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SOP No. QMS-GNL-019 

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

Approval Issued 

Withdrawn 
date 

(if applicable) 

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

Hepatitis B Vaccine (rDNA) B.P. 
(For export) 

08-01-2021 Nil 

2 M/s 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, India 

Novel Corona Viris -2019-nCoV 
vaccine 

18-01-2021 Nil 

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

ChAdOx1 nCoV-19 Corona virus 
vaccine (Recombinant) 
[Domestic],  ChAdOx1 nCoV-19 
Corona virus vaccine 
(Recombinant) [Export] & 
ChAdOx1 nCoV-19 Corona virus 
vaccine (Recombinant) 
COVISHIELD [Export] 

21-01-2021 Nil 

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

 ChAdOx1 nCoV-19 Corona virus 
vaccine (Recombinant) 
[Domestic], ChAdOx1 nCoV-19 
Corona virus vaccine 
(Recombinant) [Export] & 
ChAdOx1 nCoV-19 Corona virus 
vaccine (Recombinan                                                                                                           
t) COVISHIELD [Export] 

 12-02-2021 Nil 

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

ChAdOx1 nCoV-19 Corona virus 
vaccine (Recombinant) [Covid-19 
vaccine AstraZeneca] 

 1-03--2021 Nil 

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

1. ChAdOx1 nCoV-19 bulk 
concentrated solution (DS) 
[Domestic] 
2. ChAdOx1 nCoV-19 bulk 
concentrated solution (DS) 
[Export] 

26-03-2021 Nil 

7 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State  

Novel Corona Virus-2019-nCov 
Vaccine 

 5-04-2021 Nil 

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

Hepatitis B vaccine (rDNA) 20 
mcg/1.0 ml Suspension for 
injections (Export) 

06.04.2021 Nil 
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9 M/s. Serum Institute of India Ltd., 
212/2, Hadapsar, Pune – 411028 

1. SARS-CoV-2 rS Protein (Covid-
19) recombinant spike protein 
Nanoparticle vaccine (Domestic) 
2. SARS-CoV-2 rS Protein (Covid-
19) recombinant spike protein 
Nanoparticle vaccine (Export) 
3. SARS-CoV-2 rS Protein (Covid-
19) recombinant spike protein 
Nanoparticle vaccine COVOVAX 
(Domestic) 

15.05.2021 Nil 

10 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State  

 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 

 01-06-2021 Nil 

11 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State  

Inactivated Influenza Vaccine 
(Split Virion) I.P. (Tetravalent) 
0.25ml (Single dose) PFS,  
Inactivated Influenza Vaccine 
(Split Virion) I.P. (Tetravalent) 
0.25ml (Single dose) PFS VaxiFlu-
4 TODDLER,  Inactivated Influenza 
Vaccine (Split Virion) B.P. 
(Tetravalent) 0.25ml (Single dose) 
PFS & Inactivated Influenza 
Vaccine (Split Virion) I.P. 
(Tetravalent) 0.25ml (Single dose) 
PFS VaxiFlu-4 TODDLER 

 01-06-2021 Nil 

12 M/s. Biological E. Limited, Plot No. 1, 
Biotech Park, Phase No-II,   Kolthur 
Village, Shameerpet, Medchal 
Malkajgiri District, Telanagana  

SARS-CoV-2 (Covid-19) Vaccine 
, SARS-CoV-2 (Covid-19) Vaccine 
CORBEVAX, RBD Antigen of SARS-
CoV-2 (Covid-19) & SARS-CoV-2 
(Covid-19) Vaccine (Ready to fill 
bulk) 

04-06-2021 Nil 

13 M/s Hetero Biopharma  Limited, Sy. 
No. 458 (Part), TSIIC-Formulation 
SEZ, Polepally Village, Jadcheria 
Mandal, Mahabubnagar District, 
Telangana, India. 

