S o REPUBLIC OF TURKEY
¥ a® MINISTRY OF HEALTH

No of Sheets
48
- MARKETING AUTHORIZATION FOR LOCAL MEDICAL PRODUCTS
Receipt for assay fee Receipt for marketing authorization fee
Date Number Date Number
With Registration Certificate 11.01.2010 193687235563
18.01.2019 F 01628

HEczacibasi-Monrol Nukleer Urunler San. ve Tic. A.S.- Gebze/ KOCAELI
is hereby authorized to produce and sell with prescription the product named
MON.TEKMo/%mTe- GENERATOR (Sodium molvbdate (9°Mo). Sodium pertechnetate (99Tc))




The shel time of product: The period of use for generator is 21 days from the date of preduction provided
that it {s stored at room temperalure below 23 °C and 15 days from the date of calibration provided thal i
is stored at room temperature below 25 "C. :

05 _uaw.\cm_,% 2010

srofficial sead and signature’

""Te sodism pertechnetate solution is available for use for 12 hours from the time of labeling at room
lemperature below 23 °C.

05 February 2010

Jofficial seal and signature//

Packaging: Flacon (SmixS, 10mIxS) containing 0.9% Isotonic sodium chloride solution with Al press-stud

cover and with bromobuty! rubber plug and is made of Type [ colourless natural glass in box inside tin box

+ inside box: vial closed with glass vacuumed rubber plug (16mix3): column Ewao lead shield + needle.
closed with flacon + plastic prolection + plastic cover + 10 ca. wipes with 707 isopropy! aleohel {10-40

03 February 2010
official seal and signatures

The Bmsu@_ngznw site of 0.9% sodium chioride solution of the product in this marketing avthorization

hereby is “Mefa llac San. A S, Kanal’ ISTANBUL"
05 Febraary 2010
fofficial seal and sigpature;

Five-year scientific surveillance perind is effective from 05 February 2016,
05 February 2010
sfficial seal and signatures/

It is considered appropriate that 0.9% Sodium Chlorine 5 ml and 10 ml facons of the
arketing authorization can be manufactured in “Mefar lac San. A.S. Kurtkoy”.

N

It is considered appropriate to change the sheli times of

sterife apyrogen 0.9% sodium chlorine Smi fucon and 10 mi
flacons of the product in this markesiing authorizadon as “24
months”™. 14.07.2015

‘official seal and signature/

S.P.
Resulis of seientific examination have wa en ana
appropris

15.02.2017
Hofficial seal and signatures

Republic of Turkey

Gebeze Notary Public No. 2
30 March 2010- 04779
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