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Shelf Iife with storage condition:
\- 6 months wlren stored at 2 to 8t) C. once opened, multi-dose vials slroLrld be used as soon as

pi,rssihle ancl r.vitlrin 6 hours when kept belwe<:n 2 to 80 C.

Conditions on limergency use Authorization of ChAdOxl nCnV-19 Cjorona Virus Vaccine

{Recomtrinant) (*covIsHlELD"; also known as sARS-CoV-2 AZD 1222,

Oxford/Astra Zeneca Vaccin e) :

I. 'l'his Ernergency tJse Authorization (l:.tiA) will be valid up to the IIOVID-I9 Pandemic

Situation.
2. The Vaccine shoulcl lre supplied along with factsheet for recipients and prescrit:ing

irrformationlPackage insert (Pl ).
3. 'l-he manulacturer should provicle the rrpdated Package insert, Sumtnary ol' Product

Clralacteristics {Sn-rPC) & Pastshcet 1?:r' ChAdOxl nCoV-i9 Clorona- Vints Vacciner

(Recorrrbinant) ("COVISIlIEI,D"; also known as SARS-CoV-Z A7,D 1222.

Oxford/AstraZeneca Vacci ne).

4. '['he impofier shouid submit safet-v data including the data on AF.lil anil SA]1, witlr duc

analysi$ evet'y l5 days {irr the {irst til'r.; ntr:n1hs & rt-xlrrtlrlv thereafter.

-5. 'l'he nrar:rrfacturer and the importer shoul<i iniplt:ment Risk N{anagettrEnt Plan.

6. 'l'lrc nranui"acturer should subnrit r)ngtlirlg stahilit.v ireai tinre and accelcrated) r:f cirug

substance & clrug proeiuct.

t. Each hatclliot of the; vace ine shall be rlrlrased Jl*in i\ational Control Labcrator.v (!--CL),

DGT]4.

Maior General llld Rahm*n
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I)irectorate Gencral |] f jAN ?021

Directorate General of llrug Administration
&

i,icensing Authority of' f)rugs
Phorre: 02222280803
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