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MARKETING AUTHORIZATION FOR LOCAL MEDICAL PRODUCTS

Receipt for Assay Fee Receipt for Authorization Fee
Date : 08.12.2C11 { Number : 8277510 Date : 05.07.2012 / Number: 1926304

Ezcazibast Monrol Niikleer San. Ve Tic. A.S. - Gebze/ KOCAELIL

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

MON MDP KIT 10 mg 1V Flacon containing lyophilized powder for injection

prepared by Eczacibasi Monrol Niikleer Uriinler San. ve Tic. A.S.
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sodium per technetate.

Pl

Package: In the box, bromobuty! stopper and Al flip-off covered, colorless

Type I glass flacon, 5 ea.

/ Seal and Signature /
July 18,2012

[t 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
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1t has allowed that manufacturing place of the {inished product registered in

/ KOCAELD”.
/ Seal and Signature /
29.08.2014
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icence is valid yet.
A Signature /
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isby Cevirinin Dalremizde
Kiveli@l Sakli Yerninll TercUmamimiz
Bektas TUOMOK Tarafindan
TURKGE' den INGILIZLE ye Yaprivng
Olduguna Onayliyoruen.
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kursun zith iginde, 25 °C'nin altindaki‘eda sicakliinda

saklanmasi kogulu ile 8 saat mﬁg&%ﬁgﬁ, e

Ampbalaj: Kutuda, wmcumowcﬂ.wﬁmj_i m_._m.owm kapak!t renksiz
Tip I cam flakon, 5 Adet . ;
tplc ? % 1 s % .
. m fs bu rohsatnamede kayitla preparatin 12 ay clan raf

"2-8°C'de buzdolabinda ve 1g1ktan korunarak saklanmasy
iuyla 24 ay" olarak degigtirilmesi uygun bulunmugtur.

Beg yillik bilimsel inceleme-. i
stiresinin baslangiglarii_ . aoolup,

Teknesyum 99m sodyum ﬁwnmwbmgmwwm isaretlendikten sonra

Lﬂwwwwm ruhsatnamede kayitli preparatin bitmig iiriin iretim

yerinin® Mefar Ilac San. A.5." olarak ve seri serbest birakma

yeri tinvanimin ¥ Eczacibasi Monrol Nikleer Uriinler San.ve Tic.
a.s. Gebze/ XKOCAELI"olarak degistirilmesi uygun-b i
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Biiimsed inceleme sonugian uygun
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