
                             
 

    Government of the People’s Republic of Bangladesh 

Directorate General of Drug Administration 

Aushadh Vaban 

Mohakhali, Dhaka-1212, Bangladesh 

 

Expert Committee for Chemistry & Manufacturing of Vaccine and Bio-products Committee Ges 

Expert Committee for Clinical Study & Toxicology of Vaccines And Bio-Products Committee Gi mfvi 

Kvh©weeiYx t 

Meeting 

Minutes 

Chairperson  

(Expert Committee for 

Clinical Study & 

Toxicology of Vaccines 

And Bio-Products 

Committee) 

cÖ‡dmi Wv, G.‡K. AvRv` Lvb, mfvcwZ, evsjv‡`k Wvqv‡ewUm 

†mvmvBwU | 
 

Chairperson  

(Expert Committee for 

Chemistry & 

Manufacturing of 

Vaccine and Bio-

products Committee)  

W. †di‡`Šmx Kv`ix, wmwbqi WvB‡i±i, Bb‡dKkvm wWwRR 

wWwfkb, AvBwmwWwWAviwe, XvKv| 
 

Date 28/12/2020 

 Time mKvj 11.00 NwUKv 

 Venue  Jla cÖkvmb Awa`ßi-Gi m‡¤§jb K¶ 

 Minutes Taken By 
Rbve Gm, Gg, mveixbv BqvQwgb, mnKvix cwiPvjK, Jla cÖkvmb 

Awa`ßi| 

 Minutes Reviewed By Rbve †gvt mvjvnDwÏb, DccwiPvjK, Jla cÖkvmb Awa`ßi| 

   

 

Attendees (AbjvB‡b mfvq Ask MÖnY K‡ib) †R¨ôZvi µgvbymv‡i bq 

 

1. cÖ‡dmi Wv, G.‡K. AvRv` Lvb, mfvcwZ, evsjv‡`k Wvqv‡ewUm †mvmvBwU | 

2. W. †di‡`Šmx Kv`ix, wmwbqi WvB‡i±i, Bb‡dKkvm wWwRR wWwfkb, AvBwmwWwWAviwe, XvKv| 
3. cÖ‡dmi W. wjqvKZ Avjx, cÖv³b DcvPvh©, evsjv‡`k BDwbfvwm©wU Ae †nj_ mvB‡Ým, XvKv| 
4. cÖ‡dmi Wv, gvnZve Avj gvgyb, ‡Pqvig¨vb, †ncv‡UvjwR wefvM, weGmGgGgBD, XvKv| 

5. Rbve ‡gvt mvjvnDwÏb, DccwiPvjK, Jla cÖkvmb Awa`ßi| 

6. cÖ‡dmi Avãyi ingvb, Wxb, dv‡g©mx Abyl`, XvKv wek¦w`¨vjq, XvKv| 
7. we‡MÖwWqvi †Rbv‡ij byiæbœvnvi dv‡Zgv †eMg, cÖ‡dmi,  †cwWqvwUªK wefvM, Avg©W †dvm© 

†gwW‡Kj K‡jR, XvKv| 
8. Wv. bvwmgv cvifxb, e¨vK‡UvwiI‡jvwR÷, wWwUGj, Jla cÖkvmb Awa`ßi| 

 

Agenda Meeting Topics 

Av‡jvP¨ welq: 

1. ROTAVAC Vaccine (Live, Oral) Gi Manufacturer: Bharat Biotech International Limited, 

Genome Valley, Shameerpet Mandal, Medchal Distric-5000078, Telangana State, India.  

Local Agent: Renata Limited, Mirpur, Dhaka. 

2. Recombinant Human Papillomavirus Vaccine [Types 16, 18] (Generic: Recombinant Human 

Papillomavirus Vaccine BP Types-16, 40mcg & Types-18, 20mcg per 0.5ml Injection in Vial) Local 



                             
 

Manufacturer: 1. Popular Pharma Ltd. 164, Tongi I/A,Tongi, Gazipur Ges 2.  Incepta Vaccine Ltd.; 

Zirabo, Savar, Dhaka. 

