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MANUFACTURING SITE AUTHORIZATION CERTIFICATE

FIRST AUTHORIZATION NUMBER  TR/UY/2018/01

AUTHORIZATION NUMBER TR/UY/2020/28-0

NAME OF THE AUTHORIZATION  xraBAY KiMYA SANAYI VE TiC, AS.
HOLDER

ADDRESS OF THE AUTHORIZATION Acibadem Koéftlincli Sok. No:1

HOLDER Kadik6y/ISTANBUL Kadikdy Istanbul
ADDRESS OF THE Dilovasi Organize Sanayii Bolgesi 4. Kisim
MANUFACTURING SITE Sakarya Cad. No:28 Gebze Kocaeli

SCOPE OF THE AUTHORIZATION / ANNEX 1 and/or ANNEX 2

DOSAGE FORMS

LEGAL BASIS Law no. 1262 on Pharmaceuticals and Medicinal Products
Regulation on Manufacturing Sites of Human Medicinal
Products

APPROVING OFFICER Hakki GURSOZ
Head of Agency

SIGNATURE (stamped and signed)

DATE 10/03/2020

ANNEXES ANNEX 1 - Scope of the Authorization (Human Medicinal
Products)

Le soussigné Jan Coppens, Notaire Associé,
4 Vosselaar (Belglque) déclare que la présente
copic est conforme 3 Poriginal.

Vnw}m (Belgique), fe jﬁ/OZ/ZOZf
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REPUBLIC OF TURKEY REPUBLIC OF TURKEY
TURMEH WEDCER AND MINISTRY OF HEALTH
HEPERDRIEESASENT Turkish Medicines and Medical Devices Agency

SCOPE OF THE AUTHORIZATION ANNEX 1

Name and Address of the Site: ~~ ATABAY KIMYA SANAY{ VE TiC. AS.
Dilovas! Organize Sanayii Bélgesi 4. Kisim Sakarya Cad. No:28
Gebze Kocaeli

Medicinal Products for Human Use
Authorized Activities

Manufacturing Operations (as per Part 1)
PART 1 - MANUFACTURING OPERATIONS

1.4 [Sterile Products 1B icais
1.1.1- Aseptically-Prepared Products il H{)EQ
1.1.1.4 - Small-Volume Liquids
- Solution for infusion
1.1.2 - Terminally-Sterilized Products
1.1.2.3 - Small-Volume Liguids
- Solution for infusion
1.1.3 - Batch Release
1.2 INon-Sterile Products
1.2.1 - Non-Sterile Products
1.2.1.6 - Liquids for Internal Use
- Oral suspension
- Syrup
1.2.1.13-Tablets
- Tablet
1.2.2 - Batch Release
1.5 |Packaging
1.5.1 - Primary Packaging
1.5.1.6 - Liguids for Internal Use
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-sterility)
1.6.3 - ChemlcalfPhysmaI

Hakki GURSOZ
10/03/2020 (signed)
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T B2 KLIRVIAG
URETIM YERI iZiN BELGESI
LK iZIN NUMARASI TR/UY/2018/01
I1ZIN NUMARASI TR/UY/2020/28-0
[ZIN SAHIBININ ADI ATABAY KIMYA SANAYI VE TiC. A.S.
iZiN SAHIBININ ADRESI Acibadem Koftuncu Sok. No:1.
Kadiksy/ISTANBUL Kadikdy Istanbul
URETIM YERININ ADRESI Dilovasi Organize Sanayii Bslgesi 4. Kisim
Sakarya Cad. No:28 Gebze Kocaeli
1ZIN KAPSAMI / EK 1 ve/veya EK 2
DOZAY FORMLARI
YASAL DAYANAK 1262 Saytli [spengiyari Ve Tibbi MUstahzarlar
Kanunu )
Begeri Tibbi Urtinler [malathaneleri Yénetmeligi
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TIBBI CIMAZ KURLIKUD

IZIN KAPSAMI

Tesis Ismi ve Adresi:

EK1

ATABAY KIMYA SANAYI VE TIC. A §.

Dilovasi Organize Sanayii Bélgesi 4. Kisim Sakarya Cad.
N0:28 Gebze Kocaeli

Begeri Tibbi Urlinler

izinli Faaliyetler

Utetim Iglemleri (Bsltm 1'e gbre)

0 6 NIsAN 2020

BOLUM 1 - URETIM ISLEMLERI

1.1

Stertl Urilnfer

1,1.1 - Aseptik Hazirlanan Oriinler
1.1.1.4 - Kiigtik Hacimli Sivilar
- infilzyonluk g8zelti
1.1.2 - Son Kabinda Sterilize Edilen Ortinler
1.1.2.3 - Kiigtk Hacimli Sivilar
- Inflizyonluk gtzelti
1.1.3 - Seri Serbest Birakma Iglemleri

1.2

Steril Olmayan Uriinler

1.2.1 - Steril Olmayan Urtinler
1.2,1.6 - Dahil? Kullamum Igin Likitler
- Oral sitspansiyon
- Surup
1.2,1.13 - Tabletler
- Tablet
1.2.2 = Seri Serbest Birakma Islemleri

L5

Ambalajlama

1.5.1 - Primer Ambalajlama
1.5.1.6 - Dahili Kullamum igin Likitler
1.5.1.13 - Tablatler

1.5.2 - Sekonder Ambalajlama

1.6

Kalite Kontrol Testleri

1.6.1 - Mikrobiyolojik (sterilite)
1.6.2 - Mikrobiyolajik (sterilite digmda)

1.6.3 - Kimyasal/Fiziksel

T T T
PR 2 g
- w4 B

™

10/03/2020 Hakkt

CPR-RAD-SPARS1-m1

C o
L U Gt
) Yonetinl Bagim ;‘ ¥ (w\;'U
\" TALAS '

020/28-0

: ff{cfrﬂ Transtot
Vininfi Terctiman

—



