. : GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGLADESH i £

MINISTRY OF HEALTH & FAMILY WELFARE

DRUGS ADMINISTRATION
i05/108, MOTIJHEEL COMMERCIAL AREA, DHARKA-1000

CERTIFICATION OF REGISTRATION N T N
{FOR THE IMPORT OF NEW AND UNINTRODUCEPY DRUGS AND MEDICIﬁET
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We hereby declare that Act-HIB manufactured bya ’ S’fhmﬁﬁﬁ
. Avenue Leclerc-69007 Lyon, FRANCE and represented by Rhéne-Poulenc —Rerer , b

Bangladesh Ltd. registered with the Directcrate of Drugs Administration under the

Ministry _ of Health & Family Welfare under Registration

No, JR2Z 21 TH-A%........ The drug as described below is allowed to be imported

into Bangladesh under Drugs Act 1940 {XXIII of 1940) and Drug (Contrel) Ordinance
1982 subject to the provision of import policy published by the government from
time to time.

Name of Preparation : Act-HIB
Form Injectable preparation

hl

Packing 1 vial 1 Dose + 1 Syringe Diluent,{ Basx x {6 vials » 4 Box X [0 Wﬂdi .
Sub cutaneous or intramuscular route @
Composition : For one vaccinating dose : @}'
S
a. INGREDIENT SPECIFICATION QUANTITY
Haemophilus influenzae ’
type b Polysaccharide INN 10 ng
conjugate to tetanus
pretein
b. EXCIPIENTS :
Tris 0.6 mg
{(hydroxymethyl Company moncgraph
aminomethane)
Sucrose Eur. Ph. 42.5 mg
Sodium chloride BEur. Ph. 2.0 mg
c. DILUENT :
Water for injections Eur. Ph. up to 0.5 ml
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Conditions: (1) Labelling should contain name and address of the manufacturer, batch
number, manufacturing date, expiry date, M.R.P. (maximum retail price), DAR No. (Drug
Administration Registration Number), (where applicable) etc. should be displaved on the
label or container and also on the outer cover containing the container (2) The

registration will be valid for 5 (five) years unless it will be canceled earlier. (3) The
certificate will be treated as canceled in any violation of the conditions and the name
of the formula of this product changed or modified qualitatively or quantitatively
without due approval of the Licensing Authority.
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