Sputnik V COVID-Vac Combined 
vector vaccine (Component I) 
Recombinant adenovirus,  
Sputnik V COVID-Vac Combined 
vector vaccine (Component II) 
Recombinant adenovirus, Single 
Dose, Sputnik V COVID-Vac 
Combined vector vaccine 
(Component I) Recombinant 

 17-06-2021 Nil 
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adenovirus, Single Dose, Sputnik 
V COVID-Vac Combined vector 
vaccine (Component II) 
Recombinant adenovirus, Single 
Dose, Sputnik V COVID-Vac 
Combined vector vaccine 
(Component I) Recombinant 
adenovirus, Solution for Injection, 
Intramuscular only, single dose 
vail of 0.5ml,  Sputnik V COVID-
Vac Combined vector vaccine 
(Component I) Recombinant 
adenovirus, Solution for Injection, 
Intramuscular only, single dose 
vail of 3.0ml for 5 doses,  Sputnik 
V COVID-Vac Combined vector 
vaccine (Component II) 
Recombinant adenovirus, 
Solution for Injection, 
Intramuscular only, single dose 
vail of 0.6ml,  Sputnik V COVID-
Vac Combined vector vaccine 
(Component II) Recombinant 
adenovirus, Solution for Injection, 
Intramuscular only, Multi dose 
vail of 3.0ml for 5 doses, Sputnik 
V COVID-Vac Combined vector 
vaccine (Component I) 
Recombinant adenovirus, 
Solution for Injection, 
Intramuscular only, Single dose 
vail of 0.6ml, Sputnik V COVID-
Vac Combined vector vaccine 
(Component I) Recombinant 
adenovirus, Solution for Injection, 
Intramuscular only, Multi dose 
vail of 3.0ml for 5 doses, Sputnik 
V COVID-Vac Combined vector 
vaccine (Component II) 
Recombinant adenovirus, 
Solution for Injection, 
Intramuscular only, Single dose 
vial 0.6ml &  Sputnik V COVID-Vac 
Combined vector vaccine 
(Component II) Recombinant 
adenovirus, Solution for Injection, 
Intramuscular only, Multi dose 
vail of 3.0ml for 5 doses 

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

Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid), 
Rotavirus Vaccine (Live 

 22-06-2021 Nil 
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attenuated, Oral) I.P. (Liquid),  
Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
ROTASIIL-Liquid, Rotavirus 
Vaccine (Live attenuated, Oral) 
(Liquid) & Rotavirus Vaccine (Live 
attenuated, Oral) I.P. (Liquid) 
ROTASIIL-Liquid 

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

Rabies Vaccine, Human I.P. 
(Freeze Dried),  Rabies Vaccine, 
Human I.P. (Freeze Dried) & 
Rabies Vaccine, Human I.P. 
(Freeze Dried) RABIVAX-S 

 22-06-2021 Nil 

16 M/s. Biological E. Limited, Plot No. 1, 
Biotech Park, Phase No-II,   Kolthur 
Village, Shameerpet, Medchal 
Malkajgiri District, Telanagana  

 Inactivated Hepatitis A Vaccine 
(Adsorbed) I.P., Inactivated 
Hepatitis A Vaccine (Adsorbed), 
Typhoid Vi Conjugate Vaccine I.P., 
Typhoid Conjugate Vaccine 
(Monovalent), Typhoid Conjugate 
Vaccine (Monovalent) TYPHIBEV, 
Typhoid Vi Conjugate Vaccine 
(Ready to fill bulk) I.P. & Typhoid 
Conjugate Vaccine (Monovalent) 
(Ready to fill bulk) 

 23-07-2021 Nil 

17 M/s Panacea biotech Ltd., Vill. 
Malpur, Baddi, Dist. Solan (H.P.)-
173205, India. 

Gam-COVID-Vac Combined 
Vector Vaccine (Component I & 
Component II) Sputnik V vaccine  

05-07-2021 Nil 

18 M/s Bharat Biotech International 
Limited Room No. CC01, Plot No. 
3502, C/o  Chiron Behring Vaccines 
Pvt. Ltd., Ankleshwar, Dist. Bharuch. 

