). 

Acceptance criteria: The lower confidence limit(P = 0.95) of theestimated potency is not 

Proposal for amendment: 

“Carry out one of the prescribed methods for the assay of diphtheria vaccine 

(adsorbed) 

Acceptance criteria: The lower confidence limit (P = 0.95) of the estimated 

potency is not less than 2 IU per single human dose.” 

Justification: 

 with EP and BP. 

vaccine as per IP, BP &amp; EP: 

Method A: Intradermal Challenge Test in Guinea pigs. 

Method B: Lethal Challenge Test in Guinea pigs. 

Method C: Determination of Antibodies in Guinea pigs. 

Method D: Any other validated serological assay in guinea pigs or mice asapproved by 

National Regulatory Authorityless than 2 IU per singlehuman dose. 

VVU participated in development of monographs in Indian Pharmacopeia regarding bacterial 

vaccines.  

Japanese Encephalitis VaccineInactivated (Adsorbed,Human) (IP 2022, Pg. 4419) 

FINAL LOTBiologicalassayDetermination of PotencyThe existing potency method in 

mice mentioned Subcutaneousroute for immunization. 

Proposal for amendment: 
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In addition to the existing method (Method A), below Method B to beincluded which is 

described under IP monograph of Japanese EncephalitisVaccine (Human) and in line with 

WHO TRS WHO TRS 963, 2007, page no.82 

 

Antisera Unit participated in development of monographs in Indian Pharmacopeia regarding 

bacterial vaccines.  

IP 2022 status : 

Rabies AntiserumPotency: 

Carry out the biological assayof rabies antiserum describedbelow. Biological Assay of 

Rabies Antiserum The potencyof rabies antiserum is determined by comparing the dose 

necessary to protect mice against a lethal intracerebral dose of rabies virus with thedose of the 

StandardPreparation of rabiesantiserum necessary to give the same protection 

Proposal for Amendment in Rabies Antisera, IP 2022 monograph for 

Replacement of the MNT test with RFFIT/ ELISA for potency determination of Equine Rabies 

Antiserum: It was decided during the 3rd meeting of Expert working group– „Antisera for 

Human Use‟ at IPC, Ghaziabad held on 4th June 2021 „not to replace the method but the 

proposed immunochemical method may be included as optional method as follows: 

Potency. 

Method A or Method B 

Method A. Current method in IP 2022 

Method B. Any other validated immunochemical methods such as RFFIT, ELISA etc. may be 

used once the consistency has been well established with 

method A to the satisfaction of National Regulatory Authority. Each lot, if tested by National 

Control Laboratory using method A should pass thepotency‟. 

 

NEW MONOGRAPHS/GENERAL CHAPTERS IN IP: 

3-O-desacyl-4′- monophosphorylatelipid A 

Drafted in line with Ph. Eur. Monograph as referred in new draft monograph of Quadrivalent 

Human Papilloma virus (Type 6, 11, 16,18) Vaccine [Recombinant]As decided during the last 

EWG meeting, draft monograph was uploaded onIPC website for stakeholder‟s comments. 

Following proposal received from stakeholder(s) after uploading on IPC 

website: Proposal for Monocyte Activation Test (MAT) as an alternative test method 

toRabitPyrogen Test. 
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Justification: The draft monograph is aligned to European Pharmacopoeiamonograph. The 

European Pharmacopeial council recently endorsed a newversion of the monograph that will 

be effective in July 2025 with the aim toremove test for pyrogenicity - the Rabbit Pyrogen Test, 

and replace it by theMonocyte Activation Test (MAT). This is a 3R initiative to reduce the 

animaluse.An annexure from EDQM website listing all monographs/general chapters forwhich 

Rabbit pyrogen test was removed, including 3-O-Desacyl-4′-Monophosphoryl Lipid 

AmonographMAT testing data received from stakeholder 

 

New monographs for inclusion in IP: Following vaccines are approved by CDSCO and 

monographs for thesame may be included in IP if feasible. For discussion of EWG 

 

3.2.1 Measles, Mumps, Rubella and Varicella Vaccine (MMRV) 

3.2.2 Pneumococcal polysaccharide and Non TypeableHaemophilusinfluenzae (NTHi) protein 

D 

conjugate vaccine, adsorbed (10 Pn-PD DiT) 

3.2.3 The monovalent H1N1-09 VLP (Virus-Like Particle) vaccine 

3.2.4 Dengue Vaccine 

RENDERING TECHNICAL EXPERTISE THROUGH JOINT INSPECTION 
 

Participating in regulatory inspections of various Manufacturing units in India relevant to 
Vaccine and Antisera. 
 

Total No. Of Sample Released from April 2024 to March 2025 

Sr. No. Product Total 

1 BCG Vaccine 491 

2 bOPV 1437 

3 Cholera Vaccine 45 

4 Clostridium Botulinum Toxin 3 

5 
Diphtheria Antitoxin 

31 

6 
DT Vaccine 

98 

7 
DTaP Vaccine 

4 

8 DTaP+IPV+Hib 12 

9 
DTaP-HepB-IPV-Hib 

2 

10 
DTP Vaccine 

108 

11 
DTP-Hep B 

3 

12 
DTP-Hib 

108 

13 
DTwP-Hib 

10 

14 
DTP-Hep.B-Hib 

650 

15 
DTP-HepB-Hib-IPV 

6 
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16 
DTwp-HepB-Hib 

25 

17 
DTwP-Hep.B-Hib-IPV 

17 

18 
HepatitsA  Vaccine 

19 

19 
Hepatitis B Vaccine 

410 

20 
Hib 

6 

21 
HPV 

7 

22 Haemophilus Vaccine 5 

23 
Rabies Antiserum 

81 

24 Rabies Vaccine 369 

25 Rotavirus Vaccine 170 

26 Rabies Antitoxin  4 

27 Rubella Vaccine 3 

28 
Influenza Vaccine 

51 

29 
IPV 

32 

30 
J.E Vaccine 

101 

31 
MR Vaccine 

280 

32 
Measles Vaccine 

232 

33 
MMR Vaccine 

277 

34 
MMRV Vaccine 

4 

35 
Meningococcal 

42 

36 
Pnenmococcal 

50 

37 Scorpion Venom Antiserum 8 

38 Snake Venom Antiserum 330 

39 Snake Venom Antitoxin 4 

40 Shingles (Herpes Zoster) Vaccine 1 

41 
Td Vaccine  

11 

42 TdaP 1 

43 Tetanus Antitoxin 38 

44 Tetanus Toxoid Vaccine   165 

45 Tetanus Vaccine 721 

46 Typhoid vaccine 109 

47 Trivalent Seasonal Influenza Virus Vaccine(VLP)  4 

48 Yellow Fever Vaccine 8 

49         Varicella Vaccine 26 

  TOTAL 6623 
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CENTRAL DRUG LABORATORY FACILITIES 

CDL has dedicated facilities for performing n-Vitro and In- Vivo testing to ensure the Chemical 

testing and biological testing of different Immunobiological products received in the Laboratory. 

Instrumentation & analytical Laboratory (Chemical Analysis) 
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Animal house facility (In- Vivo testing) 
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Events(CDL Photographs) 
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Contact us 

  Central Drugs Laboratory 

(Ministry of Health & Family Welfare) 

Government of India 

Central Research Institute, 

KASAULI-173204 (H.P.), INDIA. 

Phone: +91 01792- 272578, 272046 

Fax:  +91 01792-272049 

E-mail: nclkasauli@gmail.com, cdlkasauli@cdsco.nic.in  

Web Site:www.cdlkasauli.gov.in 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 


