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DEVICES AGENCY
CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER
Part 1

Issued 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 Preparations. These regulations are in line with the requirements of
Pharmaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European Commission.

Manufacturer’s Name : Deva Holding A.S.
Head Office / Correspondence Address: Halkal: Merkez Mah. Basin Ekspres Cad. No:1
Kiigiikgekmece Istanbul TURKIYE

Site Address : Dumlupinar Mah. Ankara Cad. No.2 Kartepe Kocaeli TURKIYE
Manufacturing Authorization Date :21.12.2022

Manufacturing Authorization Number : TR/UY/2020/16-4

() \ Turkish Medicines and Medical Devices Agency confirms the following:
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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

13-16.06.2022, 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 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 humgn use.
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REPUBLIC OF TURKEY

TURKISH MINISTRY OF HEALTH

MINISTRY OF HEALTH
TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

2 Certificate No: TR/IGMP/2023/46
B8 Human Medicinal Products

Part

Turkish Medicines and Medical Devices Agency

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 active 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
1.1.1.2 Lyophilisates
1.1.1.4 Small volume liquids
- Solution for injection/infusion
- Solution for injection
- Prolonged-release solution for injection
- Eye drops, solution
- Eye lotion
- Ear/eye drops, solution
- Solution for infusion
- Eye drops, solvent for reconstitution
- Solvent for parenteral use
- Eye drops, prolonged-release
- Emulsion for injection
- Eye drops, emulsion
- Emulsion for infusion
- Suspension for injection
- Eye drops, suspension
1.1.1.6 Other aseptically prepared products (... free text)

1.1.2 Terminally sterilized (processing operations for the following dosage forms)
1.1.2.1 Large volume liquids
- Solution for infusion
1.1.2.3 Small volume liquids
- Solution for injection
- Solution for infusion
- Solvent for parenteral use
1.1.2.5 Other terminally sterilised prepared products (... .free text)

1.1.3 Batch certification

1.5

Packaging

1.5.2 Secondary packaging

1.6

Quality control testing

1.6.1 Microbiological (sterility)

1.6.2 Microbiological (non-sterility)

1.6.3 Chemical/Physical

Any restrictions or clanifying remarks related to the scope of this certificate:

- 1.

1.1.1 "Large volume liquids" title only applies to "solution for injection”.

- 1.1.1.2 "Lyophilisates" title only applies to "solution for injection lyophilisate", "solution for infusion
lyophilisate" and "suspension for injection lyophilisate".
- 1.1.1.6 “Other aseptically prepared products” title applies to “Inhalation Solution for Nebulization”

.. and “Inhalation Suspension for Nebulization”
RS

1.2.5 “Other terminally sterilised prepare
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REPUBLIC OF TURKEY
MINISTRY OF HEALTH
TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

- 1.1.3 "Batch certification" title also applies to parametric release activities for the human rma:m B Al 2
products named “Bactrim 400/80 mg 1.V. Enjektabl Cozelti igeren Ampul”, “Biteral 500 mg/3'm! I'V%, T m&
Infiizyon Igin Cézelti Igeren Ampul”, “Kemoset 4 mg/2 ml 1M./L.V.Enjeksiyonluk Cézelti Igeren

Ampul”, “Kemoset 8 mg/4 ml L.M./1.V. Enjeksiyonluk Cézelti iceren Ampul”, “Furomid 20 mg/2 ml

I.M./i.V. Ampul”, “Spazmol 20 mg/m! i.M./1.V./S.C. Ampul”, “Hepargrizovim {.M. Ampul, 1 ml (Tip

I)”, “Ciflosin 200 mg/100 ml i.V. Infiizyon Soliisyonu”, “Ciflosin 400 mg/200 ml 1.V. infiizyon
Soliisyonu”, “Floxilevo 500 mg/100 ml IV Enfiizyon Cozeltisi” and solvent of human medicinal

products named “%0,5 Lidokain HCl 4 ml Ampul”, “%! Lidokain HCl 2 m! Ampul” and 2 ml
“Enjeksiyonluk Su Igeren Ampul” included in the products named “Tilcotil 20 mg/2 ml IM/IV Liyofilize

Toz Igeren Flakon, Cefaks 250 mg IM/IV Flakon, Cezol 250 mg IM/IV Enjektabl Toz igeren Flakon,

Cezol 500 mg IM/IV Enjektabl Toz iceren Flakon, Devapen 400 IM ve 800 IM Flakon, Devasid 0.5 g

IM/IV Enjektabl Toz igeren Flakon™; 3.5 ml “Enjeksiyonluk Su igeren Ampul” included in the product

named “Devasid 1 g IM/IV Enjektabl Toz Igeren Flakon”; 4 ml “Enjeksiyonluk Su igeren Ampul”

included in the product named “Cezol 1 g IM/IV Enjektabl Toz igeren Flakon”; 5 ml “Enjeksiyonluk

