r;; 9

TURKISH REPUBLIC MINISTRY OF HEALTH
TURKEY DRUG AND MEDICAL DEVICES AGENCY
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THE MARKETING AUTHORIZATION

The license, dated 18.08.2016 and numbered 2016/599, has been allocated to the name of ONKO ILAC SAN. Ve TiC. A.S. for the human
medicinal product named as TOPOTU4 MG/4 ML CONCENTRATED SOLUTION FOR INFUSION.

(Ministry of Health Stamp)
Appendix: Certificate(Signature)
License ID: 25907
This license is valid with a license certificate.

Dr. HAKKI GURSOZ
Head of Institution

Digitally signed by Gutan Ghenadie
Date: 2021.12.14 16:33:54 EET
Reason: MoldSign Signature
Location: Moldova
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iPURKISH REPUBLIC MINISTRY OF HEALTH

TURKEY DRUG AND MEDICAL DEVICES AGENCY

_CertificatedD: 25907

authorization date 18.08.2016

Prescription/Non-Prescription
Prescription Type
Manufacturing Holder

Active Substance Name
Manufacturing Site

Primary Packaging Site
Secondary Packaging Site
Batch release site containing batch
control analysis

Shelf Life (Month)

Storage Temperature (°C)
Packaging Definition

Packaging Size

Date of end of scientific review period

License Fee

Analysis Fee

) ?_I“his certificate has been issued for TOPOTU4 MG/4 ML CONCENTRATED SOLUTION
"FOR INFUSION as a License attachment with authorization number 2016/599 and

:Prescription

:Restricted Prescription

:ONKO ILAC SAN. ve TIC. A.S.

:TOPOTECAN HYDROCHLORIDE

:ONKO ILAC SAN. ve TIC. A.S. GEBZE/KOCAELI
:ONKO ILAC SAN. ve TIC. A.S. GEBZE/KOCAELI
:ONKO ILAC SAN. ve TIC. A.S. GEBZE/KOCAELI

:ONKO ILAC SAN. ve TIC. A.S. GEBZE/KOCAELI
:24 Months

:At room temperature below25°C

:In the box,Alu flip-off dark blue cover,teflon coated
grey rubber stopper, Amber 6 mlGlass Vial Type I
(6R)

:1and 5 piece

:09.12.2020
:10.08.2016/030090000003

:Incognito

Terciime edilmek iizere bana verilen Tiirkce
belgeyi ingilizce diline tam ve dogru olarak
gevirdigimi beyan ederim.

Bu terciimenin Noterliélmizlyeminl'/‘ ‘ (Slgnature)
Terciimani E.EMRE ERDOGAN /
tarafindan Tiirkge’den ingilizce’ Dr. ALi ALKAN
s . I 2] y 2 % [
terciime edildigini onaylarim. Vice Chalrman,’of the
Institution

.
TERCUMAN E.EMRE Ejogsm(
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O SAGLE RAKANLIG
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TL’JRKiYE ILAC,‘ VE TIBBi CIHAZ KURUMU
RUHSATNAME

18.08.2016 tarih ve 2016/599 sayili bu ruhsatname TOPOTU 4 MG / 4 ML

KONSANTRE iNFUZYON COZELTISI isimli besen tibbi {iriin i¢in ONKO ILAC
SAN. VE TiC. A.S. firmas: adina tahsis edilmistir.

EKi : Sertifika
Ruhsatname ID : 25907
Is bu rubsatname eki sertifika ile gecerlidir




& T.C.
X SAGLIK BAKANLIGI
4 ' ..o = Tiirkiye Ilag ve Tibbi Cihaz Kurumu

Ruhsatfiame ID : 25907
¥ "-’-r,B_h_‘sertiﬁka 18.08.2016 tarih ve 2016/599 sayili Ruhsatname eki olarak TOPOTU 4 MG / 4 ML KONSANTRE
i_Nl'!ﬁiYON COZELTISI isimli flag igin diizenlenmistir.

RECETELI / RECETESIZ : RECETELI

RECETE TURU : KISITLANMIS RECETE

RUHSAT SAHIBI : ONKO ILAC SAN. VETIC. A.S.

ETKIN MADDE ADI : TOPOTEKAN HIDROKLORUR

URETIM YERI : ONKO ILAC SAN. VE TIC. A.S., GEBZE/KOCAELI
PRIMER AMBALAJLAMA YERI : ONKO ILAC SAN. VE TiC. A.S., GEBZE/KOCAELI
SEKONDER AMBALAJLAMA YERI : ONKO ILAC SAN. VE TIC. A.S., GEBZE/KOCAELI
SERI KONTROL ANALIZ YERI ICEREN SERI : ONKO ILAG SAN. VE TIC. A.S., GEBZE/KOCAELI
SERBEST BIRAKMA YERI

RAF OMRU(AY) : 24 AY

SAKLAMA SICAKLIGI (°C) : 25 C’ NIN ALTINDAKI ODA SICAKLIGINDA
AMBALAJ TANIMI : KUTUDA, ALU FLIP-OFF LACIVERT KAPAKLI,

TEFLON KAPLI GRi KAUCUK TIPALI, AMBER
- RENKLI, 6ML. TIP I CAM FLAKON (6R)

AMBALAJ BOYUTU : 1 VES5ADET
BIiLIMSEL INCELEME SURESININ BITIS : 09.12.2020

TARIHI

RUHSAT HARCI : 10.08.2016/030090000003
ANALIZ HARCI : TEBDILEN

A, UWe—

Dr. Ali ALKAN
Kurum Bagkan Yardimcisi
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