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Volume number Layer number

238 90

DOMESTIC MEDICAL PREPARATION LICENSE

Analysis charge receipt License charge receipt
Date Number Date Number
18.04.2011 P2-2185 04/08/2011 / F00508

28.02.2011 P2-1451

It is allowed that the product formulated by VEM ILAC SAN. VE TIC. LTD. STI./ANKARA, manufactured by MEFAR ILAC SAN. A.S.
Kurtkdy-Pendik/ISTANBUL and called “MAZENIL 0.5 mg/5 ml 1.V. Solution for Injection, Ampoule (Flumazenil)” can be sold as
prescription drug by VEM ILAC SAN. VE TIC. LTD. STI/ ANKARA.

Signed by Dr. Saim KERMAN

28 December 2011



Shelf life of drug product: 24 months. 28 December 2011
(At room temperature below 25°C)

Packaging: In box, 5 ml x 5 type | colourless glass ampoules. 28 December 2011

Starting date of five-year scientific examination period is 28 December 2011 and it is confirmed

Shelf life of drug product: 36 months and storage condition is room temperature below 25°C. 28 May 2011

It was approved to change company title of registered product hereby with this license as “Vem Ila¢ San. ve Tic. A.S.” 11 January 2016
Results of the scientific examination results are confirmed and license remains valid. 03 November 2017

It was approved to add “Vem Ila¢ San. ve Tic. A.S./TEKIRDAG” as alternative to the current release site including manufacture,
primary/secondary packaging and batch control/analysis of the product registered hereby with this certificate. 18 July 2017

It is suitable to remove “Mefar ila¢ San. A.S., Pendik/ISTANBUL” from batch release sites including current approved bulk manufacturing,
primary-secondary packaging, batch control site of the preparate registered in this certificate. 12 July 2019
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