Su Igeren Ampul” included in the products named “Adrimisin 10 mg Liyofilize Enjektabl Flakon,

Pirucin 10 mg Liyofilize Enjektabl Flakon, Desefin 0.5 g IV mg Enjektabl Toz Igeren Flakon™; 6 ml
“Enjeksiyonluk Su igeren Ampul” included in the product named “Cefaks 750 mg IM/IV Enjektabl Toz

Igeren Flakon™; 10 mi “Enjeksiyonluk Su igeren Ampul” included in the product named “Desefin 1 g

IV Flakon”.
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T.C.
SAGLIK BAKANLIGI
Tiirkiye ilag ve Tibbi Cihaz Kurumu

T.C. SAGLIK BAKANLIGI
TURKIVE LA VE
TiI881 CIHAZ KURUMU

Sertifika No: TR/GMP/m%g AT 2003
URETIM TESISi 1Yl IMALAT UYGULAMALARI SERTlFiKASI

Boliim 1

Bu sertifika 1262 sayili Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Begeri Tibbi Uriinler
Imalathaneleri Yonetmeligi* ve giincel Iyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmigtir. S6z konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasotik Denetim Igbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

Tiirkiye Ilag ve Tibbi Cihaz Kurumu iireticiye ait agagidaki bilgileri onaylar:

Ureticinin Unvam : Deva Holding A.S.

Merkez/Yazigma Adresi : Halkali Merkez Mah. Basin Ekspres Cad. No:1
Kiigiikgekmece Istanbul

Tesis Adresi : Dumlupinar Mah. Ankara Cad. No.2 Kartepe Kocaeli

Uretim Yeri izin Belgesi Tarihi :21,12.2022

Uretim Yeri Izin Belgesi Sayisi : TR/UY/2020/16-4

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

13-16.06.2022 tarihinde gergeklestirilen en son denetime gore iiretim yerinin GMP kosullanna uygun
oldugu anlagiimugtir.

Bu sertifika iiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi iizerinden 3 yil
gegmis ise iretim yerinin GMP uygunlugu konusunda Tiirkiye ilag ve Tibbi Cihaz Kurumu’na -

damgilmahidir. Ancak sertifikanin gegerlilik siiresinin risk bazl degerlendirmeler sonucunda uzatilmasi
veya kisaltilmasi durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

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

*Avrupa Birliginin 2003/94/AT sayui Begeri Tibbi Uriinler Igin lyi Imalat Uygulamalar: likeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayil: begeri gbbi iiriinler hakkindaki direktifine paraleldir.

. Sevil AZAK SUNGUR
Bagkan Yardimcist

BAKIRKOY 25. NOTER!
Selahattin ERQL

dres: S6giitozii Mahallesi 2176. Sok. No:5 06520 Cankaya/A
: Tel: (0312) 218 30 00 Fax: (0312) 218 34 60,
isbu TArgime ashina uygun 1/3 -

rafimdan yapilmig

Yeminli Miitercim




T.C.

%/ SAGLIK BAKANLIGI
resasuksaxanues  Tiirkiye Ilag ve Tibbi Cihaz Kurumu
PO ChAZ AL
Boliim 2 Sertifika No: TR/GMP/2023/45
B Beseri Tibbi Uriinler