3. Diphtheria and Tetanus Vaccine (Adsorbed, Reduced Antigen(s) Content) [Generic: Purified 

Diphtheria Toxoid BP 2 Lf (≥ 2 IU and <30 IU) + Purified Tetanus Toxoid BP 7 Lf (≥ 40 IU) / 0.5mL 

vial] Local Manufacturer: Incepta Vaccine Ltd.; Zirabo, Savar, Dhaka. 

4. Recombinant Hepatitis E Vaccine (E.coli) [Generic:HEV 239 Protein In House & WHO 30µg/ 

0.5mL vial], Local Manufacturer: Incepta Vaccine Ltd.; Zirabo, Savar, Dhaka. 

5. Rotavirus Vaccine (Live, Oral) [Generic:Vero Cell derived Rotavirus 116E Bulk, Live Attenuated 

BP not less than [NLT] 105.0 FFU [Focus Forming Unit] per 0.5 mL vial] Local Manufacturer: 

Incepta Vaccine Ltd.; Zirabo, Savar, Dhaka. 

 

Discussions:  

Expert Committee for Chemistry & Manufacturing of Vaccine and Bio-products Committee Ges Expert 

Committee for Clinical Study & Toxicology of Vaccines And Bio-Products Committee Gi ỳwU mfv GKmv‡_ AbywôZ nq| 

 

mfvq Dcw¯’Z m`m¨MY Av‡ew`Z f¨vw·bmg~‡ni CMC Ges Clinical part wb‡q we¯ÍvwiZ Av‡jvPbv K‡ib Ges c`mg~‡ni wel‡q 

mshy³-K †gvZv‡eK gZvgZ cÖ`vb K‡ib| 

Dcw¯’Z m`m¨MY e‡jb, Jla cÖkvmb Awa`ß‡ii cÿ n‡Z f¨vw·b †iwR‡÷ªkb Ges f¨vw·‡bi dvg©v‡KvwfwRj¨v‡Ýi Rb¨ MvBWjvBb 

Kiv cÖ‡qvRb| 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

mshy³-K 
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Molecule/ 
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Av‡e`bKvix 

KZ©„K 

USFDA/BNF

/ MHRA Ref. 

1 Incepta 

Vaccine 

Ltd. ; Zirabo, 

Savar, Dhaka 

 

 

Popular 

Pharmaceutical

s Limited 

164, Tongi 

I/A,Tongi, 

Gazipur 

Recombinant 

Human 

Papillomavirus 

Vaccine 

Recombinant 

Human 

Papillomavirus 

Type-16 L1 

Protein BP 40 

µg + 

Recombinant 

Human 

Papillomavirus 

Type-18 L1 

Protein BP 20 

µg / 0.5mL vial 

Vaccines, 

Toxins, 

Toxoids and 

Sera 

 

Therapeutic 

Code: 069 

This Vaccine is used for between the age 

of 9-45 years for the prevention of 

premalignant ano-genital lesions 

(cervical, Vulvar, vaginal and anal) and 

cervical and anal cancers causally related 

to certain oncogenic Human 

Papillomavirus (HPV) type, Grade 2 and 

3 cervical Intraepithelial neoplasia (CIN 

2/3) and adenocarcinoma in-situ (AIS), 

Grade 1 cervical intraepithelial neoplasia 

(CIN 1), persistent infection caused by 

HPV types 16 and 18. 

