
Details of applications of manufacturing license of vaccines in Form 28D/28DA 
and its regulatory status (Approved/Withdrawn) -2023 

 

SOP No. QMS-GNL-019 

S.No. Firm Name Name of the Product Date of 
Approval 
Issued 

Withdrawn 
date  

(if applicable) 

1 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad 

1. Noval Corona virus-2019-nCov 
vaccine (Recombinant)  
2. Noval Corona virus-2019-nCov 
vaccine (Recombinant) (ZyCoV-D) 

06.01.2023 Nil 

2 M/s Serum Institute hadapsar BCG for Immunotherapy B.P.  
CARCIVAC 

06.01.2023 Nil 

3 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. Recombinant CRM 197 
(Recombinant non-toxic mutant 
of Diphtheria Toxin) BULK Frozen 
2. Recombinant CRM 197 
(Recombinant non-toxic mutant 
of Diphtheria Toxin) BULK Frozen 
3. Recombinant CRM 197 
(Recombinant non-toxic mutant 
of Diphtheria Toxin) BULK Frozen 
PELICRM197 

31.01.2023 Nil 

4 M/s Bharat Biotech 
international  
limited (B05 & B06) Plot No. 
308 3rd  
phase Kiadb industrial area 
Malur,  
Kolar District Karnataka – 
563103  

1.  ChAd36-SARS-CoV-S COVID-19 
(Chimpanzee Adenvirus Vectored) 
Recombinant COVID-19 Vaccine  
2. ChAd36-SARS-CoV-S COVID-19 
(Chimpanzee Adenvirus Vectored) 
Recombinant COVID-19 Vaccine 
INCOVACC 3. ChAd36-SARS-CoV-S 
COVID-19 (Chimpanzee Adenvirus 
Vectored) Recombinant COVID-19 
Vaccine BULK 

24-01-2023 Nil 

5 M/s. Human Biologicals 
Institute (A Division of 
Immunological Limited) 
Rakshapuram Gachibowli 
Hyderabad - 500032, 
Telanagana 

1. Diphtheria and Tetanus vaccine 
(Adsorbed) for adults & 
adolescents I.P. (For domesctic & 
export)  
2.  Diphtheria and Tetanus 
Vaccine (Adsorbed, reduced 
antigen (s) content) (for export) 

27-01-2023 Nil 
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6 M/s Bharat Biotech 
international  
limited (B05 & B06) Plot No. 
308 3rd  
phase Kiadb industrial area 
Malur, Kolar District Karnataka 
– 563103  

COVID-19 Vaccine (ChAd36-SARS 
CoV-S COVID-19 (Chimpanzee  
Adenvirus Vectored) 
Recombinant)  

24.01.2023 Nil 

7 M/s. Biological E. Limited, Plot 
no. 1, Biotech Park, Phase No-II, 
Kolthur Village, Shameerpet, 
Medchal Malkajgiri (D), 
Telanagana  

1. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent) I.P.  
2. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent) I.P.  
3. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent)  
4. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent)  
5. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent) PnuBEvax 14 
6. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) (14-
Valent) PnuBEvax 14 

14-02-2023 Nil 

8 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. HEP B Vaccine Paed. Cipla 
2. HEP B Vaccine Adult Cipla 

22-03-2023 Nil 

9 M/s. Human Biologicals 
Institute (A Division of 
Immunological Limited) 
Rakshapuram Gachibowli 
Hyderabad - 500032, 
Telanagana 

1. Meales and Rebella vaccine 
(Live) I.P. (For  Export) 
2. Meales and Rebella vaccine 
(Live) I.P. (For Domestic and 
Export) 

17-03-2023 Nil 

10 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

1. Diphtheria and Tetanus vaccine 
(Adsorbed) for adult and 
adolescent I.P. (0.5ml single dose 
vial) and  
2. Diphtheria and Tetanus vaccine 
(Adsorbed) for adult and 
adolescent I.P. [Multi dose (5ml -
10dose vial) 

17.03.2023 Nil 
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11 M/s ZydusLifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
417, 419 & 420, Sarkhej -Bavla 
N. H. No. 8A, Village: Moraiya, 
Tal.Sanand, Dist.Ahmedabad - 
382210, Gujarat 