1. BESERI TIBBi URUN URETiM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iiriinleri diretiyor ise ilgili diriin tipi ve dozaj formu bélimlerin altinda
belirtilmelidir (6rnegin radyofarmasétikler veya penisilin, siilfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite diriinleri veya diger potansiyel tehlikeli aktif maddeler iceren iiriinler)
1.1 | Steril Uriinler
1.1.1 Aseptik hazirlanan iiriinler (asagidaki dozaj formlan igin iglemler yiiriitiiliir)
1.1.1.1 Biiyiik Hacimli Sivilar ;
1.1.1.2 Liyofilize Uriinler
1.1.1.4 Kiigiik Hacimli Sivilar
- Enjeksiyonluk / inflizyonluk ¢ozelti
- Enjeksiyonluk ¢bzelti
- Enjeksiyonluk uzatilmig salimli ¢ozelti
- Goz damlast, ¢ozelti
- Gz losyonu
- Kulak / goz damlasi, ¢ozelti
- Infizyonluk ¢ozelti
- G6z damlasi hazirlama ¢oziiciisii
- Parenteral kullanim igin ¢dziicii
- Uzatilmig salimh g6z damlas:
- Enjeksiyonluk emiilsiyon
- Gbz damlasi, emiilsiyon
- Infiizyonluk emiilsiyon
- Enjeksiyonluk siispansiyon
- Goz damlas;, siispansiyon
1.1.1.6 Diger Aseptik Hazirlanan Uriinler (... agtklayniz)
1.1.2 Son kabinda sterilize edilen iiriinler (agagidaki dozaj formlan igin islemler yiiriitiiliir)
1.1.2.1 Biiyiik Hacimli Sivilar
- Infiizyonluk ¢zelti
1.1.2.3 Kiigiik Hacimli Sivilar
- f.njcksiyonluk gozelti
- Infiizyonluk ¢ozelti -
- Parenteral kullamm igin ¢oziicii 5\:1 U gTE N 'D ATriR
1.1.2.5 Diger Son Kabinda Sterilize Edilen Uriinler (...aciklaymz) Tl s o ) W
1.1.3 Seri serbest birakma T\ DADHNA
1.5 | Ambalajlama AR
1.5.2 Sekonder Ambalajlama
1.6 | Kalite Kontrol Testleri
1.6.1 Mikrobiyolojik (steril) o
1.6.2 Mikrobiyolojik (steril olmayan) (\
1.6.3 Kimyasal/fiziksel 5
Bu sertifikanin kapsamu ile ilgili siurlamalar veya agiklayic: yorumlar:
- 1.1.1.1 "Bityiik Hacimli Sivilar" baghg sadece "enjeksiyonluk ¢ozelti" igin gegerlidir.
- 1.1.1.2 "Liyofilize Uriinler" baghi sadece "enjeksiyonluk gozelti liyofilizat1", "infiizyonluk ¢ozelti
liyofilizat1" ve "enjeksiyonluk siispansiyon liyofilizati" igin gegerlidir.
- 1.1.1.6 Diger Aseptik Hazirlanan Uriinler bashi: “Nebiilizasyon Igin Inhalasyon Cozeltisi” ve
“Nebiilizasyon Igin Inhalasyon Sispansiyonu” igin gecerlidir.
- 1.1.2.5 “Diger Son Kabinda Steril Edilen Priinler” bagh “Nebﬁ}'rw&sw Bﬂugﬂmn gecerlidir.
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- 1.1.3 "Seri Serbest Birakma Islemleri" baghg: “Bactrim 400/80 mg 1.V. Enjektabl Cozelti ieren
Ampul”, “Biteral 500 mg/3 ml L.V. infiizyon igin Cézelti Igeren Ampul”, “Kemoset 4&153% AT 2@
1.M./1.V Enjeksiyonluk Cézelti igeren Ampul”, “Kemoset 8 mg/4 ml I.M./1.V. Enjeksiyonluk Cozelti =
fgeren Ampul”, “Furomid 20 mg/2 ml L.M./1.V. Ampul”, “Spazmol 20 mg/ml {.M./1.V./S.C. Ampul”,
“Hepargrizovim {.M. Ampul, 1 ml (Tip I)”, “Ciflosin 200 mg/100 ml 1.V. Infiizyon Soliisyonu”,
“Ciflosin 400 mg/200 ml 1.V. infiizyon Soliisyonu”, “Floxilevo 500 mg/100 ml IV Enfiizyon
Cozeltisi” isimli begeri tibbi iiriinler ile “%0,5 Lidokain HCI1 4 ml Ampul”, “%1 Lidokain HC] 2 ml
Ampul” isimli beseri tibbi iiriin ¢dziiciileri igin ve “Tilcotil 20 mg/2 ml IM/IV Liyofilize Toz igeren

Flakon, Cefaks 250 mg IM/IV Flakon, Cezol 250 mg IM/IV Enjektabl Toz Igeren Flakon, Cezo! 500

mg IM/IV Enjektabl Toz Igeren Flakon, Devapen 400 IM ve 800 IM Flakon, Devasid 0.5 g IM/IV
Enjektabl Toz Igeren Flakon” isimli iiriinlerin igeriginde bulunan 2 ml “Enjeksiyonluk Su igeren
Ampul”; “Devasid 1 g IM/IV Enjektabl Toz geren Flakon” isimli iiriiniin igeriginde bulunan 3.5 ml
“Enjeksiyonluk Su igeren Ampul”, “Cezol 1 g IM/IV Enjektabl Toz Igeren Flakon” isimli iiriiniin
igeriginde bulunan 4 ml “Enjeksiyonluk Su Igeren Ampul”; “Adrimisin 10 mg Liyofilize Enjektabl
Flakon, Pirucin 10 mg Liyofilize Enjektabl Flakon, Desefin 0.5 g IV mg Enjektabl Toz iceren
Flakon” isimli iiriinlerin igeriinde bulunan 5 ml “Enjeksiyonluk Su Igeren Ampul”; “Cefaks 750 mg

IM/IV Enjektabl Toz Igeren Flakon” isimli iiriiniin igeriginde bulunan 6 ml “Enjeksiyonluk Su Igeren
Ampul” ve “Desefin 1 g IV Flakon” isimli iiriiniin igeriginde bulunan 10 ml “Enjeksiyonluk Su

Igeren Ampul” igin parametrik serbest birakma faaliyetlerini de kapsamaktadir.

02.02.2023 TR/GMP/2023/45
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