\E C
. _ . NV U
TURKISH REPUBLIC MINISTRY OF HEALTH
TURKEY DRUG AND MEDICAL DEVICES AGENCY
\ 06 Mart 2019

THE MARKETING AUTHORIZATION

The license, dated 08.11.2018 and numbered 2018/611, has been allocated to the name of ONKO ILAC SAN. VE TiC. A.S. for the human
medicinal product named as CASOMID 50 MG FILM COATED TABLET.

Digitally signed by Gutan Ghenadie
Date: 2021.12.14 16:33:32 EET
Reason: MoldSign Signature
Location: Moldova

(Ministry of Health Stamp)
(Signature)
Dr. Hakki Giirsoz
Deputy Head of Institution

Appendix: Certificate
License ID: 9765
This license is valid with a license certificate.
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TIﬁ{KISH REPUBLIC MINISTRY OF HEALTH
“TURKEY DRUG AND MEDICAL DEVICES AGENCY

Certificate ID :W9r-'*765

This certificate has been issued for CASOMID 50 MG FILM COATED TABLET as a
License attachment with authorization number 2018/611 and authorization date 08.11.2018.

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

License Fee

Analysis Fee

:Prescription

:White Prescription

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

:BICALUTAMIDE

: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
:24Months

:At room temperature below25°C

:In the box, PVC/PVDC/ALUBLISTER PACKING
:28 pieces

:19.07.2018/03AZJ0000022

:Incognito

The results of the scientific review were found to be suitable and the license remains valid.

Terciime edilmek lizere bana verilen Tiirkge
belgeyi ingilizce diline tam ve dogru olarak
¢evirdigimi beyan ederim.
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(Signature)
Bu terciimenin Noterligimiz Yemin]i Dr. ALI ALKAN
Tercimani E.EMRE ERDOGAN |7 Vice Chairman of the
tarafindan Tiirkge’den ingilizce’'ye “|: . cgr
terciime edildigini onaylarim. Institution
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T.C. SAGLIK BAKANLIG
TURKIYE iLAC VE TIBBi CIHAZ KURUMU

RUHSATNAME

08.11.2018 tarih ve 2018/611 sayili bu ruhsatname CASOMID 50 MG FILM
KAPLI TABLET isimli beseri tibbi iiriin icin ONKO ILAC SAN. VE TIiC. A.S.
firmas1 adina tahsis edilmistir.

EKki : Sertifika
Ruhsatname ID : 9765
is bu ruhsatname eki sertifika ile gecerlidir
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TABLET isimli Ilag igin diizenlenmistir.

RECETELI / RECETESIZ. ~
RECETE TURU

RUHSAT SAHIBI

ETKIN MADDE ADI

URETIM YERI

PRIMER AMBALAJLAMA YERI
SEKONDER AMBALAJLAMA YERI
SERI KONTROL ANALIZ YERI iCEREN SERI
SERBEST BIRAKMA YERI

RAF OMRU(AY)

SAKLAMA SICAKLIGI (°C)
AMBALAJ TANIMI

AMBALAJ BOYUTU

RUHSAT HARCI

ANALIZ HARCI

T.C.

SAGLIK BAKANLIGI
Tiirkiye Ilag¢ ve Tibbi Cihaz Kurumu

RECETELI

BEYAZ RECETE

ONKO ILAC SAN. VE TIC. A S.

BIKALUTAMID

ONKO ILAC SAN. VE TIC. A.S.. GEBZE/KOCAELI
ONKO ILAC SAN. VE TIC. A.S., GEBZE/KOCAELI
ONKO [LAG SAN. VE TIC. A.S., GEBZE/KOCAELI
ONKO ILAC SAN. VE TIC. A.S., GEBZE/KOCAELI

24 AY

25 C’ NIN ALTINDAKI ODA SICAKLIGINDA
KUTUDA, PVC/PVDC/AL BLISTER

28 ADET

19.07.2018/03ZAJ0000022

TEBDILEN

Bilimsel inceleme sonuglar1 uygun bulunmus olup ruhsatname gegerliligini korumaktadir.
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Dr. Ali ALKAN |
Kurum Baskan Yardimcisi

Bu sertifika 08.11.2018 tarih ve 2018/611 sayili Ruhsatname eki olarak CASOMID 50 MG FiLM KAPLI
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