
Annexure-IV(a): 
Details of applications of manufacturing license of vaccines in Form 28D/28DA 

and its regulatory status (Approved/Withdrawn) -Sep 2024 to Dec 2024 
 

Format No. QMS-GNL-019/F04(b)-00 

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

Withdrawn 
date  

(if applicable) 

1 M/s Pfizer Limited, at C/O 
M/s. Reenav Logistics Pvt. 
Ltd., H.No. 1124/E-1, 
Ground Floor, Rajlakshmi 
Hitech Park, NH3, Sonale 
Village, Taluka Bhiwandi - 
421302, Dist. Thane, 
Maharashtra 

1. Prevenar 13® Pre-filled 
Syringe/ Pneumococcal 
Polysaccharide Conjugate 
vaccine (Adsorbed) I.P. 13- valent                                                                                                                          
2. Prevenar 13® Multidose vial/ 
Pneumococcal Polysaccharide 
Conjugate vaccine (Adsorbed) I.P. 
13- valent 

24.09.2024 
 

Nil 

2 M/s. Zydus Lifescience 

Limited, Plot Survey No. 

23,25/P, 37, 40/P, 42 to 47, 

49 & 50, Sarkej- Bavla 

N.H..No. 8A, Opp. Ramdev 

Masala, Changodar road, 

Tal: Sanand, Dist.: 

Ahemedabad-382213. 
 

Clarified and concentrated 
Rubella Single Harvest (Bulk)- 
Drug Substance) 

24.09.2024 Nil 

3 M/s. Zydus Lifescience 

Limited, Plot Survey No. 

23,25/P, 37, 40/P, 42 to 47, 

49 & 50, Sarkej- Bavla 

N.H..No. 8A, Opp. Ramdev 

Masala, Changodar road, 

Tal: Sanand, Dist.: 

Ahemedabad-382213. 
 

Clarified Measles Single harvest 
(Bulk)- Drug Substance 

24.09.2024 Nil 
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4 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

1. Measles, Mumps and Rubella 
Vaccine (Live) I.P. (Freeze Dried) 
(Domestic)                                                    
 2. Measles, Mumps and Rubella 
Vaccine (Live) I.P. (Freeze Dried) 
Domestic (Vaccine Combipack).                                                              
3. Measles, Mumps and Rubella 
Vaccine (Live) B.P. (Freeze Dried) 
(Export).                                                      
 4. Measles, Mumps and Rubella 
Vaccine (Live) I.P. (Freeze Dried) 
ZyVac®MMR Export (Vaccine 
Combipack).                                                                                   
5.  Measles, Mumps and Rubella 
Vaccine (Live) B.P. (Freeze Dried) 
ZyVac®MMR Export (Vaccine 
Combipack).    

24.09.2024 Nil 

5 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

1. Measles and Rubella 
Vaccine (Live) I.P. (Freeze 
Dried) - Multi Dose Vial (2.5ml-
5 dose) (Domestic)                                                                     
2.  Measles and Rubella 
Vaccine (Live) I.P. (Freeze 
Dried) - Multi Dose Vial (2.5ml-
5 dose) Domestic (Vaccine 
Combipack)                                                                
3.Measles and Rubella 
Vaccine (Live) I.P. (Freeze 
Dried) - Multi Dose Vial ( 2.5ml-
5 dose) Export (Vaccine 
Combipack).                                                                
4. Measles and Rubella 
Vaccine (Live) I.P. (Free 
ze Dried) - Multi Dose Vial 
(2.5ml-5 dose) Export (Vaccine 
Combipack) ZyVac MR                                                                               
5. Measles and Rubella 
Vaccine (Live) I.P. (Freeze 
Dried) - Multi Dose Vial (2.5ml-
5 dose) Export.                                                                               
6. Measles and Rubella 
Vaccine (Live) I.P. (Freeze 
Dried) - Multi Dose Vial (2.5ml-
5 dose) Export ZyVac MR. 

24.09.2024 Nil 

6 M/s Zydus Lifescience 
Limited, 417,419 & 420 
sarkhej – Bavla N.H. 
No.8A, Vill. Moraiya, Tal: 

Rabies Vaccine, human B.P. 
(Purified Chick Embryo Cell 
Culture Rabies Vaccine) 
[PCECVPM] (Export) 

24.09.2024 Nil 
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Sanand Dist: Ahmedabad-
382 210   

7 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

1. Formulated Bulk of Inactivated 
Influenza Vaccine (split virion) 
Tetravalent I.P. (Ready to Fill) 
(Domestic).                                                                                    
2. Formulated Bulk of Inactivated 
Influenza Vaccine (split virion) 
Tetravalent I.P. (Ready to Fill) 
(Export).     

