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Part 1 .

Issucd following an inspection in accordance with current Good Manufacturing Practice Guidelines, and
the Regulation on Manufacturing Plants of Medicinal Products for-Human Use* and the Law No 1262
on Pharmaceutical and Medicinal Preparanons These regulations are in line with the requirements of

Pharmaceutical Inspection Co-operation Scheme (PIC/s) “and ‘the Directives of the European
Commission,

Turkigh edncmes and Medical' Devices Agcncy conﬁrms the foilowmg

Eer s Name | ] “DEVA HOLDING ANONIM SIRK_ETi
Hea / Correspondence Address: HALKAL} MERKEZ MAH. BASIN EKSPRES CAD. NO.
KUCUKGEKMECE/ISTANBUL Kiigiikgekmece Istanbul
Gzté&gdﬁ‘ss : Cerkezkoy Orgamzc Sanayi Bolgesi Karaagag Mahallesi Fatih
- & Bulvan No:26 Kapakh Tekirdag

M acmnng Authorization Date  : 07.06.2024
at:turmg Authorization Number : TR/UY/2020/15-2
T
Has been inspected in accordance with current {JODd 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 17-21.10.2024, 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 certificate 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 U:@Dn‘ecuve Directive 2003/94/EC laying down the principles a‘h

guidelines of good manufacturing practice dicinal products Jor human use, and Directive 2001/8 fE L on ..;‘.‘-_‘-
Jte Community code relating to medicinal pr§ducts foghuma
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Vice President of the Agency
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CONFIDENTIAL
Part 2

B Human Medicinal Products *

1 MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS*

If the company is engaged in manufacture of products with special requirements, e.g. radiopharmaceuticals or
products containing penicillin, sulphanomides, cytotoxics, cephalosporins, substances with hormonal activity or
other potentially hazardous acﬂve ingredients, this should be stated under the relevant product type and dosage
form.
1.1 | Sterile Products
1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.1 Large volume liquids
Special requirement-Oncological
1.1.1,2 Lyophilisates. p
Special requirement-Oncological : Ea “LG)
1.1.14 Smafl volume liquids P
Special requirement-Oncological \
1.1.1.6 Other aseptically prepared products (... free fexi)
Special requirement-Oncological .
1.1.3 Batch certification
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 - H1gh potency, Oncologu:al
- Capsule, hard
Special requiremnent - Oncological, High potency
1.2.1.13 Tablets
- Coated tablet
Special requirement - Oncological, High potency
- Tablet '
Special requirement - Oncological, High potency
1. 2 2 Batch certification

1.5 Packagmg

1.5.1 Primary, Packagmg
1.5.1.1 Capsules, hard shell
1.5.1.13 Tablets

1.5.2 Secondary packaging

1.6 | Quality control testing

1.6.1 Microbiological (sterility)
1.6.2 Microbiological (non- stenhty)
1.6.3 Chemical/Physical

Any restrictions or clarifying remarks related to the scope of this certificate *
.1.1.1: Production of anticancer (oncologncal) liquid injectable vial
sk
o

.2: Production of anticancer (oncological) lyophilized injectable vials
1.4: Production of "anticancer (oncological) liquid injectable vial”
1.1.1.6: Pmduct;on of "products in the form of anticancer (oncological) sterile disposable pre-filled
syringes"
1.2.1.1: In a high potency production facility, the production of "lgadrea -a sule and s:mxiarly,
capsule-form oncology drugs that can be manufactured directly w:thout
the need for water or a granulation step, as well as the productio 0 ol clrugs
that require water (those with a granulation step)

04.02.2025

Eray KAPLAN
Vice President of the Agency
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Sertifika No: TR/GMP/2025/22

URETIM TESISI il IMALAT UYGULAMALARI SERTIFIKASI

Boliim 1

Bu sertifika 1262 sayil Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
Imalathaneleri Yonetmeligi* ve giincel lyi Imalat Uygulamalar Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmistir. Sz konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasétik Denetim [gbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

Tiirkiye {lag ve Tibbi Cihaz Kurumu tireticiye ait agagidaki bilgileri onaylar:

e SN

Ureticinin Unvam : DEVA HOLDING ANONIM SIRKET! |
Merkez/Yazisma Adresi : HALKALI MERKEZ MAH. BASIN EKSPRES CAD. NO.1 ;
KUGQUKCEKMECE/ISTANBUL Kiigiikgekmece Istanbul
} Tesis Adresi : CerkezkOy Organize Sanayi Bolgesi Karaagag Mahallesi Fatih

| Bulvari No:26 Kapakl Tekirdag

i Uretim Yeri Izin Belgesi Tarihi : 07.06.2024 :

i Uretim Yeri lzin Belgesi Sayis: : TRAUY/2020/15-2

i

1262 sayily ispenciyar_i ve Tibbi Miistahzarlar Kanunu ile Begeri Tibbi Uriinler Imalathaneleri
Yonetmeligi ve giincel lyi Imalat Uygulamalars Kilavuzu gereklilikleri dogrultusunda denetlenmistir,