Whole Virion, Inactivated Corona 
Virus Vaccine, Whole, Virion, 
Inactivated Corona Virus Vaccine 
(COVAXIN) (For export purpose) 

 09-08-2021 Nil 

19 M/s  Bharat Biotech International 
Limited C/o M/s Human Biologicals 
Institute Survey No. 281 to 284 and 
321, Biotech park, Phase-III 
karkapatla village, Markook Mandal, 
Siddipet Dist. 502281 Telanagana 
State. 

Whole Virion, Inactivated Corona 
Virus Bulk 

 12- 08-2021 Nil 

20 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Formulated Bulk of Typhoid 
Polysaccharide Vaccine I.P. 
(Ready to fill) & Formulated Bulk 
of Typhoid Polysaccharide 
Vaccine I.P. (Ready to fill) For 
export 

 13-08-2021 Nil 

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

H-VAC 10 mcg/0.5ml IM 
Paediatric  
Ampoule containing Suspension 
for Injection  

17.08.2021 Nil 
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Hepatitis B Vaccine (recombinant 
DNA) [Thiomersal Free] 

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

Maharashtra India. 

Diphtheria and Tetanus Vaccine 
Adsorbed for adults and 
adolescents SII TD VAC 

17.08.2021 Nil 

23 M/s Sanofi Healthcare India Pvt. 
Limited Survey No. 274 Athvelli 
Village Medchal Mandal 501401 
Medchal-Malkajgiri District. 
Telangana India 

Diphtheria, Tetanus, Pertussis 
(Whole Cell), Hepatitis B (rDNA), 
Haemophilus Influenza Type b 
Conjugate & Poliomyelitis 
(Inactivated) vaccine (Adsorbed)  
Brand Name- Shan6TM (Export), 
Diphtheria Bulk Purified Toxoid 
I.P. (DS) (Domestic), Tetanus Bulk 
Purified Toxoid I.P. (DS) 
(Domestic), Haemophilus 
Influenza Type-b PRP-T Conjugate 
(Hib PRP-T) I.P. Bulk Vaccine (DS) 
(Domestic) & Diphtheria, Tetanus, 
Pertussis (Whole Cell), Hepatitis B 
(rDNA), Haemophilus influenza 
Type b Conjugate and 
Poliomyelitis (Inactivated) 
Vaccine (Adsorbed) (Domestic) 

 19-08-2021 Nil 

24 M/s Sanofi Healthcare India Pvt. 
Limited Survey No. 274 Athvelli 
Village Medchal Mandal 501401 
Medchal-Malkajgiri District. 
Telangana India 

Diphtheria, Tetanus, Pertussis 
(Whole Cell), Hepatitis B (rDNA), 
Haemophilus Influenza Type b 
Conjugate & Poliomyelitis 
(Inactivated) vaccine (Adsorbed) 
(domestic) &  Diphtheria, 
Tetanus, Pertussis (Whole Cell), 
Hepatitis B (rDNA), Haemophilus 
Influenza Type b Conjugate & 
Poliomyelitis (Inactivated) vaccine 
(Adsorbed) Brand Name: 
Shan6TM (Export) 

 19-08-2021 Nil 

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

1. Hepatitis B Vaccine (rDNA) 
(Ready to fill BULK) ( For Export) 
2.  Hepatitis B Vaccine (rDNA)B.P.  
(Ready to fill BULK) ( For Export) 

27.08.2021 Nil 
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26 M/s Bharat Biotech International 
Limited, C/o  M/s. Human Biological 
Institutre, Survey No. 281 to 284 and 
321, Biotech Park, Phase-III, 
Karkapatla Village, Markook Mandal, 
Siddipet Dist.-502281, TS. 

Whole Viron, Inactivated Corona 
Virus Bulk. 

