it _m.._._mamw it is hereby atiesied that the product named “MON.MI

ny :1 yis certificate as nnNmD_umm_ Monroh 1231-DIAGNGSIS Fiacon Containing Solution for 4
mw. MBq L.V. Injection” can be manufactured in the
m L3 manufacturing site written in this certificate, and that

‘Y \ﬂmE ﬂE fonature/ / REPUBLIC OF TURKEY manufacturing authorization of radiopharmaceutical cold

L ? 4 ol AAR, M. MINISTRY OF HEALTH Kits has been cancelled. 16/12/2015
i e //seal and signature// @

w3307

General Directorate of Drugs and Pharmaceuticals
MANUFACTURING SITE AUTHORIZATION CERTIFICATE

~REF: 2007/12

This is the Manufacturing Site Authorization Certificate that permits carrying out the manufacturing of the sterile and/or non-sterile
Radiopharmaceutical and wm&ogm:smnmczoa Cold Kits containing Radionuclide at the Radiopharmaceutical manufacturing plant of *Monrol
Nukleer Urunier Tic. Ve San. A.S.” located in Kocaeli City, Gebze District, Sultanorhan Quarier, Tubitak MAM Teknopark.

22/0572007

MRUKCUOGLU, M.D. (Consultant)
.ﬂ. uty C:manmaQQmQ
eal and signature//
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The company address in this certificate has been amended as "Kocaeli Lity, Gebze Distnct, Baris Mah., Ur, £eKIacar Lad. iNoit .

/ /seal and signature//
Guven ARTIRAN, Pharmacist
Deputy Chairman of Authority

02 November 2012

The company address in this certificate has been amended as “Kocaeli City, Gebze District, Baris Mah., Dr. Zekiacar Cad. No:1 (Tubitak Mam. Teknoparki}”.

’ / /seal and signature//

Guven ARTIRAN, Pharmacist

Deputy Chairman of Authority
16 April 2013

It has been considered appropriate to carry out production in the cell to be used as 2nd cell for preducing MON.IYOT-131 and in the cell to be used for producing MON.MIBG-131
Solution for L.V. Injection in the new site that has found to be in conformity as a result of the inspection conducted on 31.01.2013 for production of flacon containing MON.FDG(®E)
Selution for LY. Injection in the production site set forth in this Certificate.

/ /seal and signature//
Huseyin YILMAZ, M.IN
Deputy Chairman of Authority

Tarary 20014

It is hereby attested that "MON.FDG (*8F) Flacon Containing Solution for LV. Injection (Flourodeoxy giucose), MON.GALYUM-67 74 Mbq/ml Flacon Containing Solution for LV.

Teinctinn { allim £7 Citeatal AACAT TAT VITAL M Ble v it tosioas Cnlecline frnwe T U ToaZoatiom Mhallinas shlanida) 27 AR Joel MO TEK GO A r 180T~ IMTECATRDR AT Coadiisms
LR AU POt INTUS LTS, IS, L 1 2 IYImeU ) CialOT WUTIGENRNGE SUIGLN 101 L ¥ . INEC o { L OG0l CrouriQoy O VDY £ T8, IvIA . 1 e T ivildy £ RITLIN LIRSS 4 2 AN AR

pertechnetate (¥Tc) (Sodium molybdate (*Mo)), MON.IYOT-131.037-7400 MBq (10 pCi-200,Ci) Oral Capsule (Sedium lodude (1)), MON.IYOT-131.74-18500 MBq Flacon Containing
Oral Selution (Sedium lodure (31)), MON.MIGB-1311-TANT 9-120 MBgq/ml Hu_mnoﬁ Containing Soiution for LV. 1 .mmnmo:ﬂw_c MON.MIGB-3-TEDAVI 370-3700 MBq Flacon

Containing Sclution for LV, Infacten” can be manufacturad in the manufacturing site ,_..:mzwn in'fhis certificate. 26/00/2016
/ {seal and signature//
Fatih TAN
Deputy Chairman of Authority

