
Government of the peopre's Rrpubric of Bangradesh
Directorate General of Drug Administration
Aushad Bhaban, Mohakhali, Dhaka-I2 12

MemoNo-DGDA/15-05it9(6 T4ygtlguLww 
ds{+'gov''bd 

Date: zf / aq /202tTo
Secretary
Health Services Divi sion,
Ministry of Hmlth md Fm.rily Welfare.

A'ttentiou: Additional Seretary, Public Health-a I{SD, Ministry of Heaith and Family Welfare

subject: Emerqenqv uge Authoriuatiou of sputqik v (Gam-co\IlEyap).

ln response to your letter number: 45.00.0000.1 7 1,32.017 .32.017 ,21/2a6,Dated; 25 April, 2021 as per
direstives of Section-4.2 (Kha) of Drug Policy-?0l6 and rhe notification published rn the additional
number of the Bangladesh Gazette dated May 17,2a?0 in page no. 3825-3826 which bears the
notifrcation n+, 45,00.0000.!E2.99.017.08-11c; Datd: l3 s{ay,"2020 of Health Services Division,MoHFw and the memo no. 45.00.0m0.18?.89m1.21.9.3, dateJ: z+ eji, z}zt ofHealth ServicesDir"isiorl MoHFw' Drrectorde Gmeral of Drug aamini#arion tpcna)lssues an Emrgeney use
Authorization (EUA) for importing the failowinfvaccine intr: Bangladesh as described beiow.

N*mc of Product: Sputnik y (Gam-eoWD-vaei

Dor*ge Forrn: solution for intramuscular Injrctionayophihzed powder for sorution.
Presentation: Multi-dose Glass vial (5 dose,3 ml)-
Route of Admi n istratiorr. Intramuscular.

Each dose of 0.5 ml of vaccine contains;
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Quantity
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Up to 0.5 rnl
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Name and Addrss of manufacturer (full name and addrcsr with telephone rnd email addrss of

ai 27 3 Zav odskaya Street, Volginsky,

Tel.
Yaccine Developed & MA llolder: FSBI N,F^ Gam*leya RCEM of the Ministry of Health of Russia

?rh, I bfd.
Tower,

Moscow, Russia I 23 I 12

T: il 4ei 64*34ra
F:+7 495f,443411
Ernatl sputnikvaccine@irdif. ru

I-,f:-.:^ -.ulglUaluU.

t* Major General

ii

For Active immunization of Individuals of > 18 ymrs old for the prevention of corona virus dissse
(CO!1n-19) when adrninistered in two doset schcdule. The second doss should be administered after
2l drys *om the first dose"

Nrmr and Addrsrs of legnl organizrtlon in the countrTl
Public Health-2, Health Services Division, Ministry uf Health and Family Welfare Bangladesh.

Shdf life with storage condition:
6 months when sxored at -20 *24 C for Solution for intramuscular tnjection and 2-E0 C for Lyophilized
powder for solution. {Once opened" rnulti-dose vials should be used as saon as possible. It can-be used
for 6 hrs whor kept between temp 2 to B0 C).

coaditions on Emergency use Authorizstion of sputnik v (Gam-ColT}.vrci:

I ' This Emergency Use Authorization (EUA) witl be valid up to the COYID-I9 Pandemic Situ*ion.
2. 100 personnel will be administered the vaccine and closely observed for 7 days and having

mtisfactory observations the mass vaccination could be continued.
3. The Vacsine should be supplied along with fact sheet for recipients and prescribing

informati on/Package insert {PI).
i+. The manufacfurer should provide the updded Package insert, Surnmary of Product Characteristics

(SmPC) & Fact sheet for Sputnik V (Gam{OHD-Vac)
5. The importer should submit safety daa including the data on AEFI and SAE, with due analysis el-ery

15 days for the filst t*'o months & monthly thereaser.
6. The manufacturer and the rmporter should implement Risk Management plan.
7 . The manufacturer should submit ongoing stability (real time and accelerded) of drug substance &

drug product.
E. Each bdchlot of the vaccine shall be released from National Control Laboratory (NCL), DGDA.
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Licensing Authority of Drugs
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