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Certificate No: TR/IGMP/2018/188".

o\
CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER

Part 1

Issued followiﬂg 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 Preparations. These regulations are in line with the requirements of =X
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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 Mahallesi, Basin Ekspres Caddesi, No: 1,
Kiigiikgekmece / Istanbul / TURKIYE

: Dumlupinar Mahallesi, Ankara Caddesi No:Z,
Kartepe/Kocael /TORKIYE

Manufacturing Authorization Date  : 19/11/2008

Manufacturing Authorization Number : 2008/8
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.

Site Address

DUNE P asin o Address: Sogitozii Mahallesi 2176 §ok. No:5 06580 G ankaya/ ANK ARA

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
06-09/03/2018, it is considered that it complies with the requirements of Good Manufacturing

Practice (GMP).

This certificate reflects the status of the manufacturing siie 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.
Thus 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 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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Part 2

("1 Human Medicinal Products - ) __1
RATIONS - MEDICINAL PRODUCTS

{ MANUFACTURING OPE

7/ the company is engaged in manufaclure of products with
products containing penicillin, sulphanomides, cyloloxics, cep
other potentially hazardous active ingredients, this should be siat

Sformi.
1.1 |Sterile Products
1.1.1 Aseptically prepared (processing operations
1.1.1.1 Large volume liquids (Injectable solution,
1.1.1.2 Lyophilisates (Injectable solution lyophilisation, Infusion solution
suspension Iyophilisation)
1.1.1.4 Small volume liquids (Injectable solution, Infusion solution, Solvent for parenteral application,
Injection suspension, Injectable emulsion, Infusion emulsion, Eye drop, Ear/ Eye
Drop-solution, Eye drop emulsion, Eye drop suspension, Eye drop preparalion
eve drop, Eve Lotion) ,
operations for the following dosage forms)
ie solution, Infusion solution, Solvent for parenteral application)
Infusion solution, Solvent for parenteral application)

special requirements, e.g. radiopharmaceuticals or

halosporins, substances with hormonal activity or
ed under the relevant product type and dosage

for the following dosage forms)
Infusion solution, Solvent for parenteral application)
lyophilisation, Injectable

BN

1.1.2 Terminally sterilized (processing
1.1.2.1 Large volume liquids (Injectaby
1.1.2.3 Small volume liquids (Injectable solution,

1.4 Dther products or manufacturing activity

1.4.2 Sterilization of active substances/excipients/finished products

1.4.2.1 Filtration
1.4.2.3 Moist heat

1.5 |Packaging

1.5.1 Primary Packaging
1.5.1.5 Liquids for external use

1.5.1.6 Liquids for internal usc

1.5.2 Secondary packaging
1.6 |Quality control testing
1.6.1 Microbiological (sterility)
1.6.2 Microbiological (non-sterility) o
1.6.3 Chemical/Physical
03/09/2018 TR/GMP/2018/188
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Sertifika No: TR/GMP/2018/186

URETIM TESISI iYi IMALAT UYGULAMALARI SERTIFIKASI

Bélim 1

Bu sertifika 1262 sayili Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
Imalathaneleri Y&netmeligi* ve giincel lyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gerceklestirilen denetim sonucu diizenlenmistir. S6z konusu mevzuat Farmasotik Denetim Isbirligi
Konvansiyonu (PIC/s) ve Avrupa Birligi Direktifleriyle uyumludur.

Tirkiye Ilag ve Tibbi Cihaz Kurumu treticiye ait asagidaki bilgileri onaylar:

Ureticinin Unvani : Deva Holding A.S.
Merkez/Yazisma Adresi : Halkali Merkez Mahallesi, Basin Ekspres Caddesi, No: 1,
Kiigiikgekmece / Istanbul / TURKIYE
Tesis Adresi : Dumlupinar Mahallesi, Ankara Caddesi No:Z2,
Kartepe/Kocacli/ TURKIYE
Uretim Yeri 1zin Belgesi Tarihi : 19/11/2008
Uretim Yeri 1zin Belgesi Saysi £ 2008/8

1262 sayili Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Begeri Tibbi Uriinler imalathaneleri
Yonetmeligi ve giincel lyi Imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

06-09/03/2018, tarihinde gergeklestirilen en son denetime gore iiretim yerinin GMP kosullarina uygun
oldugu anlasilmigtir.