Xiamen 

Innovax 

Biotech 

Co., Ltd., 

China 

Yes  Yes 

 

Yes N/A N/A Human 

Papillomaviru

s Type-16 

L1 Protein 20 

mcg + 

Human 

Papillomaviru

s Type-18 

L1 Protein 20 

mcg  

(DCC 237) 

BNF 80 

Page: 

1368 

we‡klÁ KwgwUi 

mfvi wm×všÍt 
WHO Position paper `vwL‡ji Rb¨ ejv nq| WHO Position paper `vwL‡ji ci f¨vw·bwUi wel‡q wm×všÍ †bIqv n‡e| 

2 Incepta 

Vaccine 

Ltd. ; Zirabo, 

Savar, Dhaka 

Diphtheria and 

Tetanus 

Vaccine 

(Adsorbed, 

Reduced 

Antigen(s) 

Content)  

 

 

Purified 

Diphtheria 

Toxoid BP 2 Lf 

(≥ 2 IU and <30 

IU) + 

Purified 

Tetanus Toxoid 

BP 7 Lf (≥ 40 

IU) / 0.5mL 

vial  

Vaccines, 

Toxins, 

Toxoids and 

Sera 

 

Therapeutic 

Code: 069 

This vaccine is an immunogenic and safe 

option for booster immunization against 

tetanus and diphtheria in adolescent and 

adults. The vaccine can safely and 

effectively be given simultaneously with 

BCG, Measles, Polio Vaccine, Hepatitis 

B, Yellow fever vaccine, Haemophilus 

influenza-B and Vitamin A supplement. 

Individuals infected with human 

immunodeficiency virus (HIV), both 

asymptomatic and symptomatic, should 

be immunized with the vaccine according 

to standard schedules. 

P.T BIO 

FARMA 

(Persero)., 

Indonesia 

Yes Yes Yes List of countries 

where this 

product is 

Registered: Egypt, 

Indonesia, 

Thailand 

 

Supply and 

Marketed 

countries: Central 

Africa, China, 

Ghana, Haiti, 

Indonesia, Kenya, 

North Korea, Saudi 

Arabia, Thailand. 

 

 WHO   

 Prequalified 

Purified 

diphtheria 

toxoid 

concentrate 

Ph. Eur. not 

less than 2 IU+ 

Purified 

tetanus toxoid 

concentrate 

Ph. Eur. not 

less than 20 

IU/0.5 ml  

(DCC 240) 

 

we‡klÁ KwgwUi 

mfvi wm×všÍ t 

wb‡¤œv³ k‡Z© f¨vw·bwU Aby‡gv`‡bi Rb¨ mycvwik Kiv nqt 

1. f¨vw·bwUi wK¬wbK¨vj Uªvqvj †h‡nZz adolescent Ges adult Gi Dci Kiv n†q‡Q, †m‡nZz f¨vw·bwUi cÖ‡qvMI ïaygvÎ adolescent Ges adult Gi Dci Ki‡Z n‡e, hv †j‡ej †K¬Bg G D‡jøL Ki‡Z n‡e| 

2. f¨vw·bwUi KuvPvgvj Avg`vwbi ci quality assessment Ki‡Z n‡e Ges data Jla cÖkvmb Awa`ß‡i `vwLj Ki‡Z n‡e| 
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No 
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Generic Name 

with Strength 

TTerapeutic 

Class and 

code 

Indication Source of 

Product 

(Fill 

Finished/ 

API) 

Registration 

Status of the 

Product 

 (Fill Finished 

manufacturing 

Country)) 

GMP 

Certificate  

Lot Release 

Certificate 

of the 

Product 

Registration Status 

of the Product 

(Internationally)/ 

Name of the 

Countries where 

this Product 

Export   

WHO 

Prequalification 

(If any) 

Status 

(New 

Molecule/ 

Existing) 

Av‡e`bKvix 

KZ©„K 

USFDA/BNF

/ MHRA Ref. 

3.  Incepta 

Vaccine 

Ltd. ; Zirabo, 

Savar, Dhaka 

Recombinant 

Hepatitis E 

Vaccine 

(E.coli) 

 

HEV 239 

Protein 

In House & 

WHO 30µg/ 

0.5mL vial 

 

Vaccines, 

Toxins, 

Toxoids and 

Sera 

 

Therapeutic 

Code: 069 

 

This vaccine used for prevention of 

hepatitis E (a non-enveloped positive-

sense RNA virus of the Hepeviridae 

family) via the fecal-oral route. Hepatitis 

E virus (HEV) is a major cause of sporadic 

and epidemic hepatitis that is found 

worldwide. HEV isolates were classified 

into four human genotypes (genotypes 1-

4). These four genotypes form a single 

serotype based on their 

Immune reactivity.  

