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1. Ulke/Country/Pays/Staat TURKIYE - LA TURQUTE

lgbu resmi belge/This public documenUle prdsent acte public/Dieses zeugnis wurde

Selahattin EROL tarafrndan imzalanmtgtrr./Has been signed byla et6 sign6 par/durch ...
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3. lmzalayantn srfatr Noter'drr./Acting in the capacity of/Agissant en qualit6 deffitel des
Unterzeichneten
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TASDiK / CERTIFIED / ATTESTE / BEGLAUBIGUNG:



r_A
Kurumu 

/t
sertifi ka N o : TR/Grvl P lzval 25s

Biiliimt I A$Hurs aW.
senririxnsr

Bu sertifika t262sayil ispengiyarive Trbbi Mristahzarlar Kanunu ile BegeriTrbbi Urtjnler imalathaneleri
Ydnetmeligi* ve giincel iyi imalat Uygulamalarr Krlavuzu gereklilikleri dogrultusunda gergekle$tirilen
denetim sonucu di.izenlenmigtir. Soz Konusu mevzuat Farmasotik Denetim lgbirli!i Ko
(PlC/s) ve Avrupa Birl ifii Direktifleriyle uyum lud ur.

12-1,5 / 03 /2018, ta rih inde gerge
oldu!u anlagrlmrgtlr,

Bu sertifika tiretim yerinin denetim strastndaki durumunu belirtir ve denetim tarihi uzerinden 3 yrl
gegmi5 ise tlretim yerinin GMP uygunlu$u konusunda TUrkiye ilag ve Trbbi cihaz Kurumu,na
dantStlmalrdtr. Ancak sertifikantn gegerlilik sijresinin risk bazlr de$erlendirmeler sonucunda uzatrlmasr
veya krsaltrlmast durumunda krsrtlamalar veya agrklamalar krsmrnda bu durum belirtilir.

Bu sertifika Boltim 1ve Bciltim 2 ile birlikte ttim sayfalann ibraz edilmesi durumunda gegerlidir.

Talep edilmesi halinde bu sertifika ltirkiye ilag ve Trbbi cihaz Kurumu tarafrndan dogrulanabilir.
*Avrupa Birlifiinin 2003/94/EC sayilr BeSeri Ttbbi tJrilnter igin iyi lmolat uygulamolort ilketeri ve Krlavuzuhokkndaki direktifi ile 2001/83/EC saytlt begeri tbbi iiriinter hokkrndoki direktifine poroteldir.

TR/cMPl2027/2s8
0s/1.2/2021

Imzo
Dr. Eczscr Sevil AZAK SUNGUR

Ku ru m BaSko n ya rd r m crsr

Sofiitgdzi.i Mahailesi 2176,Sok. No:5 06520 Qankaya/ANKARA
Tel: (0312) 218 30 OO Fax: (0312) 21,8 34 60
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TUrkiye ilag ve Trbbi Cihaz t<rrrru

Ureticinin Unvanl
Merkez/Yazrgma Adresi

Tesis Adresi

Uretim Yeri izin BelgesiTarihi
Uretim Yeri izin Belgesisayrsr

: DEVA HOLDING A.S.
: Halkalr Merkez Mahallesi, Basrn Ekspres Cad. No: L,
Kiigrikgekmece/ista n bu I

: Qerkezkoy Organize Sanayi 86lgesi Karaalag Mahallesi Fatih
Bulvarr No: 26 Kapakh /TekirdaE
:27/ot/2020
:TR/uY/2020/1.s-o

7262 sayil ispengiyari ve Trbbi MUstahzarlar Kanunu ile Begeri Trbbi UrLinler imalathaneleri
ilikleri doErultusunda denptlpnmicri;.

Adres:



TRlGMPl2o2l'12s8

T.C.

