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Bu sertifika 1262 sayih ispengiyari ve Tibbi Miistahzarlar Kanunu ile Begeri Tibbi Urﬁnlléi\"qlrhélaihané!eri .
Yonetmeligi* ve giincel lyi imalat Uygulamalar Kilavuzu gereklilikleri doért{ltusunda gergeklestirilen
denetim sonucu diizenlenmigtir. S6z Konusu mevzuat Farmasotik Denetim Isbirligi Konvansiyonu

(PIC/s) ve Avrupa Birligi Direktifleriyle uyumludur.

Tirkiye ilag ve Tibbi Cihaz Kurumu ureticiye ait agagidaki bilgileri onaylar:
Ureticinin Unvani : DEVA HOLDING A.$.
Merkez/Yazigma Adresi . Halkall Merkez Mahallesi, Basin Ekspres Cad. No: 1,
Kiigiikgekmece/istanbul
Tesis Adresi : Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi Fatih
q(\ Bulvari No: 26 Kapakh /Tekirdag
\ Uretim Yeri izin Belgesi Tarihi :27/01/2020

m_ Uretim Yeri izin Belgesi Sayis : TR/UY/2020/15-0

() | 1262 sayili ispengiyari ve Tibbi Mistahzarlar Kanunu ile Begeri Tibbi Uriinler imalathaneleri

[ | Yonetmeligi ve giincel lyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

g 12-15/03/2018, tarihinde gergeklegtirilen en son denetime gore Uiretim yerinin GMP kogullarina uygun
oldugu anlagiimigtir.
Bu sertifika iiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi Uzerinden 3 yil

SOGUK DAM

gegmis ise Uretim yerinin GMP uygunlugu konusunda Tirkiye flac ve Tibbi Cihaz Kurumu'na
danisiimalidir. Ancak sertifikanin gecerlilik siiresinin risk bazls degerlendirmeler sonucunda uzatilmast
veya kisaltiimasi durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

Bu sertifika Bolim 1 ve Bolim 2 ile birlikte tim sayfalarin ibraz edilmesi durumunda gegerlidir.
Talep edilmesi halinde bu sertifika Tiirkiye ilag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

*Avrupa Birliginin 2003/94/EC sayil Begseri Tibbi Uriinler icin iyi imalat Uygulamalar flkeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayil beseri tibbi irinler hakkindaki direktifine paraleldir.
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Tiirkiye ilag ve Tibbi Cihaz Kurumu

Bolim 2 e S a

!
‘.

[l BeseriTibbi Urtinteri *

1 ORETIM OPERASYONLARI! - TIBBI URUNLER * ¥,
Eger sirket ozel gereklilige sahip Urinler, 6rn. Radyofarmasotikler ya da penisilin, sulfanomitler,  —1
sitotoksikler, sefalosforinler iceren urtnler, hormonal aktivite ya da diger potansiyel riske sahip
aktif icerikler uretiyorsa, bu durum ilgili Griin tipi ve dozaj formunda belirtilmelidir.
1.1 | Steril Oriinler
1.1.1 Aseptik hazirlanan urtnler (asagidaki dozaj formlari igin igleme operasyonlari)
1.1.1.1 Buyuk hacimli swilar
Ozel gereksinimler-Onkolojik
1.1.1.2 Liyofilisatlar
Ozel gereksinimler-OnkoIojik
1.1.1.4 Kugik hacimli sivilar
Ozel gereksinimier-Onkolojik
1.1.1.6 Diger aseptik hazirlanan irinler (....serbest metin)
Ozel gereksinimler-Onkolojik

1.2 | Steril Olmayan Urtinler
1.2.1 Steril olmayan uriinler (asagidaki dozaj formlari igin isleme operasyonlari)
1.2.1.1 Kapsiiller, sert kabuk
Ozel gereksinimler-Onkolojik
1.2.1.13 Tabletler
-Film Kaph Tabletler
Ozel gereksinimler-Onkolojik
-Tablet
Ozel gereksinimler-Onkolojik
1.5 | Ambalajlama
1.5.1 Birincil Ambalajlama
1.5.1.1 Kapsiiller, sert kabuk
1.5.1.13 Tabletler
1.5.2 Ikincil Ambalajlama
1.6 | Kalite kontrol testleri
1.6.1 Mikrobiyolojik (sterillik)
1.6.2 Mikrobiyolojik (steril olmayan)

1.6.3 Kimyasal/Fiziksel ———
\mHUQﬁg}
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SAGLIK BAKANLIGI
Tiirkiye ilag ve Tibbi Cihaz Kurumu

N qd ”;J'*
isbu sertifikanin kapsami ile ilgili kisitlamalar ya da agiklayici notlar*: @ 6 Bcak 204&

1.1.1.1. Kanser kargiti {onkolojik) sivi enjeksiyon tiipleri igin gegerlidir. S :
1.1.1.2. Kanser karsit: (onkolojik) liyofilize enjeksiyon tupleri icin gegerlidir. \’B 0 3 4 &
1.1.1.4. Kanser karsiti (onkolojik) sivi enjeksiyon tiipleri igin gegerlidir. ﬁ '
1.1.1.6. Kanser karsiti (onkolojik) steril tek kullanimlik hazir doldurulmus siringa formlaf'ﬁ(; rlﬁ% \
1.2.1.1. Kati onkolitik Gretim binasinda "Hydrea Kapsul" triiniiniin Gretimindé ve ayni z @m ﬂb Qj
gerektirmeyen kanser ilaglarinin kapsiil formlarinda, kuru kangi sonrasi direk dﬂ ile
uretilebilen ve iiretiminde su gerekenler de dahil olmak Gzere (graniilasyon asamasi ile) kapsiil
formundaki kanser ilaglari i¢in kullanilan graniilasyon asamasi bulunmamaktadir.