 

Xiamen 

Innovax 

Biotech Co., 

Ltd, China 

Yes Yes 

 

Yes N/A N/A New WHO 

Position 

paper 

available 

we‡klÁ KwgwUi 

mfvi wm×všÍ t 

wb‡¤œv³ k‡Z© f¨vw·bwU Aby‡gv`‡bi Rb¨ mycvwik Kiv nqt 

1. f¨vw·bwUi wK¬wbK¨vj Uªvqvj †h‡nZz 16 n‡Z 65 eQ‡ii mve‡R± Gi Dci Kiv n‡q‡Q †m‡nZz f¨vw·bwUi cÖ‡qvMI ïaygvÎ 16 n‡Z 65 eQ‡ii Gi Dci Ki‡Z n‡e, hv †j‡ej †K¬Bg G D‡jøL Ki‡Z n‡e|  

2. f¨vwKèwUi wK¬wbK¨vj Uªvqv‡ji WvUv wjfvi wWwRR, d¨vwU wjfvi, †ncvUvBwUm †ivMx, †cÖM‡b›U gwnjv‡`i Dci †bB weavq †j‡ej †K¬Bg G welqwU D‡jøL Ki‡Z n‡e Ges DwjøwLZ †ÿ‡Î f¨vw·bwU cÖ‡qv‡M mZK© n‡Z n‡e|  

3. f¨vw·bwU AZ¨šÍ rare f¨vw·b Ges wewfbœ wiwRI‡b f¨vw·‡bi †imcÝ vary K‡i weavq evsjv‡`‡k f¨vw·bwU Drcv`‡bi ci Phase IV Clinical Trial/ Active Pharmacovigillance Ki‡Z n‡e| 

4 Incepta 

Vaccine 

Ltd. ; Zirabo, 

Savar, Dhaka 

Rotavirus 

Vaccine (Live, 

Oral) 

Vero Cell 

derived 

Rotavirus 116E 

Bulk, Live 

Attenuated 

BP not less 

than [NLT] 

105.0 FFU 

[Focus Forming 

Unit] per 0.5 

mL vial. 

Vaccines, 

Toxins, 

Toxoids and 

Sera 

 

Therapeutic 

Code: 069 

This vaccine is indicated for active 

immunization of infants from the age of 6 

weeks for the prevention of gastroenteritis 

due to rotavirus infection when 

administered as a 3-dose regimen. 

Bharat 

Biotech 

International 

Limited., 

India 

Yes Yes Yes Yes  

 WHO   

 Prequalified  

 vaccine 

Human 

Rotavirus, Live 

Attenuated 

Rix4414 

Strain not less 

then 

106.0CCID50 

(DCC 238) 

 

we‡klÁ KwgwUi 

mfvi wm×všÍ t 

f¨vw·bwU Aby‡gv`‡bi Rb¨ mycvwik Kiv nq| 



 
 
 

 

 

Sl 

No 

Name of the 

Manufacturer 

Name of the 

Medicine 

 

Generic 

Name with 

Strength 

Source 

Name 

Therapeutic 

Class and 

code 

Indication Status 

(New Molecule/ 

Existing) 

GMP 

Certificate 

Drug Approval 

(CFDA/NMPA)/ 

FSC/CPP 

Manufacturing 

License 

Lot release 

certificate 

WHO 

prequalification 

1.  Manufacturer :  

Bharat Biotech 

International 

Limited, Genome 

Valley, 

Shameerpet 

Mandal, Medchal 

Distric-5000078, 

Telangana State, 

India  

 

Local Agent: 

Renata Limited 

Mirpur, Dhaka 

ROTAVA

C Vaccine 

(Live, 

Oral) 

0.5 mL 

containing 

Rotavirus 

NLT 

105.0FFU 

(focus 

forming 

unit) of live 

rotavirus 

116E. 