 27-08-2021 Nil 

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

Covid-19 Vaccine (Ad26.COV-
S(recombinant) (For Domestic & 
Export Purpose)   

 18-08-2021 Nil 

28 M/s Bharat Biotech International 
Limited Room No. CC01, Plot No. 
3502, C/o  Chiron Behring Vaccines 
Pvt. Ltd., Ankleshwar, Dist. Bharuch. 

Whole Virion, Inactivated Corona 
Virus Vaccine &  Whole, Virion, 
Inactivated Corona Virus Vaccine 
(COVAXIN) 

 16-08-2021 Nil 

29 M/s GSK Pharmaceutical Ltd. C/o S.K 
Logistic,  Bldg. No. B-4, Gala no. 
7,8,9,10,11A, 12A, City Link 
Warehousing Complex, Mumbai - 
Nashik Highway, s.No. 120/121 
Village Vadapa, Bhiwandi 421302, 
Dist. Thane, Maharashtra 

Diphtheria Tetanus and pertussis 
(Acellular Component) Vaccine 
(Adsorbed) Ph.Eur. [INFANRIX], 
Diphtheria Tetanus and pertussis 
(Acellular Component) Vaccine 
(Adsorbed, reduced antigens 
content) Ph.Eur. [BOOSTRIX], 
Diphtheria Tetanus and pertussis 
(Acellular Component), Hepatitis 
B (rDNA), Poliomyelitis 
(Inactivated) and Haemophilus 
type b conjugate vaccine 
(Adsorbed) Ph. Eur. (INFANRIX 
HEXA), Inactivated Hepatitis A 
Vaccine (Adsobed) IP (HAVRIX 
720 (JUNIOR), Inactivated 
Hepatitis A Vaccine (Adsorbed) IP 
(HAVRIX 1440 (ADULT), Measles, 
Mumps and Rubella Vaccine 
(Live) IP (PRIORIX),  Measles, 
Mumps, Rubella and Varicella 
Vaccine (Live) Ph. Eur. (PRIORIX 
TETRA) & Meningococcal Group 
A,C,W-135 and Y Conjugate 
Vaccine (MENVEO), Varicella 
Vaccine, Live IP (VARILRIX) 

 17-09-2021 Nil 

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

Whole Virion inactivated 
coronavirus Bulk (BBV152) 
Vaccine 

 17-09-2021 Nil 
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31 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist.. Ahmedabad-
382213  

Novel corona virus-2019-nCov 
Vaccine (Recombinant) 

15-09-2021 Nil 

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

Whole virion inactivated 
coronavirus Bulk (BBV152) 
Vaccine 

10.09.2021 Nil 

33 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Novel corona virus-2019-nCov 
Vaccine (Recombinant) 

 10-09-2021 Nil 

34 M/s Cadila Healthcare Ltd Survey No. 
396/ 403, Sarkhej Bavla, N.H. Ho. 8, 
Village- Changodar, Tal Sanand, Dist. 
Ahmedabad-382210 Gujarat State,l 
India (Formulation Plant) 

Novel corona virus-2019-nCov 
Vaccine – Drug Substance. 
(Fermented Harvest) 

 29-09-2021 Nil 

35 M/s Bharat Biotech International 
Limited Room No. CC01, Plot No. 
3502, C/o  Chiron Behring Vaccines 
Pvt. Ltd., Ankleshwar, Dist. Bharuch. 

Whole virion inactivated 
coronavirus Vaccine  Bulk 
(BBV152)  

 07-09-2021 Nil 

36 M/s Bharat Biotech International 
Limited Room No. CC01, Plot No. 
3502, C/o  Chiron Behring Vaccines 
Pvt. Ltd., Ankleshwar, Dist. Bharuch. 