03/12/2021 tarih ve E-24931227-020-6568 sayih Yetki Onayi'na uygun olarak sertifikanin gecerlilik
siiresi uzatilmig olup, bu sertifika 31/12/2022 tarihine kadar gegerlidir.
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TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

REPUBLIC OF TURKEY
MINISTRY OF HEALTH

TURKISH MEDICINES AND ,-@ 6 &akzﬁzz

MEDICAL DEVICES AGENCY
Certificate No: TR/GMP/2021/258

CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER
Part 1 -, /‘ ~
- 1 l |

Issued following an inspection in accordance with current Good Manufacturing PWGmdelmcs aud
the Regulation on Manufacturing Plants of Medicinal Products for Human Use* and the Law No 1262 on
Pharmaceutical and Medicinal Preparations. These regulations are in line with the requirements of
Pharmaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European Commission.

Turkish Medicines and Medical Devices Agency confirms the following:

Manufacturer’s Name : Deva Holding A.S.
Head Office / Correspondence Address: Halkali Merkez Mah. Basin Ekspres Cad. No:1
Kiigiikcekmece / Istanbul
Site Address : Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesh_) AT F\R
Fatih Bulvar1 No:26 Kapakl1 / Tekirdag pylLIS T l’
Manufacturing Authorization Date  : 27/01/2020 TEK BAFINA
Manufacturing Authorization Number : TR/UY/2020/15-0 KULL ANIL AM AZ.

Has been inspected in accordance with current Good Manufacturing Practice Guidelines, the Regulation on
Manufacturing Plants of Medicinal Products for Human Use, the Law No 1262 on Pharmaceutical and

Medicinal Products,

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
12-15/03/2018, 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 time 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 management principles by an entry in
the Restrictions or Clarifying remarks field.

This certificatc is valid only when presented with all pages and both Parts 1 and 2.

The authenticity of this certificate may be verified by Turkish Medicines and Medical Devices Agency
upon request.

*This regulation is aligned with European Union Directive Directive 2003/94/EC laying down the principles and
guidelines of good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC on the
Community code relating to medicinal products for human use.
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TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

REPUBLIC OF TURKEY
MINISTRY OF HEALTH
TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

Part 2

B Humai Medicinal Products

1. MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS*

If the comparny is engaged in manufacture of products with special requirements, €& rad;'opharmacemicals or
products containing penicillin, sulphanomides, cylotoxics, cephalosporins, substances with hormonal activity or
other potenﬁaﬂy hazardous aclive ingredients, this should be stated under the relevant product type and dosage

orm.

Sterile Products
1.1.1 Aseptically prepared (processing operat
1.1.1.1 Large volume liquids
Special requirement — Oncologic
1.1.1.2 Lyophilisates
Special requirement — Oncologic
1.1.1.4 Small volume liquids
Special requirement - Oncologic
1.1.1.6 Other aseptically prepared products (... free text)
Special requirement - Oncologic

Tons for the following dosage forms)

1.2 |Non-sterile products
1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.1 Capsules, hard shell
Special requirement - Oncologic
1.2.1.13 Tablets
_ Coated tablet
Special requirement — Oncologic
- Tablet
Special requirement - Oncologic

riry Packaging

|.5.1.1 Capsules, hard shell - Q Y
1.5.1.13 Tablets -'NG ¥ -R8, %

ty control te
1,6.1 Microbiologi

- 1.6.2
- 1.6.3
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TURKISH MINISTRY OF HEALTH
L oM Turkish Medicines and Medical Devices Agency
MINISTRY OF HEALTH

TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY Ca 022

Any restrictions or clarifying remarks related to the scope of this certificate .
- 1.1.1.1 Manufacturing of anticancer (oncological) liquid injectable vial - ! 2 o
- 1.1.1.2 Manufacturing of anticancer (oncological) lyophilized injectable vial ~al 0 ’% 4 L
- 1.1.1.4 Manufacturing of anticancer (oncological) liquid injectable vial A\l W +2 T
- 1.1.1.6 Manufacturing of anticancer (oncological) sterile single-use pre-filled syri:&@L L i
- 1.2.1.1 Manufacturing of "Hydrea Capsule” in the solid oncolytic production building and similarly,
cancer drugs in capsule form, which do not require water in their production, do not have a granulation
stage, that can be produced by direct filling after dry mix, and cancer drugs in capsule form, including
those that require water in their production (with granulation stage).

The validity period of this certificate has been extended until 31/12/2022 in accordance with the
Authority's Approval dated 03/12/2021 and numbered E-24931227-020-6568.
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