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MARKETING AUTHORIZATION FOR LOCAL MEDICAL PRODUCTS

Receipt for Assay Fee
Number : 8277510

Receipt for Authorization Fee
Date : 05.07.2012 /" Number : 1926304

Ezcazibasi Monrol Niikleer San. Ve Tic. A.S. — Gebze/ KOCAELI

is hereby authorized to produce and sell with prescription the product named

MON MDP KIT 10 mg IV Flacon containing lyophilized powder for injection

prepared by Eczacibast Monrol Niikleer Uriinler San. ve Tic. A.S.

July 18", 2012

/lofficial seal and signature// Dr. Saim KERMAN- Head of In

Dy o
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The shelf life of the medical drug is 12 months.

(at 2 - 8°C, refrigerator and protect from sunlight) f
The medical product is stable at the room temperature under 25 °C on

condition that stored into a lead shield after marked with technetium 99

sodium per techhetate.

Package: In the box, bromobutyl stopper and Al flip-off covered, colorless
Type I glass flacon, 5 ea.

/ Seal and Signature /
July 18,2012

It has approved that 12 months shelf life of this medical drug registered in this License was changed as “24 months on condition that stored

at 2 - 8°C, refrigerator and protect from sunlight)”.

/ Seal and Signature /
18.11.2016

The validity date of five yearly science researches is July 18, 2012
and the medical product is approved.

/ Seal and Signature /

July 18, 2012

It has allowed that manufacturing place of the finished product registered in
this Licence was changed as “Mefar Ilag San. A.S.” and serial release place
was changed as “Eczacibagi Monrol Niikleer Uriinler San. ve Tic. A.S. Gebze

/ KOCAELI”. .
/ Seal and Signature / ' (
29.08.2014

The science research results are approvgd - )
and the Licence is valid yet. f§b“i Geyfi /TURKGE  Aslindan
/ Seal and Signature / LJLEYe Tarahmdan ve

15.08.2017 Asling/Sadik Kalmer v
eminli Mittercim - Terciman
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Bektag TOU! oK Taratindan

TORKGE'Cen INGILIZCEye Yapimig
Oldugunu Onayliyorum.
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saklanmasi kogulu ile 8 saat stabildz«Z[]JT e
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Ambalaj: Kutuda, bromobutil tipa ve Al flip-off kapakli renksiz
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o Jﬂ" is bu ruhsatnamede kayitla preparatin 12 ay olan raf om
' "9_8°C'de buzdolabinda ve isakten.korunarak saklanmasi
luyla 24 ay" olarak degistirilmesi uygun bulunmustur.
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Bes yillik bilimsel inceleme .
suresinin baglangigfariai .. -

'\  ?f %05335

I .
\,{\% is bu ruhsatnamede kayitli preparatin bitmis iriin diretim
yerinin" Mefar Ilag San. A.$." olarak ve seri serbest birakma .
yeri iinvaninin " Eczacibasi Monrol Niikleer Uriinler:Saa.ve Tic. 0 ‘ N|San 2&‘
a.s. Gebze/ KOCAELI"olarak degistirilmesi uWuﬂur.
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Aslina SZoT atwarak Yapilmigtir,

Yefinli Matercim - Terciman

CamScanner ile tarandi



		2024-12-17T08:33:52+0200