A S S R A

17-21.10.2024, tarihinde gergeklestirilen en son denetime gore tiretim yerinin GMP kosullarina uygun
oldugu anlagilmastir,

Bu sertifika tiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi Gzerinden 3 yil
gegmiy ise dretim yerinin GMP uygunlugu konusunda Tiirkiye Ilag ve Tibbi Cihaz Kurumu'na
damsilmaldir. Ancak sertifikamn gegerlilik siiresinin risk bazh degerlendirmeler sonucunda uzatilmas
veya kisaltilmasi durumunda Kisitlamalar veya agiklamalar kisminda bu durum belirtilir.
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Bu sertifika Bolim 1 ve Boliim 2 ile birlikte tiim sayfalarin ibraz edilmesi durumunda gecerlidir.

Talep edilmesi halinde bu sertifika Tiirkiye Ilag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

e G it
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*Avrupa Birliginin 2003/94/AT saydt Beseri Tibbi Urtinter Igin lyi Imalat Uygulamalart Hkeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayili beserigabi tiriinfer hakkindaki direktifine paraleldi.
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Eray KAPLAN
Kurum Baskan Yardimcis
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Bliim 2 3\ '

Bl Beseri Tibbi Uriinler*

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iiriinleri vretiyor ise igili virin tipi ve dozaj formu bolimlerin altinda
belirtilmelidir (6rnegin radyofarmasotikier veya penisilin, sillfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite irdnleri veya diger potansiyel tehlikeli aktif maddeler iceren iiriinler)
1.1 |Steril Uriinler
L.11 Aseptik hazirlanan tiriinler (agagidaki dozaj formlan igin islemleri yi’ui‘
1.L1.1 Biytuk Hacimli Stvilar ‘
Ozel gereklilik-Onkolojik
1.1.1.2 Liyofilize Uriinler
Ozel gereklilik-Onkolojik
1.1.1.4 Kii¢lik Hacirali Sivilar
Ozel gereklilik-Onkolojik
L1.L6  Diger Aseptik Hazirlanan Uriinler (.. agiblaynez)
Ozel gereklilik-Onkolojik
1.1.3 Seri serbest birakma

1.2 | Steril Olmayan Uriinler o A
1.2.1 Steril Olmayan Uriinler (asafidaki dozaj formlar igin iglemleri yuritiir)
1.2.1.1 Sert Kapsiiller ! '
Ozel gereklilik - Yiksek potent, Onkolojik
- Sert kapsiil
Ozel gereklilik - Onkolojik, Yiiksek potent
1.2.1.13 Tabletler
- Kaplanmg Tablet
Ozel gereklilik — Onkolojik, Yitksek potent
-Tablet
Ozel gereklilik - Onkolojik, Yiksek potent
1.2:2 Seri serbest birakma

1.5 [ Ambalajlama
1.5.1 Primer Ambalajlama
1.5.1.1 Sert Kapsiiller
1.5:1.13 Tabletler
1.5.2 Sekonder Ambalajlama
1.6 | Kalite Kontrol Testleri
1.6.1 Mikrobiyolojik (steril)
1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel
u sertifikanin kapsam ile ilgili simrlamalar veya agiklayici yorumlar*;
1.1: Antikanser (onkolojik) likit enjektabl flakon tretimi
1.2: Antikanser (onkolojik) liyofilize enjektabl flakon iretimi
1.4: Antikanser (onkolojik) likit enjektabl flakon" iretimi
1.6: Antikanser (onkolojik) steril tek kullanimlik pre-filled siringa formundaki driinlerin” {iretimi
1.2.1.1: Yiksek potent tiretim binasinda "Hydrea Kapsiil" ve benzer gekilde, kuru karisim sonrast
direkt dolumla dretilebilecek herhangi bir gekilde iiretiminde su gerekmeyen, graniilasyon agamasi
bulunmayan, kapsiil seklindeki kanser ilaglan ve tiretiminde su gerekli olanlar (graniilasyon asamasi
olan) da dahil kapsiil formundaki kanser ilaglarinm retimi
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) o Eray KAPLAN
'Sbu terclimenin ibraz edileKurum Baskan Yardimcisi
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