Bu sertifika iiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi fizerinden 3 yil
geemis ise firetim yerinin GMP uygunlugu konusunda Tiirkiye llag ve Tibbi Cihaz Kuramu’'na
damgilmahdw. Ancak sertifikanin  gegerlilik stresinin risk bazli degeriendirmeler sonucunda
uzatilmasi veya kisaltilmas: durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

Bu sertifika Boliim 1 ve Bdliim 2 ile birlikie tim sayfalarin ibraz edilmesi durumunda gegerlidir.
Talep edilmesi halinde bu sertifika Tiirkiye llag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

*Avrupa Birliginin 2003/94/AT sayii Beseri Tibbi Urinler Icin lyi Imalat Uygulamalar: flkeleri ve Kidavuzu
hakkindaki direktifi ile 2001/83/EC sayili beseri nibbi iiriinler hakkindaki direkiifine paraleldir.
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Tiirkiye fla¢ ve Tibbi Cihaz Kurumu
h02790

Béliim 2 f’}

[ Begeri Tibbi Uriinler

1 BESERI TIBBi URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iirinleri iretiyor ise ilgili uiriin tipi ve dozaj formu bélimmierin altinda
belirtilmelidir (6rnegin radyofarmasétikler veya penisilin, silfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite irimleri veya diger potansiyel lehlikeli akiif maddeler igeren urinler)

1.1 | Steril Uriinler

1.1.1 Aseptik hazirlanan iiriinler (agagidaki dozaj formlari igin iglemleri yiriitiir)
1.1.1.1 Biiyiik Hacimli Sivilar (Enjeksiyonluk ¢6zelti, Infiizyonluk ¢dzelti, Paranteral uygulama igin ¢dziicii)
1.1.1.2 Liyofilize Uriinler (Enjeksiyonluk gozelti liyofilizati, Infuzyonluk ¢dzelti liyofilizau, Enjeksiyonluk
_ suUspansiyon liyofilizati)
1.1.1.4 Kigiik Hacimli Sivilar (Enjeksiyonluk ¢zelii, Infiizyonluk ¢ézelti, Paranteral uygulama igin ¢dzlef:,
Enjeksiyonluk suspansiyon, Enjeksiyonluk emtlsiyon, infuzyonluk emiilsiyon,
Goz damlasi, Kulak/Goz Damlasi-¢cozelt, Goz damlasi emilsiyonu, Gz daralas:
stispansiyonu, Goéz damlasi hazirlama ¢6ztictst, Uzatilmuig salimli g6z damlas:
Goz losyonu)
1.1.2 Son kabmda sterilize edilen driinler (asagidaki dozaj formlari iin iglemleri yiiriitiir)
1.1.2.1 Biiyiik Hacimli Srvilar (Enjeksiyoniuk ¢dzelt, Infiizyonluk ¢ézelti, Paranteral uygulama igin ¢6ziicii)
1.1.2.3 Kiigiik Hacimli Sivilar (Enjeksiyonluk cozelt, Infiizyonluk ¢ézelti, Paranteral uygulama iin ¢6zicii)

1.4 | Diger iiriinler veya iiretim faaliyetleri

1.4.2 llag Akuif Maddesi/Eksipiyanlar/Bitmis Urtin Sterilizasyonu
1.4.2.1 Filtrasyon ile
1.4.2.3 Buhar ile

1.5 | Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.5 Harici Likitler
1.5.1.6 Déhili Likitler

1.5.2 Sekonder Ambalajlama

1.6 | Kalite Kontrol Testleri

1.6.1 Mikrobiyolojik (steril)

1.6.2 Mikrobiyolojik (steril olmayan)
I 1.63 Kimyasal/fiziksel
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