5A6LIK BAKANLIGI

Tiirkiye ilag ve Trbbi Cihaz Kurumu

lmza

Dr. Eczoct Sevil AZAK SUNGUR

Ku rum BaSko n Ya rd tmct st

oslL2/202r
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Begeri Trbbi Urirnleri *

-----r,^.rr 
rhr TIDDI

ilin, sulfanomitler,

sitotoksik|er , -^t^|^.$^l|^|ar iraren irrirnIer, hormonaI aktivite y ansiyeI riske sahip
sitotoKslKler,
aktif iEerikler

me oPerasyonlart)

1..t.t.L Bi.ryiik hacimli stvtla r

Ozel gereksinimler-Onkolojik

Lt.t.2 LiYofilisatlar

6zel gereksini mler-O nkolojik

1.1,.1.4 KirEilk hacimli stvtlar

6zel gereksinim ler-Onkolojik

1,1.1.6 DiEeiaseptik haztrlanan tiriinler (""serbest metin)

Ozel gereksinimler-Onkolojik

operasYonlart)

t.2.L.7 KaPstiller, sert kabuk

Ozel gereksinimler-Onkolojik

t.2.1.L3 Tabletler
-Film KaPlrTabletler
0zel gereksinimler-Onkolojik
-Tablet
6zel gereksinimler-Onkol

1.5.1 Birincil Ambalajlama
1.5.1.1 KaPsiiller, sert kabuk

1.5.1.13 Tabletler

t.tZ ikincil Ambalajlama

Kalite kontrol testleri

1.6.1Mik jik (sterillik

1.6.2 Mikro loiik (steril

1.6.3 KimYasal/Fiziksel

Adres: SogUtgozti Mahallesi 2176'Sok' No:5 06520 Qanl<a fu S 
"Tel: (031-2) 218 30 O0 Fax: (0312) 21'B 34 60
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SAGLIK BAKANLT:;r

Tiirkiye ilag ve TlbbiCihaz tlururn,r

igbu sertifikanrn kapsamr ile ilgili krsrtramalar ya da agrklayrcr notl,. r*:

1'1.1.1. Kanser kargrtr (onkolojik) srvr enjeksiyon ttipleri igirr r..:er.li.r,r.
t'1.1'.2. Kanser kargrtr (onkorojik) riyofirize enjeksiyon ti.iprc.ri i -;n 

i1r. ,:rrirjir.
1"1't'4. Kanser ka rgrtr (on korojik) srvr enjeksiyon ti.ipreri igin gc ,.c r i

1"1"1'6' Kanser karSrtt (onkolojik)steriltek kullanrmlrk hazrr doldurLrirnu5 $rnnga formlarr igin gegerlidir.
1.2.1.I. Katr onkolitik ijretim binasrnda "Hydrea Kapsli1,,

gerektirmeyen ka nser ilaglannrn ka psUl form la rr
[]retilebilen ve ijretiminde su gerekenler de dah
formundaki kanser ilaglan igin kullanrlan graniil

03/7212021tarih ve E-24g31227-O20-656g sayrlryetkiOnayr,r.r r.,1, , ,) ,:larak sc:lifikanrn gegerlilik
stiresi uzatrf mrg olup, bu sertifika 31,/12/2o22tarihine kadrr p,-.,.,'

09h2/2021,
i R/GMf' 

":.,)21,/258

Dr. E.'.., SevilAZAK SUNGUR

l(urum I'-', kan yardlmcrsr

[[ rzA&MUHUR]

Adres: Sogi.itgdzU Mahallesi 2176,Sok. No :5 065 ? O r-r n kayalA \,,.ARA. Tel: (0312) 21830 0O Fax: (0312) 2ri, i,i)
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TURKTSH MTNISTRY OF HEALTH
Turkish Medicines and Medical DeviceS Agency

REPUELIC OFTURKEY
MINISTRY OF HEALTH

TURKIsH MEDICINEs AND
MEDICAL DEVICES AGENCY

certificate No: TR/cMP I i$ 202?

CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER
Part 1

lssued following an inspection in accordance with current Good Manufacfuring Practice

the Regulation on Manufacturing Plants of Medicinal Products for Human Use+ and tbe

Pharmaceutical and Medicinal Preparations, These regulations are in line with the

Phannaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European Couunission.