ZyVac R Rabies Vaccine BP 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
(a) Rabies Vaccine BP 
(b) Sterilized Water for injection 
BP 
1. Rabies Vaccine, Human I.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
VaxiRab N 
2. Rabies Vaccine, Human I.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
VaxiRab N 
3. Rabies Vaccine, Human I.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
4. Rabies Vaccine, B.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
VaxiRab N 
5. Rabies Vaccine, B.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) (PCECV) 
VaxiRab N 

22.03.2023 Nil 

12 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad  

1. Typhoid Polysaccharde vaccine 
I.P. 0.5ml single dose vial  
2. Typhoid Polysaccharide 
Vaccine I.P. (VACTYPH) 0.5ml 
single dose  

 18-04-23 Nil 
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13 M/s. Gennova 
Biopharmaceuticals Limited, 
Block 1, Plot No. P-1 & P-2, ITBT 
Park, Phase II, MIDC, Hinjewadi, 
Pune, Maharashtra - 411057 

1. mRNA Bulk for Vaccine (COVID-
19) [Omicron variant-sublineage 
BA. 1] 2. mRNA Bulk for Vaccine 
(COVID-19) [Omicron variant-
sublineage BA. 1] 3. Lyophilized 
mRNA Vaccine for injection 
(COVID-19) [Omicron variant-
sublineage BA. 1] 4. Lyophilized 
mRNA Vaccine for injection 
(COVID-19) 10 ug/dose [Omicron 
variant-sublineage BA. 1]  5. 
Lyophilized mRNA Vaccine for 
injection (COVID-19) [Omicron 
variant-sublineage BA. 1]  
GEMCOVAC-OM 

13.04.2023 Nil 

14 M/s Cadila Pharmaceuticals 
Limited, 1389, Trasad Road 
Dholka - 382225, Dist. 
Ahmedabad, Gujarat 

Recombinat Rabies G Protein 
Vaccine 2ml glass vial Thrabis  

02.05.2023 Nil 

15 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

1. Diphtheria and Tetanus vaccine 
(Adsorbed) for adult and 
adolescent I.P. (0.5ml single dose 
vial) and  
2. Diphtheria and Tetanus vaccine 
(Adsorbed) for adult and 
adolescent I.P. [Multi dose (5ml -
10dose vial) 

24-05-2023 Nil 

16 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

1. Inactivated influenza vaccine 
(Split Virion) I.P. (Tetravalent) 
0.5ml Single dose PFS 
2. Inactivated influenza vaccine 
(Split Virion) I.P. (Tetravalent) 
0.5ml Single dose PFS VaxiFlu-4 
3. Inactivated influenza vaccine 
(Split Virion) B.P. (Tetravalent) 
0.5ml Single dose PFS 
4. Inactivated influenza vaccine 
(Split Virion) B.P. (Tetravalent) 
0.5ml Single dose PFS VaxiFlu-4  
5. Inactivated influenza vaccine 
(Split Virion) I.P. (Tetravalent) 
0.5ml Single dose PFS VaxiFlu-4 

05-06-2023 Nil 
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17 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
2. Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
3. Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
ROTASIIL-Liquid 
4. Rotavirus Vaccine (Live 
attenuated, Oral) (Liquid) 
5. Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
ROTASIIL-Liquid 

20.07.2023 Nil 

18 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad  

1. Measles, Mumps and Rubella 
Vaccine (Live) B.P. (Freeze Dried)  
ZyVac MMR 
2. Measles, Mumps and Rubella 
Vaccine (Live) B.P. (Freeze Dried)  
ZyVac MMR 

27-07-2023 Nil 

19 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad 

1. Diphtheria and Tetanus 
Vaccine (Adsorbed) for Adult and 
Adolescents B.P. Single dose 
0.5ml , ZyVac Td 
2. Diphtheria and Tetanus 
Vaccine (Adsorbed) for Adult and 
Adolescents B.P. Multidose 5ml-
10dose vail , ZyVac Td 

27-07-2023 Nil 

20 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad 

1. Diphtheria and Tetanus 
Vaccine (Adsorbed) for Adult and 
Adolescents B.P. Single dose 
0.5ml , ZyVac Td 
2. Diphtheria and Tetanus 
Vaccine (Adsorbed) for Adult and 
Adolescents B.P. Multidose 5ml-
10dose vail , ZyVac Td 

