
Government of the People's Republic of Banglndesh
Directorate General of Drug Administration

Aushad Bhaban, Mohakhali. Dhaka-l 212

tlrerno No-DGDA./15-05ilet674ti lL7 qLg rlate:g) $ i g f fiaTr
To
Vice Chzurnran
Incepta Vaccine l*td-
40 Sirahrd Tajuddin Ahmed Sarani- Telgaon IiA. Dhaka-1108

sub-igtiEmerqgcv use Authorizatioo of coronflvac€) {qovtD-I9 Yaccinellrero cell).
lnactivated).

In response to your letter number: IVl-iVaccinel01,i302l. f)ated. l1 Nlay, 2031 as per directives of

Secrron-4 2 (iiha) of Drug Policy-20 l6 and the notitrcatron publisherl in the additional number of the

Bangladesh Gaz.ette Aated ir4ay fi,2A2A in page no. 3825-3826 ptich bears the notification no

45000000182.9901?.08-lt0.Dated: lSMal' iO:OotHealthSen'icesDirisjon,MO}IFWandthe
nlemo no: 45.00.0000 I82.89001 .21.93, daterJ. 24 April, 2021 of Health Sen'rces Divrsion, tvtOHFW-

Directorate General of Drug Administratron (DGDA) issues an Emergency Use Authorization iEltA)
lbr rmponrng the following vaccine into Bangiadesh as described belor'v

Nanrr of Prottuct: coronavacs (covlllg vaccine (\.'ero cel1), lnaetivated)

Prcsentntionl
Eash vial lsyringe) contains {J.5 n& with 6Cr0SU of inactivated SARS-CoV-2 viru* as antiget and

Each vial coni*tns i mL u,irh l100SLJ of inactilated SARS-Co\i"l vi-rlis as antigen

Conrposition; Each ml eontains I ltlASI; uf inactivi:led SARS-CoV-I tirus as arlligen

Adjuvanl: Alunrinunr hydr oxide
Exripients: Disodrum h1'drogen phasphate dadecah-rdrare. s+dium drhldrogen phosphate

monoh:.rirate" sodiurn chloride.

Pnrkage:
Vral oipre-tilieC sl rrnge. One ', rai D, 3:.r1ns,e per bot. -10 I rals or I 0 S1'tingeS per bc,x.

Name and Address of manu{acturer {full name anrl address r+'ith telephone and e-mnil address of

uranufatttrer):
Sinorac life Scierrccs Co . Lld

{ddress Building 1, No l}. Tia:rtu Street. Da-'-rng Biomedrcrne Industrral Base of Zhongguancun

Scrence Park. Daring Drstrict. Beqing, P R China

Yeccire lt{A llolder: Sinoiac !if'c Scienccs Co', Lt'J.

Address: Butldrng l. No 21. Tianfu Street, Daxing Biomedicine Industrial tsase of Zhongguancun

Scieuce. Park, Dating Districr. Ber.ling' P.R.Chrna

lndirution:
For Active rmmuntzation of lndivrduals of > l8 years old tbr the prevention of corona vtrus dtsease

(COVtD-19) when administered in tr,ro doses schedule 
.The 

second doses should be administered after

l,i-28 days from the first dose.

Name rrncl .{ddress of legal organization in the country:
lncepia vaqcine Ltd,40 itunia Taluddin Ahrned sarant. Tejgaon iiA. Dhala-l2tl8

Shelf life with storage condition:
Terrtativelv 24 rnorrths. and then the final shelf life wi1{ be defined sccording to tlre slabiilW study

dr*a
Storage Coudition: Store and traflsport betu'een "t?-8"C. and protect fi'orn Lght
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Conditiont on Emergency use Authorizatlon of CoronaYac@ (COVULf g Vaecine (Ysro Cetg,
lnactivated):

l. l-hrs Emergenc-v L;se Authorrzation (EUA) ivill be ralid up to the CO\,'ID-lg Fandemic Sittration.
3. The vacclne will be admmistered i000 personnel and cl<lselv r:bserv-ed for 7 days and harrrrrg

satisfactory' obser.,,ations the mass taccinatron could be contrnued.
3. The Vaccine should be supplied alang with fact sheet l'or recipients aad prescribing

i rrtbrmat j on1?ackage insert { PI}
4 'lhe manufacturer shr:uld provide the updxed Package insert, Summar_v of Product (-lharacteristrcs

ISmPC) & Fact sheet for CoronaVac@ (COVID-1S Vaccine {Yero Cell). lnauivated}
5. The irnponer shoul<J submrt safety dala incJuding the data on AEFI and SAE. *ith due analysi* everr.

l5 d*ys for the f,rrst lws months & rnonthly therea&er,
h. T'he manulheturer ilrd the imponer should rrnplement Risk 1\,lanagement Plan
]. 'I'he nranufacturer should submit onqoing stability {real time and accelerated) of drug subslance &

drug producl.
I Each batcfulot of the vaceine shatl be reieased tiom hiational Cqntril Lirbr.rratory tNft.), LXiDd.tl Thiii Emergenev Lise Authorizali6p 1E[-rA) may be recr]nsidered rf rts sai'etv and efficacy 1$$ues ar€

not met in future reriew

pt

{r'M--'
llajor General ]Id Ma'hbubur Rahman

Drrector Cenerai [} 3 JU}{ 2021
Directorate General of Drug Administration
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Licensing Authcritl' of Dmgs
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