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Line Director
lO,;CAng, Directorale Ceneral of Health Services

And Member Secretarli, ii 
" 
i"tf iorce to collect and manage.meot of COVID-19 Vaccine'

Directorate General of Health Services'

ln response ro yoLlr leffer nuu:ber: {]E qf{.s {FHfi&Eqltr{fraes-5b/r'o{)/ba)' Dated: l2 lr'lay', 2021 as

per clirecrir.es of Section-4.2 (Kha) of Drus Policy-2016 and the notification publishect inthe additional

number of the Bangladesh Gazerte dated uuv ii, iiag ir, pug" no. 382-5-3826 which bears the

rrorit-rcarion no. 45.00.0000.1g2.99,017.08-1;10, Daied: 13 Uay,lo:O of Health Services Division'

ivlOFIF$r an1 the r.,**o nn.45.00,0000.18;.Sc00lJf .fi"Jated: 24 April' ?1i21 of Healtir Serviees

Division, tIGHFW. Direct.rrate General ot'Uru[ aJtnini'tration qqry'i issues an Emergency Use

Authorization {EUA) t". in p"tti*g the follorving-vatcine into Bnngladesh as descritred below'

Name of Protluct: Ad26.CCIY2'5

Trade n*ame: COVID-19 Vaccine Janssen

composirion: Recombinant, ieplication-incompetent adenovirus type 26 expressing the SARs-cov-2

spike protein.

Dosage Form; lntramuscular lnjection

Number of Doses per container: single dose, one vial {2.5 mL) containS 5 doses of vaccine'

Strength: One viai (2.5 mt) contains 5 doses of vaccine {each dcse 0'5 m!}'

Marheting Authorization Holder: Janssen Biotech, lnc {A pharmaceutical companY of johnson &

johnson).

*Ianufaeturcr: Janssen-Ci1ag lnternational NV' Belgium'

fffi:T}i"r than or equar to 1 I years oi age for the preve,lioti of corona virus disease (cclviD- I 9)

rvhen adntinistered in one dose schedule'

Name and Address of legal organization in the country

Line Director, MNC&AH, Directorate Ceneral of [.utth"s*"ices and lvlember Secretary' The Task

Force to collect and rr.t"nug**.n, of COVID-i9 Vaccine' Directorate General of Heatth Servicss'

Shelf tife with storage conditiou
it,etf Life; 2 years {siored frozen at -25"C to -15"C)

Storage Condition: 2-8.C (once remove from the freezer. for a single period of up to 3 months)

Conditions on Emergenc.v use Authorization of COVID']'9 Vaccine IansscnlA'd2'6!pY2-S):

I . This Hrnergenc,v Use Authorization (EUA) wiil be valid up to the COVID- I9 Pandemic Situation'

Z. The Vaccinc should be rupplierl atong 
-.'iit', 

fact 
'sheet for rer:ipients and prescribing

inlbrmaticn/Package insert (Pl)- . . .-f,8-^..r..n+ 1.Laror.rcris '

j- 'I'he uianufactur*, oiro,,ia'p.ouirr" tir" updated Package iuser"t. $umnrary of Product Cherar:terislics

(SnPC) & Fact sheel for iovto*rg Vaccine Janssen (Ad26'COv2'S)'

4, lihe irnportegfrorf A ruUmit satlty data including the d*to oo AEFI and SAE' with due analysis ever-v

l5 ilayi lbr the first tr,vo tllontlrs & monthly thereafter'

5. The manufactur", *J tt * i*porte r should implement Risk ldanagement Plan'

6. The manufacturer should rubnrit ongoing tt"Uif lty (reai time andaccelerated) of drug substance &

drug product.
T.ItraChbatchi]otofthevaccinesha'llbereleasedf,romNationalControlLaboratoryNCL),DGDA.
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