ANNEXURE - I

Annexure to the Biological Drug Manufacturing Licence No. 108 of
M/S INCEPTA Pharmaceuticals Ltd., Savar, Dhaka, Bangladesh.

DAR No. Product Name Composition Specification Qty./10 mI*
(in mg)
116- 1520 -0 Active Ingredients
Labegest
Injection  Labetalol Hydrochloride (Inj. Grade) BP/Ph. Eur. 50.0000
(1 vial per unit box)
Excipients:
Anhydrous Dextrose USP-NF 450.0000
Disodium Edetate USP-NF 1.0000
Methyl Paraben USP-NF 8.0000
Propyl Paraben USP-NF 1.0000
Citric Acid** BP/Ph. Eur. 0.1000
Sodium Hydroxide** BP/Ph. Eur. 0.0500
Water For Injections (WFI) BP/Ph. Eur. g.s.to 10 mi

*Fill volume is 10.5 ml.
** Quantity may vary to adjust pH.
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