27-07-2023 Nil 

21 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

Pneumococcal Polysaccharide 
conjugate vaccine (adsorbed) 
(10valent) 

20.07.2023 Nil 

22 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

Recombinat CRM 197 
(Recombinant non-toxic mutant 
of Diphtheria toxin) bulk - 
lyophilzed PELICRM197 

27-07-2023 Nil 
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23 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

BCG for Immunotherapy BP 
40mg/ml "UROHIPE" 

27.07.2023 Nil 

24 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

BCG for Immunotherapy BP 
(Freeze Dried) "UROHIPE BCG" 

27.07.2023 Nil 

25 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

1. Inactivated influenza vaccine 
(Split Virion) I.P (Tetravalent) 
0.5ml Single Dose PFS 
2.  Inactivated influenza vaccine 
(Split Virion) I.P (Tetravalent) 
0.5ml Single Dose PFS VaxiFlu-4 
3. Inactivated influenza vaccine 
(Split Virion) B.P (Tetravalent) 
0.5ml Single Dose PFS 
4. Inactivated influenza vaccine 
(Split Virion) B.P (Tetravalent) 
0.5ml Single Dose PFS VaxiFlu-4 
5. Inactivated influenza vaccine 
(Split Virion) I.P (Tetravalent) 
0.5ml Single Dose PFS  VaxiFlu-4 

20.07.2023 Nil 

26 M/s. Biological E. Limited, Plot 
No. 1, Biotech Park, Phase No-II, 
Kolthur Village, Shameerpet, 
Medchal-Malkajgiri Dist. 
Telangana  

1.  Pneumococcal polysaccharide  
conjuage Vaccine (Adsorbed) (14-
Valent) (PNEUBEVAX 14)  
2. Pneumococcal polysaccharide  
conjuage Vaccine (Adsorbed) (14-
Valent) (PNEUBEVAX 14)  
3. Pneumococcal polysaccharide  
conjuage Vaccine (Adsorbed) (14-
Valent) (PNEUBEVAX 14)  

28.08.2023 Nil 

27 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenA-TT conjugate Bulk DS 
(Domestic) 
2.  MenA-TT conjugate Bulk DS 
(Export) 

31-08-2023 Nil 

28 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune – 412301 

Meningococcal (A,C,Y,W,X) 
Polysaccharide Conjuage Vaccine 
Freeze Dried SILMEN-5 

 31-08-23 Nil 

29 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenA-TT conjugate Bulk DS 
(Domestic) 
2.  MenA-TT conjugate Bulk DS 
(Export) 

31-08-2023 Nil 
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30 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune – 412301  

Pneumococcal Polysaccharide  
conjuage vaccine (Adsorbed) (10 
Valent) PCV-10 CIPLA 

31-08-2023 Nil 

31 M/s serum Institue of India  BCG for Immnunotherapy 
40mg/ml Vaccine, VERITY-BCG 

31-08-2023 Nil 

32 M/s GSK Pharmaceuticals Ltd., 
Dr. Annie Besant Road, Worli, 
Mumbai- 400030  Maharashtra 

1. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) IP 
(Synflorix) 
2. Adosrbed Diphtheria, Tetanus, 
Pertussis (Acellular component), 
Hepatitis B (rDNA), Poliomyelitis 
(Inactivated) and Haemophilus 
influenza type B conjugate 
vaccine Ph.Eur. (Infanrix Hexa) 
3. Varicella Vaccine Live I.P. 
(Vaxilrix) 

12-09-2023 Nil 

33 M/s. Human Biologicals 
Institute   
(A division of Indian 
Immunologicals  
Limited) Kozhipannai, 
Pudumund  
Post, Udhagam 

1. Inactivated Hepatitis A Vaccine  
(Adsorbed) I.P. (For domestic and  
export), 2. Inactivated Hepatitis A  
Vaccine (Adsorbed) B.P. (For  
export), 3. Hepatitis A Bulk 
Vaccine  
(Adsorbed) I.P. (For Domestic and  
export)  