24.09.2024 Nil 

8 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

Bulk Purified Tetanus Toxoid I.P. 24.09.2024 Nil 

9 M/s. Human Biological 
Institute (A Division of 
Indian Immunological 
Limited), Rakshapuram, 
Gachibowli Post, 
Hyderabad- 500032, 
Telangana, India. 

1. Inactivated Hepatitis A Vaccine 
(Adsorbed) I.P. (For Domestic & 
Export)                                                                   
2. Inactivated Hepatitis A Vaccine 
B.P. (Export) 

26.09.2024 Nil 

10 M/s Abbott India Private 
Limited, Bldg. No. B-4, 
Gala No.  5E & 6E, GR. 
Floor, S. No. 12/121, City 
Link warehousing complex, 
Bhiwandi Dist. Thane 
421302 

1. Inactivated Influenza Vaccine 
(Surface Antigen) (Quadrivalent) 
IP                                                                               
2. Inactivated Influenza Vaccine 
(Surface Antigen) IP                                                                                                            
3. Inactivated Influenza Vaccine 
(Surface Antigen) (Quadrivalent) 
IP   
  

21.10.2024 Nil 
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11 M/s. Sanofi Healthcare 
India Private Limited, 
Building B-1, Gala No. 4 
City Link Warehousing 
Complex, S. No. 121/10/A, 
121/10/B & 69, NH3, 
Vadape, Tal-Bhiwandi-
421302, Dist. Thane, 
Maharashtra. 

1. Avaxim 160U/ (Inactivated 
Hepatitis A vaccine, Adsorbed, 
I.P.)                                                                                   
2. Tetraxim/ Adsorbed Diphtheria, 
Tetanus, Pertussis (Acellular 
Component) and Inactivated 
Poliomyelitis Vaccine I.P.                                                             
3. Pentaxim/ Adsorbed Diphtheria, 
Tetanus, Pertussis (Acellular 
Component), Inactivated 
Poliomyelitis Vaccine and 
Haemophilus type b conjugate 
vaccine I.P. 

23.10.2024 Nil 

12 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

1. Inactivated Influenza Vaccine 
(Split Virion) I.P. Tetravalent 0.5ml 
(Single Dose) PFS (Vaccine 
Combipack)                                                                                        
2. Inactivated Influenza Vaccine 
(Split Virion) I.P. (Tetravalent) 
0.5ml (Single Dose) PFS (For 
Export) Vaccine Combipack                                                                         
3. Inactivated influenza Vaccine 
(Split Virion) B.P. (Tetravalent) 
0.5ml (Single Dose) PFS (For 
Export) Vaccine Combipack                                                                      
4. Inactivated Influenza Vaccine 
(Split Virion) B.P. (Tetravalent) 
0.5ml (Single Dose) PFS (For 
Export) Vaccine Combipack            

22.11.2024 Nil 

13 M/s Zydus Lifescience 
Limited, 417,419 & 420 
sarkhej – Bavla N.H. 
No.8A, Vill. Moraiya, Tal: 
Sanand Dist: Ahmedabad-
382 210   

Rabies Vaccine, B.P. (Purified 
Chick Embryo Cell CULTURE 
Rabies Vaccine) PCECVPM 
VaxiRab-N 

17.12.2024 Nil 

14 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

1. Typhoid Polysaccharide 
Vaccine I.P. 0.5ml Single dose 
vial.                                                                                            
2. Typhoid Polysaccharide 
Vaccine I.P. 0.5ml Single dose 
vial. (Export).                                                                          
3. Typhoid Polysaccharide 
Vaccine I.P. 0.5ml Single dose vial 
VACTYPH (Export) 

23.12.2024 Nil 
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15 M/s Sapigen Biologix 
private limited, (Subsidiary 
of M/s Bharat Biotech 
International Limited) Plot 
No. B1/24 and ITBT 1/7, 
Daspur road, Mauza 
Andharua, Khordha, 
Bhubaneswar-751003, 
Odisha, India, 

1. Bivalent Poliomyelitis Vaccine 
Type 1 & 3 Live (Oral) I.P.                                                                                           
2. Rotavirus Vaccine (Live 
Attenuated, Oral) I.P. 

31.12.2024 Nil 

16 M/s. Zydus Lifescience 
Limited, Plot Survey No. 
23,25/P, 37, 40/P, 42 to 47, 
49 & 50, Sarkej- Bavla 
N.H..No. 8A, Opp. Ramdev 
Masala, Changodar road, 
Tal: Sanand, Dist.: 
Ahemedabad-382213. 

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

30.12.2024 Nil 

 


