APOSTILLE
( Convention de La Haye du 5 Octobre 1961 )

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

Isbu resmi belge/This public document/Le présent acte public/Dieses zeugnis wurde

2. Selahattin EROL tarafindan imzalanmistir./Has been signed by/a été signé par/durch ...
unterschrieben

3. Imzalayanin sifati Noter'dir./Acting in the capacity of/Agissant en qualité de/Titel des
Unterzeichneten

4. Bakirkdy 25.Noterligi 'nin muhir/damgasini tasimaktadir-bears the seal/stamp of-/est revétu du
sceau/timbre de-tragt Siegel/Stempel von

TASDIK / CERTIFIED / ATTESTE / BEGLAUBIGUNG:

5. Bagaksehir Kaymakamhigi' da/at/afin

6. 17.03.2021 guni/the/le/Am

7. Sef (Ozel) Haydar GIFTCI tarafindan/by/par/durch den/die

8. No : 18373 ile tasdik edilmistir./No:/sous No:/unter Nr.

9. Mihir-- Damga/Seal-stamp/Sceau- 10. imza/Signature/Signature/Unterschrift:

timbre/Siegel-Stefmpel "«
i e

Digitally signed by Gutan Ghenadie
Date: 2021.05.14 10:06:26 EEST
Reason: MoldSign Signature
Location: Moldova
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Istog 5.Ada No:78-80 Manmutbey@%ﬂ? UYUMLULUK

Tiirkiye ilag ve Tibbi Cihaz Kurumu

BELGESI

Tel:(0212)659 48 09-659 48 37- i i [CisI
40 97655 AR TIF MADDE URETICISI

Sirket Adi: Deva Holding A.S.
Tesis Adresi: Dumlupinar Mahallesi, An
Uretim izin tarihi: 26.03.2020
Uretim yetki numarast: TR/UY/2020/16-1

kara Caddesi No:2 Kartepe/Kocaeli/

.
Sertifika No: TR/GM]@O%Z& 3 6

KIYE

Tablo

]

v Faaliyetler

[ Dozaj formu
[ Enjekte edilebilir gozelti

Enjekte edilebilir ¢ozelti igin liyofilizatlar

infuzyon igin gozelti li ofilizatlar
Enjekte edilebilir siispansiyon i¢in liyofilizatlar

Steril Enjekte Edilebilir Miistahzarlarin Uretimi ve
Dolumu.

| Enjeksiyon / infizyon igin ¢ozelti

"Steril Enjekte Edilebilir Mustahzar Uretimi"

Uzun siireli salimmli enjekte edilebilir ¢ozelti

Go6z damlast, ¢ozelti

alaninda steril ampul, steril flakon, steril liyofilize
flakon formlarinin tiretimi

Goz losyonu

Kulak / géz damlasi, ¢ozelti

BFS SVP (Kiigiik hacimli parenteral miistahzarlar)

‘[ Tnfizyon igin gozelti

|

farmasotik formunun {iretimi.

{ Goz damlasi, sulandirma igin solvent

=

Steril Goz damla hattinda damla formu, cozelti

{iretimi

ﬁlrenteral kullanim igin solvent
5z damlast, uzun sireli salinimli

njekte edilebilir emiilsiyon

Goz damlasi, emiilsiyon
infuzyon igin emilsiyon

Enjekte edilebilir slispansiyon

Goz damlasi, siispansiyon

| Nebulizator cozelti

Yukaridaki tiretim yeri, Tabloda listelenen dozaj formlari

yetkilidir ve yiirtirlikteki Tiirkiye Cumhuriyeti mevzuatina g
Bu yoénetmelikler ve yuriirlikteki GMP kilavuzu, PIC / s

muayenelere tabidir.
Komisyonu Direktifleri ile uyumludur.

icin Gretim faaliyetlerini gergeklestirmeye
sre Kurumumuz tarafindan resmi periyodik
gereklilikleri ve Avrupa

Ferhat GUNGOR
Miufettislik Bagkan Yardimcisi
[Resmi Miihiir ve imza]

Adres: Sogiitozii Mahallesi 2176

. Sok. No:5 06520 Cankaya/ ANKARA
Tel: (0312) 218 30 00 Faks: (0312) 218 34 60
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T.C.
” SAGLIK BAKANLIGI
Tiirkiye Ila¢ ve Tibbi Cihaz Kurumu

06-09/03/2018 tarihinde gergeklestirilen diizenli incelemeye dayanarak, iiretim sahasinin GMP
gerekliliklerine uygun oldugunu onaylariz.

Sertifika No: TR/GMP/2021724 09.02.2021

Ferhat GUNGOR
Miifettislik Baskan Yardimcisi
[Resmi Miihiir ve imza]

%0 54 36

Isbu sertifika 31 Aralik 2021 tarihine kadar geg:erl-idir.

Adres: S6giitdzli Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Faks: (0312) 218 34 60
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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 iﬁ. M A R T 202 I g

CERTIFICATE OF GMP COMPLIANCE
MANUFACTURER OF ACTIVE SUBSTANCES

Certificate NOWM&A/ZB 6
Company name: Deva Holding A.S.

Site address: Dumlupinar Mahallesi, Ankara Caddesi No:2 Kartepe/Kocaeli/TURKIYE
Manufacturing authorization date: 26.03.2020
Manufacturing authorization number: TR/UY/2020/16-1

Table:
Dosage form Activities ]

Solution for injection
Lyophilisates for solution for injection
Lyophilisates for solution for infusion

Lyophilisates for suspension for Production and Filling Sterile Injectable

Ll R Preparations.
Solution for injection/infusion

Prolonged-release solution for injection
Eye drop, solution

Eye lotion

Ear/eye drop, solution

Production of sterile ampoule, sterile vial,
sterile lyophilized vial forms in the field of
"Sterile Injectable Preparations

- : £ Production".
Solution for infusion
Eye drops, solvent for reconstitution Production of BFS SVP (Small volume
Solvent for parenteral use parenteral preparations) pharmaceutical
Eye drops, prolonged-release form. \F‘-
Emulsion for injection N\D P\rr
Eye drops, emulsion Production of form of ye drop, solutlorBrAs A "
Emulsion for infusion Sterile Eye drop line i\N“ PN A
Suspension for injection x! L

Eye drops, suspension
Nebuliser solution

The manufacturing site above is authorized to perfi manufacturing activities for dosage
forms listed in Table and is subject to official perioflic inspections by our Agency according to

the Turkish regulations in force. The ' d GMP guideline in force are in line with
the requirements of PIC/s and the Dinecti ommission.
Py
Vice PRsident of Inspectorate g
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AN

{@} TURKISH MINISTRY OF HEALTH
X Turkish Medicines and Medical Devices Agency

REPUBLIC OF TURKEY

MINISTRY OF HEALTH

TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

4. MART 2021

On the basis of the regular inspection carried out on 06-09/03/2018 we certify that the
manufacturing site complies with GMP requirements.

Certificate No: TR/IGMP/2021/24 %00954213 6

Ferhat GUNGOR
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This certificate is valid until 31 December 2021 ;/ o i
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