12.09.2023 Nil 

34 M/s GSK Pharmaceutical Ltd. 
C/o S.K Logistic, Gala no. 3a, 4a, 
5 to 10,11a,12a, Bldg. No. B-4, 
City Link Warehousing Complex, 
Mumbai - Nashik Highway, 
Village Vadapa, Opp Vadapa 
Police Stationm Bhiwandi 
421302, Dist. Thane, 
Maharashtra 

Herpes Zoster vaccine recombinat 
adjuvanted shingrix  

12-09-2023 Nil 

35 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenX-TT Conjugate Bulk Drug 
substance (Domestic) 
2. MenX-TT Conjugate Bulk Drug 
substance (Export) 

26-10-2023 Nil 

36 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenW-CRM197 Conjuage Bulk 
drug substnace (Domestic) 
2. MenW-CRM197 Conjuage Bulk 
drug substnace (Export) 

26-10-2023 Nil 
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37 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenC-CRM197 Conjugate Bulk 
Drug Substance (Domestic) 
2. MenC-CRM197 Conjugate Bulk 
Drug Substance (Export) 

26-10-2023 Nil 

38 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

1. MenY-CRM197 Conjuage Bulk 
Drug Substance (Domestic) 
2. MenY-CRM197 Conjuage Bulk 
Drug Substance (Export) 

26-10-2023 Nil 

39 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune – 412301 

Novavax COVID-19, Adjuvanted 
Omicron XBB, 1.5 Single dose vial  

 17-11-23 Nil 

40 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune  M. S.-  
412301 

Novavax COVID-19, Adjuvanted 
Omicron XBB, 1.5 Multi dose vial 
(Export to U.S.A.) 
& Novavax COVID-19, Adjuvanted 
Omicron XBB, 1.5 Multi dose vial 
(Export to Europe) 

17-11-2023 Nil 

41 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune  M. S.-  
412301 

COVID-19 Vaccine (recombinant, 
adjuvanted) NUVAXOVID XBB.1.5 
(0.5ml), COVID-19 Vaccine 
(recombinant, adjuvanted) 
NUVAXOVID XBB.1.5 (2.5ml), 
Novavax COVID-19 Vaccine 
Adjuvanted 2023-2024 Formula 
(Single dose vial) &  Novavax 
COVID-19 Vaccine Adjuvanted 
2023-2024 Formula (Multi dose 
vial) 

 17-11-23 Nil 

42 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

Inactivated influenza vaccine 
(Split Virion) I.P (Tetravalent) 
0.5ml Single Dose PFS, Inactivated 
influenza vaccine (Split Virion) I.P 
(Tetravalent) 0.5ml Single Dose 
PFS VaxiFlu-4,  Inactivated 
influenza vaccine (Split Virion) B.P 
(Tetravalent) 0.5ml Single Dose 
PFS, Inactivated influenza vaccine 
(Split Virion) B.P (Tetravalent) 
0.5ml Single Dose PFS VaxiFlu-4 & 
Inactivated influenza vaccine 
(Split Virion) I.P (Tetravalent) 
0.5ml Single Dose PFS  VaxiFlu-4 

 17-11-23 Nil 
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43 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

BCG for Immunotherapy [Freeze 
Dried] SII-ONCO-BCG 

15-12-2023 Nil 

44 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) I.P. 
(10 Valent) Domestic, 
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) I.P. 
(10 Valent) Export,  
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) I.P. 
(10 Valent) PNEUMOSIL Export,  
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) B.P. 
(10 Valent) Export , 
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) B.P. 
(10 Valent) PNEUMOSIL Export , 
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) E.P. 
(10 Valent) Export , 
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) E.P. 
(10 Valent)PNEUMOSIL Export & 
Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed)  (10 
Valent) 
Export/WHO/UNICEF/PAHO 
9. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed)  (10 
Valent) PNEUMOSIL 
Export/WHO/UNICEF/PAHO 

26-12-2023 Nil 

45 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

R21 Malaria Vaccine 
(Recombinant Adjuvanted) 

 26-12-23 Nil 

46 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

Diphtheria, Tetnaus, Pertussis 
(Whole Cell), Hepatitis B (rDNA), 
Poliomyelitis (Inactivated) and 
Haemophilus Influenza Type b 
Conjugate Vaccine (Adsorbed) SII 
HEXASIIL 