Bharat 

Biotech 

Internatio

nal 

Limited 

Vaccines, 

Toxins, 

Toxoids and 

Sera 

 

Therapeutic 

Code: 069 

ROTAVAC is 

indicated for 

active 

immuzation of 

infants from 

the age of 6 

weeks for the 

prevention of 

gastroenteritis 

due to 

rotavirus 

infection 

when 

administered 

as a 3-dose 

series.   

Human Rota Virus, live attenuated 

Rix4414 Strain INN Not less than 106.0 CCID50 

DCC-234 

 

RotaTeq 

• Solution for Oral 

Administration 

Rotavirus vaccine, live, oral, 

pentavalent 

Active Ingredients: 

G1 Reassortant: ≥2.2 X106 

IU/dose 

G2 Reassortant: ≥2.8 X106 

IU/dose 

G3 Reassortant: ≥2.2 X106 

IU/dose 

G4 Reassortant: ≥2.0 X106 

IU/dose 

P1 Reassortant: ≥2.3 X106 

IU/dose 

DCC-248 

Available  

 

Certified by 

Drug Control 

Administration

, Government 

of Telengana, 

India 

  

 

Available  

 

Certified by : 

1. India. FSC 

2. WHO KZ©„K 

Prequalified 

Medicineb 

3. Colombia, 

Ministry of 

Health 

4.Mozambicque, 

Ministry of 

Health 

.  

 

 

 

Available 

 

Certified by : 

Drug Control 

Administration, 

Government of 

Telengana, India 

 

 

 

Available 

 

Available 

 

WHO KZ©„K 

Prequalified 

Medicine 

 

 

 

we‡klÁ KwgwUi mfvi wm×všÍ 

t 
1. f¨vw·bwU WHO KZ©„K Prequalified weavq Avg`vwbi wbwg‡Ë Aby‡gv`‡bi Rb¨ mycvwik Kiv nq|  

2. mfvq Dcw ’̄Z m`m¨MY e‡jb, WHO Gi prequalification system (PQ) strength regulatory authority Gi c×wZi mgZyj¨ Ges f¨vw·‡bi standard mg~n WHO ‰Zix K‡i | GgZve ’̄vq, Avg`vbxK…Z 

f¨vw·‡bi †iwR‡÷ªkb cÖ`v‡bi †ÿ‡Î  WªvM K‡›Uªvj KwgwU KZ©„K WHO PQ vaccine ‡K 07 wU stringent regulatory authority (hy³ivó, hy³ivR¨, myBRvij¨vÛ, Rvg©vbx, d«vÝ, Rvcvb I A‡÷ªwjqv)  Ges EMA Gi 

mgZ¨yj¨ wn‡m‡e we‡ePbv Kiv †h‡Z cv‡i Ges WHO Gi prequalification system (PQ) f¨vw·b‡K †iwR‡÷ªkb cÖ`vb Kiv †h‡Z cv‡i| 

3. Jla cÖkvmb Awa`ßi KZ©„K f¨vw·b †iwR‡÷ªkb Ges f¨vw·‡bi dvg©v‡KvwfwRj¨vÝ Gi Rb¨ MvBW jvBb cÖYq‡bi mycvwik Kiv nq| 

 
 

W. †di‡`Šmx Kv`ix 
wmwbqi WvB‡i±i, 

Bb‡dKkvm wWwRR wWwfkb, AvBwmwWwWAviwe, XvKv এবং 

সভাপতি 

Expert Committee for Chemistry & Manufacturing of Vaccine and Bio-products 

Committee) 

 
 

cÖ‡dmi Wv, G.‡K. AvRv` Lvb 

mfvcwZ, 

evsjv‡`k Wvqv‡ewUm †mvmvBwU  এবং 

সভাপতি 

Expert Committee for Clinical Study & Toxicology of Vaccines And Bio-Products 

Committee 

 



 
 

 
 


