GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE .

DIRECTORATE OF DRUG ADMINISTRATIO
105-106, MOTIJHEEL COMMERCIAL AREA, DHAKA-100

Pazteur F- 69007 lyon, France and represented by M/s. Sanofi-aventis Bangladesh lel,ted LA agtena, warge
, Bangladesh is registered with Directorate of Drug Administration and Licensing. Authorxty (Dru,gé’j under ‘F)‘ A\‘b

Reg. No. /O,) il C/ j\ "'0 g/ The drug as described below is allowed to be imported iiito Bangladesh under ¥ *

The Drugs Act 1940 (XXIII of 1940), The Drugs (Control) Ordinance, 1982 and The Drug (Control) (Amendment)

Act, 2006 subjected to the provision of import policy published by the Government from time to time.

Name of the Product : Favirab, Solution for Injection
Dosage Form : Solution for Injection
Pack Size ; Sml Vialx1 or 10

Composition : Each ml contains:

Name of ingredients Specification Quantity
A. Active ingredient

F (ab’) 2 Fragment of equine antirabes immune Ph. Eur 200-4001U
globulin
Excipients:

B. Sodium Chloride Ph. Eur ug
Polysorbate 80 Ph. Eur S50ug
Water for Injection Ph. Eur Up to 1ml
Hydrochloric acid or Sodium hydroxide for PH
adjustment

4 Brigadi eneral Sarkgr M A Matin
Directer” [} 7 NOV 2008
Directorate of Drug Administration
Licensing authorlty (Drugs)
Government of the People’s Republic of Bangladesh
Conditions:

(1). Labeling should be done in accordance with the provision of the Drugs Act and Rules which require that the name and address of
the manufacturer, batch number, manufacturing date, expiry date, M.R.P. (Maximum Retail Price), DAR No. (Drug

Administration Reg. Number) etc. should be displayed on the label of the container and also on the outer cover containing the
container.

(2). The registration will be valid for 5 (five) years from its date of issue unless it is revoked, suspended or cancelled earlier.

(3).The certificate will be treated as cancelled if any violation of the conditions and the name or the formula of this product is changed
or modified qualitatively or quantitatively without due approval of the Licensing Authority.
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