26-12-2023 Nil 

47 M/s. Serum Institute of India 
Ltd., 212/2, Hadapsar, Pune – 
411028 

Measles and Rubella CIPLA 26-12-2023 Nil 
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48 M/s Cadila Pharmaceuticals 
Limited, 1389, Trasad Road 
Dholka - 382225, Dist. 
Ahmedabad, Gujarat 

1. Quadrivalnt seasonal influenza 
virus-Like Perticle VPL Vaccine 
(Domestic) 
2. Quadrivalnt seasonal influenza 
virus-Like Perticle VPL Vaccine 
Cadiflu Tetra (Domestic) 
3. Quadrivalnt seasonal influenza 
virus-Like Perticle VPL Vaccine 
Cadiflu Tetra (Export)  

 15-12-23 Nil 

49 M/s Biovet Pvt Ltd. S.No. -27 
Gat No. 13 at Village - Manjari-
Khurd Tal-Haveli  

Covid-19 Vaccine (ChAd36-SARS 
CoV-S (Recombinant) BULK  

26-12-2023 

Nil 

50 M/s. Biological E. Limited, Sy. 
No: 549, 550, 552 to 556, 
Kolthur Village, SEZ facility, 
Shameerpet, Medchal 
Malkajgiri (D), Telanagana 
500078 

1. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed) IP 
(14 Valent) (For Domestic and 
Exports Purpose) 
2. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed)  (14 
Valent) (For Exports Purpose) 
3. Pneumococcal Polysaccharide 
conjuage vaccine (Adsorbed)  (14 
Valent) PNEUBEVAX 14 (For 
Exports Purpose) 

 26-12-23 Nil 

51 M/s. Gennova 
Biopharmaceuticals Limited, 
Block 1, Plot No. P-1 & P-2, ITBT 
Park, Phase II, MIDC, Hinjewadi, 
Pune, Maharashtra - 411057 

1. Lyophilized mRNA Vaccine for 
Injection (Covid-19) 10ug/dose 
[Omicron variant-sublineage 
BA.1] (Domestic) 
2. Lyophilized mRNA Vaccine for 
Injection (Covid-19) 10ug/dose 
[Omicron variant-sublineage 
BA.1] (Export) 
3. GEMCOVAC - OM  
Lyophilized mRNA Vaccine for 
Injection (Covid-19) 10ug/dose 
[Omicron variant-sublineage 
BA.1] (Export) 
4. mRNA (Covid-19) Bulk vaccine  
[Omicron variant-sublineage 
BA.1] (Domestic) 
5. mRNA (Covid-19) Bulk vaccine  
[Omicron variant-sublineage 
BA.1] (Export) 

12.01.2024 Nil 

52 M/s. Serum Institute of India 
Pvt. Ltd., S. No. 105-110, 
Manjari Budruk, Pune – 412301 

1. VERITY-BCG  12-01-2024 Nil 



Details of applications of manufacturing license of vaccines in Form 28D/28DA 
and its regulatory status (Approved/Withdrawn) -2023 

 

SOP No. QMS-GNL-019 

53 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

Name Change  12-01-24 Nil 

54 M/s Zydus Lifesciences Limited 
(formerly known as Cadila 
Healthcare Limited), Survey No. 
23, 25/P, 40/P, 42 to 47, Sarkhej 
- Bavla N. H. No. 8A, Opp. 
Ramdev Masala, Village: 
Changodar, Tal. Sanand, Dist. 
Ahmedabad - 382213, Gujarat 

1. Inactivated Influenza Vaccine 
(Split Virion ) I.P. (Tetravalent) 
0.5ml (Single dose) PFS  
2.  Inactivated Influenza Vaccine 
(Split Virion ) I.P. (Tetravalent) 
0.5ml (Single dose) PFS  VaxiFlu-4 
for export 
3.  Inactivated Influenza Vaccine 
(Split Virion ) B.P. (Tetravalent) 
0.5ml (Single dose) PFS, WHO 
recommended stran 2024-2025 
(Northern Hemisphere) for export 
4.  Inactivated Influenza Vaccine 
(Split Virion ) B.P. (Tetravalent) 
0.5ml (Single dose) PFS VaxiFlu-4 
For export   

12-01-2024 
 

 


