A ot F. No. X-11026/11/2023-BD
59 Government of India
723 Directorate General of Health Services

Central Drugs Standard Control Organization
(Biological Division)
FDA Bhawan, Kotla Road,
New Delhi- 110002,
Dated:{_ﬁ_
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To o
Mis Serum Institute of India Pvt, Ltd., g
2122, Off. Solj Poonawaila Road,

Hadapsar, Pune, Maharashtrg - 411028 (india).

Subject: Recommendations of the Signal Review Panel (SRP) related to ChAdOx1 nCoV-
19 Corona Virus Vaccine (Recombinant) {COWSH!ELD]— regarding,

(Recombinant) [COVISHIELD]:

e "Very Rare: Cranial (Ml or VIIY nerve palsy following vaccination with COVISHIELD" in
Section ‘4.8 Undesirable effects’ of SmPC.

° "Very Rare/ Unknown: Guillain-Barra Syndrome (GBS) following vaccination with
COVISHIELD" in Section ‘4. 8 Undesirable effects’ of SmPC. .

This is being Communicated to you to update the SmPC & Prescribing Information (Pl) as per
recommendations of SRP and submit the same to this Directorate.

Yours faithfuily,
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(Dr. V. G. Somani)
Drugs Contm}lller General {India)
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