Inactivated Corona Virus Vaccine 
(SARS 
Cov-2) Vaccine (BBV152)  

10-09-2021 Nil 

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

Vaccine for prevention of 
rotavirus infection, pentavalent, 
live Rota-V-Aid (1 dose - 2.5ml) & 
Vaccine for prevention of 
rotavirus infection, pentavalent, 
live Rota-V-Aid (2 dose - 5 ml) 

21-09-2021 Nil 

38 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

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 

 18-11-2021 Nil 
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39 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Inactivated Influenza Vaccine 
(Split Virion) I.P. (Tetravalent) 
0.25ml (Single dose)PFS,  
Inactivated Influenza Vaccine 
(Split Virion) I.P. (Tetravalent) 
0.25ml (Single dose)PFS VaxiFlu-4 
TODDLER, Inactivated Influenza 
Vaccine (Split Virion) B.P. 
(Tetravalent) 0.25ml (Single 
dose)PFS & Inactivated Influenza 
Vaccine (Split Virion) B.P. 
(Tetravalent) 0.25ml (Single 
dose)PFS VaxiFlu-4 TODDLER 

 18-11-2021 Nil 

40 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Typhoid Polysaccharide Vaccine 
I.P. , Typhoid Polysaccharide 
Vaccine B.P. & Typhoid 
Polysaccharide Vaccine B.P. 
VACTYPH   

 18-11-2021 Nil 

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

Meningococcal (A,C,Y,W,X) 
Polysaccharide conjugate Vaccine 
(Freeze Dried) & Meningococcal 
(A,C,Y,W,X) Polysaccharide 
conjugate Vaccine (Freeze Dried)  
Men five 

23-11-2021 Nil 

42 M/s. Biological E. Limited, 18/1 & 3, 
Azamabad, Hyderabad 500020, 
Telangana state, India 

SARS-CoV-2 (covid-19) Vaccine  
 & SARS-CoV-2 (covid-19) Vaccine 
CORBEVAX 

29-11-2021 Nil 

43 M/s. Human Biologicals Institute (A 
Division of Immunological Limited)  
Sy. No. 281-184 & 321, Biotech Park  
Phase III, Karkapatta (Village). 
Markook Mandal, Siddipet District - 
500032, Telanagana, India  

Tetanus Vaccine (Adosrbed) I.P. &  
Tetanus Vaccine (Adsorbed) B.P. 

 25-11-2021 Nil 

44 M/s Hetero Biopharma  Limited, Sy. 
No. 458 (Part), TSIIC-Formulation 
SEZ, Polepally Village, Jadcheria 
Mandal, Mahabubnagar District, 
Telangana, India. 

Gam-COVID-Vac Combined 
Vector Vaccine Component I (DS),  
Gam-COVID-Vac Combined 
Vector  Component II (DS), Gam-
COVID-Vac Combined Vector 
Vaccine Component I (DS) & 
Gam-COVID-Vac Combined 
Vector Vaccine Component II (DS) 

03-12-2021 Nil 
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45 M/s Hetero Biopharma  Limited, Sy. 
No. 458 (Part), TSIIC-Formulation 
SEZ, Polepally Village, Jadcheria 
Mandal, Mahabubnagar District, 
Telangana, India. 

 Sputnik V Vaccine Gam-COVID-
Vac Combined Vector Vaccine 
(Component I) Recombinant 
adenovirus Solution (Frozen) for 
Intramuscular route of 
administraion. Single dose 
(0.5ml), Sputnik V Vaccine Gam-
COVID-Vac Combined Vector 
Vaccine (Component II) 
Recombinant adenovirus Solution 
(Frozen) for Intramuscular route 
of administraion. Single dose 
(0.5ml),  Sputnik V Vaccine Gam-
COVID-Vac Combined Vector 
Vaccine (Component I) 
Recombinant adenovirus Solution 
(Frozen) for Intramuscular route 
of administraion. Single dose 
(3.0ml) for 5 doses, Sputnik V 
Vaccine Gam-COVID-Vac 
Combined Vector Vaccine 
(Component II) Recombinant 
adenovirus Solution (Frozen) for 
Intramuscular route of 
administraion. Single dose (3.0ml) 
for 5 doses,  Sputnik V Vaccine 
Gam-COVID-Vac Combined 
Vector Vaccine (Component I) 
Recombinant adenovirus Solution 
(Frozen) for Intramuscular route 
of administraion. Single dose 
(0.5ml), Sputnik V Vaccine Gam-
COVID-Vac Combined Vector 
Vaccine (Component II) 
Recombinant adenovirus Solution 
(Frozen) for Intramuscular route 
of administraion. Single dose 
(0.5ml), Sputnik V Vaccine Gam-
COVID-Vac Combined Vector 
Vaccine (Component I) 
Recombinant adenovirus Solution 
(Frozen) for Intramuscular route 
of administraion. Single dose 
(3.0ml) for 5 doses,  Sputnik V 
Vaccine Gam-COVID-Vac 
Combined Vector Vaccine 
(Component II) Recombinant 
adenovirus Solution (Frozen) for 
Intramuscular route of 
administraion. Multi doses 
(3.0ml) for 5 doses. 