Frour the latowledge gained during inspection of this manufacturer, the latest of which was conducted on

l2-I5lO3/20I8, it is considered that it complies with the requirements of Good Manufacturing Practice

(GMP),

This certificate reflects the status of the manufacturing site at the tirne of the inspection, and Turkish

Medicines and Medical Devices Agency should be consulted to verify compliance of the manufacturing

site with GMP requirements if more than 3 years have elapsed since the date of inspection. However, this

period of validity may be reduced or extended using regulatory risk managemQnt principles by an entry in
the Reshictions or Clarifying remarks field.

This certificatc is valid only when presented with al[ pages and both Parts I and2.

The authentioity of this certificate rnay be verified by Turkish Medicines aud Medical Devices Agency

upon request.

*Tlzis regulation is aligned with European (Jnion Dh'ective Directive 2003/94/EC laying dotvn the principles and

gttdelines of good ntanufacturingpracticefor medicinal pro&tcts.for htunan use, and Dh'ective 2001/83/EC on the

Community. code relaling to ruedicinal prodttcts for huntan use.

95

Turkisll Medicines and Medical Devices Agency confirms the following:

Manufacturer's Name : Deva Holding A.$.
Head Office / Correspoudence Addtess: Halkah Merkez Malr. Basrn Ekspres Cad, No:1

Ki.igtikgekrnece / istanbul
Site Address : Qcrkezkriy Organize Sanayi Bolgesi l(araafag Mahallesi

Fatih Bulvarr No:26 Kapakh / Tekirdafi
ManufacturingAuthorizationDate :2710112020
Manufacturing Authori zation Numb er : TR/UY/2 020 I | 5 -0

Has been inspected in accordance with current Good Manufacturing Ptactice Guidelines, the Regulation on

Manufacturing Plants of Medicinal Products 'for Hurnan Use, the Law No 7262 ott' Pharmaceutical and

Medicinal Products.

vil AZAK SUNGIIR
TR/GMP/2021/2s8



TURKISH MINISTRY OF IIEALTH

fort ist Medicines and Medical Devices Agency

REPusLlcoF TURKEY

MINISTBY OF HEALII{

TURKISH MEOICINE5 
^ND

MEDICAL DEVICEs A6ENCY

Part2

I Human Medicinal Products

TFyGMP/2o211258

Special requirenent - Oncologlc

1.2.I.13 Tablets
- Coated tablet

SPecial requi{enrent - Oncologic

- Tablet
SPecial rcquirement - Oncologic

osage forms)

I.MANUFACTURINGOPERATIONS-MEDICINALPRODUCTS*
cals or
iviqt eY

dosage

I dosage forms'/

SPecial requirement - Oncologic

l,l.l.2 LYoPhilisates
So""iuf requirement - Oncologic

1.1.1.4 Small volume liquids

Special require - Oncologtc

1.1.1.6 O'ttt", urupti.ut ;pared products (""fi'ee text)

SPeciaI requirement' Oncologic

Non-s'

PrimarY Packaging
t.5.l.l CaPsules, hard shell

1.5,1.13 Tablets

iFsecondarY Packaging

QualitY 99lq9l
l6 Mi"tobiological(sterilitY)

flrzvti"rouiotogi*t(non-sterility) r5

06 e$

r? \^..,,

Sevil AZAK STINGUR



TURKISH MINISTRY OF HEALTH

Turkish Medicines and Medical Devices Agency
NEPUBLIC OF TURKEY
MINI5TRY OF HEALTH

TURKI5H MEDICIiIE5 AND

INEDICAL DEVICES AGENCY

ate*:

vial bsmrszw

The validity period of this certificate has been extended uutil 31/1212022 in accordance with the

Autlrority,s Approval ir"a os t tz t2 02 1 and numbered E-2493r227-020'6 5 68'

091121202r

I AZAK SUNGUR

n Atilh OZYllllAl
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