Gebze Notary Fublic Neo. 2
Docket No, 0012667, ... October 2013
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is bu belgede kayaitly fivetim yerinde bundan
e T.C. byle ™MON MIBG~1231-TANT 40-820 MBg 1.V,

e SAGLIK BAKANLI(GI Enieksiyonluk Gozelti Tceren -Flakon™adly iri
liag ve Eczaciik Genel Midirligi ~ tUretiminin yapilabilecefine ve Radyor |
farmasotilk Sofuk Kitlerin firetim fznini
iptal edildifine dair serhtir.lom2/2

URETIM YERI iZiN BELGESI

Kocaeli 1li, Gebze Ilcesi, Sultanorhan Mah., Tubitak MAM Teknoparki’nda bulunan

£z

OLE

Monrol Niikleer Urinler Tic: Ve Sar 4§ e 4it Radyofarmasotik dretim fesisinde,
Radyoniiklid igeren steril ve/veya nonsteril Radyofarmasotik ile Radyofarmasétik Sozuk

Kitlerin tiretim  islemlerini gerceklestirebilecegine dair {retim  veri izin belgesidir.
2.2./a8./2007

Uzm.Dr. Orhan F.GUMRUKCUOGLU
Miistesar Yardumcisi

foarc0000, o
‘l‘v;'ﬁg:ﬁ"/
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1s ou belgede kayl
I deyismiycir,

Isbu belgede kayith firetim tesisinde “ MON.FDG (**F) LV, Enjeksiyonluk Ctzeiti iceren Flakon (Florodeoksi glukoz},
MON.GALYUM-67 74 MBg/ml L.V. Enjeksiyoniuk Cozelti fgeren Flakon (Galyum-67 Sitrat), MON.TALYLM-201
1.V. Enjeksiyenluk Cozelti Iperen Flakon (Talyum Kioriir) 37 MBg/ml, MON.TEK ¥Mof™Te JENERATOR Sodyum
perteknetat (P Tc) (Sodyum molibdat (*Mo)), MON IYOT-131.037-7400 MBq (10 pCi-200,Ci) Oral Kapsiil (Sodyum
iyodiir (311)), MON. [YOT-131.74-18500 MBq Oral G5zelti Igeren Flakon (Sodyum Iyodir (*')), MON.MIGB-'I-
TANI 9-120 MBg/ml 1.V. Enjeksiyonluk Cozelti Igeren Flakon (*'D), MON.MIGB-"I-TEDAVI 370-3700 MBq LV.
m&.mwﬁwaazwomﬁm_m%m&mEmwc_._xmwmwwmmmmmmw%mmmmwmnnommznam.q serhtir. 26/09/2016 y. s

asi, Jarig den., Or.Zeki Acar Cad., g,

Mm\b bu bl i gayirtly firma adresi "Kocaeli Ili,

- <o - NM.... 4~ .u.u-v.a....n\.m”..,..“\.,.n J T e -
Tuoitd .ip.w%... m_sx?u@ﬁﬂ:.u._ommwmw ﬂnm@w.mﬂmmﬁw?q y L e - :
N e - DAL T ¥ & ¥ »‘@mm&_@am | %
) Mm gl Aril . 1 S LR

Ts bu belzede kayitly dretim yerinde WON L FDRG Quwm‘v I.V.Bnjeksiyoniuk gbzelti iceren flakon Hretimi igin
diizenleaen 31.01.2013 rarihinde vapilan denmetim sonucu :wmwwwmw goriil Tanda ,MON . TYOT-131 dretimi
mawnwwwmm,wmmﬂmowmﬂmw,w,aﬁmzwwmnmw hicrede ve MON.MIBG—-~1 _ﬁww..»..,nr...: 8 L igin kullanalacak

hicrede iretim yapilmasi uygun goriilmistir,
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