 3-12-2021 Nil 
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46 M/s. Serum Institute of India Ltd., 
212/2, Hadapsar, Pune – 411028 

1. Meningococcal (A,C,Y,W,X) 
Polysaccharide conjugate Vaccine 
(Freeze Dried) 
2. Meningococcal (A,C,Y,W,X) 
Polysaccharide conjugate Vaccine 
(Freeze Dried)  Men five 

21.12.2021 Nil 

47 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Novel corona virus-2019-nCov 
Vaccine (Recombinant) DS 

 16-12-2021 Nil 

48 M/s Stelis Bipharma Limited Unit-II, 
Located at Plot no. 2-D1, 
Obadenahalli, Doddaballapura 3rd 
Phase, Industrial Area, 
Doddaballapura Taluk, Bengaluru 
Rural, Karnataka - 561203 India 

Recombinant adenovirus 
serotype-26 particles containing 
the SARS-CoV-2 protein S gene 
(Sputnik Light vaccine)  

 13-12-2021 Nil 

49 M/s Stelis Biopharma limited Unit- 
III,. LOCATED AT #68/A 1st Phase, 
Bommasandra Industrial Area 
Bommasandra Bangalore- 560099, 
Karnataka. 

Recombinant adenovirus 
serotype-26 particles containing 
the SARS-CoV-2 protein S gene 
(Sputnik Light vaccine) 

13-12-2021 Nil 

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

Lyophilized mRNA Vaccine for 
Injection (COVID-19) 50ug/5 dose 
vial & Lyophilized mRNA Vaccine 
for Injection (COVID-19) 
200ug/20 dose vial 

 24-12-2021 Nil 

51 M/s Cadila Healthcare Ltd., Plot 
Survey No.23,25/P,37, 40/P, 42 to 
47, Sarkhej Bavla, N.H. Ho. 8A, Opp 
Ramdev Masala Village- Changodar, 
Tal Sanand, Dist. Ahmedabad-
382210 Gujarat State 

Typhoid Vi Conjugate Vaccine I.P. 
, Typhoid Vi Conjugate Vaccine 
I.P.  & Typhoid Vi Conjugate 
Vaccine I.P.  Zy Vac TCV 

 29-12-2021 Nil 

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

COVID-19 Vaccine (recombinant, 
adjuvanted),NUVAXOVID  

 30-12-2021 Nil 

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

COVID-19 Vaccine (recombinant, 
adjuvanted),NUVAXOVID  

 30-12-2021 Nil 



Details of applications of manufacturing license of vaccines in Form 28D/28DA 
and its regulatory status (Approved/Withdrawn) -2021 

 

SOP No. QMS-GNL-019 

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

1. BCG for Immunotherapy I.P. 
[Freeze Dried] 
2. BCG for Immunotherapy I.P. 
[Freeze Dried] 
3. BCG for Immunotherapy I.P. 
[Freeze Dried] SII-ONCO-BCG 
4. BCG for Immunotherapy 
B.P. [Freeze Dried] 
5. BCG for Immunotherapy 
B.P. [Freeze Dried] SII-ONCO-
BCG 

24-01-2022 Nil 

 


