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This certificate is issued for the drug named Ml

DIZOL 250 MG CAPSULE as the

REPUBLIC OF TURKEY (2550 0
MINISTRY OF HEALTH (5 53[0 ¢
Turkish Medicines and Medical Devices Agency:

attachment of the drug license dated 22.12.2014 with no.2014/920.

SRESCRIPTION /NON-PRESCRIPTION DRUG
TYPE OF PRESCRIPTION

LICENSE OWNER

DRUG SUBSTANCE

MANUFACTURING SITE

PRIMARY PACKAGING SITE

SECONDARY PACKAGING SITE

SERIAL RELEASE SITE CONTAINING SERIAL
CONTROL ANALYSIS SITE

SHELF LIFE (MONTH)

STORAGE TEMPERATURE (°C)

DESCRIPTION OF PACKAGING

SIZE OF PACKAGING

START DATE OF THE SCIENTIFIC REVIEW TIME
LICENSE FEE

ANALYSIS FEE
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PRESCRIPTION

WHITE

DEVA HOLDING AS.

TEMOZOLOMID

DEVA HOLDING AS. KAPAKLI/TEKIRDAG
DEVA HOLDING AS. KAPAKLI/TEKIRDAG
DEVA HOLDING AS. KAPAKLI/TEKIRDAG
DEVA HOLDING AS. KAPAKLI/TEKIRDAG

24 MONTHS

UNDER ROOM TEMPERATURE BELOW 25°C
IN BOX, OPA/AL/PVC/AL FOIL IN BLISTER

5 PIECES

22.12.2014

12.06.2014/03021 0000094
20.05.2013/03021000001 A
20.05.2013/00900537

03.01.2014/01100746

21.01.2014/F00478

Dr. Huseyin YILMAZ
Deputy of the Head of the Agency
(signature)




~ *é&;m

;, ! i 4

\'
/a & ?M} ";i%;’ ,.’“

ity

M% o
s

. I

e

wfm *ma *m@ﬂ ?ﬂ

T e
(VR D

{%}4

RS K

3

2 ’g%w s
S
{

H.
VR

L
’Q»

27

Q”)

T.C. SAGLIK BAKANEIG!
TURKIYE ILAG VE TIBBI CIHAZ KURUMU

RUHSATNAME

22.12.2014 tarih ve 2014/920 savyili bu ruhsatname MIDIZOL 250 MG KAPSUL
isimli begeri tibbi tirlin igin DEVA HOLDING A.S. firmasi adina tahsis edilmistir.

Eki : Sertifika

is bu ruhsatname eki sertifika ile gegerlidir.

MUSTENIDAT

TEK ;
KULL,:‘&'NA

Dr. Saim KERMAN
Kurum Bagkani
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flag igin diizenlenmistir. Fap

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

: RECETELI

: BEYAZ

: DEVA HOLDING A.S.
: TEMOZOLOMID

: DEVA HOLDING A.S. KAPAKLV/TEKIRDAG
: DEVA HOLDING A.S. KAPAKLI/TEKIRDAG
: DEVA HOLDING A.S. KAPAKLI/TEKIRDAG
: DEVA HOLDING A.S. KAPAKLI/TEKIRDAG

¢ 20.05.2013/030210000014

T.C.

SAGLIK BAKANLIGI
Tiirkiye ilag ve Tibbi Cihaz Kurumu

41 Mol 2021

Bu sertifika 22.12.2014 tarih ve 2014/920 sayili ruhsatname eki olarak MiDIZOL 250 MG KAPSUL isimli

#2665 ¢

: 24 AY

: 25 °C'NIN ALTINDAKI ODA SICAKLIGINDA

: KUTUDA, OPA/AL/PVC/AL FOLYO BLISTERDE
: 5 ADET

BILIMSEL INCELEME SURESININ BASLANGIC TARIHI :

22.12.2014
12.06.2014/030210000094

MUSTENIDATTIR
TEK BASINA
KULLANILAMAZ

20.05.2013/00900539
03.01.2014/0110§%

. Hlisevin YILMAZ
1 Yardimcist

Zjfilen asling
wylanm.
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