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MANUFACTURING SITE AUTHORIZATION CERTIFICATE

FIRSTAUTHORIZATION NUMBER TRIUY/zo18/01

AUTHORIZATION NUMBER TR/UY/2O2OI2S.O

ADDRESS OF THE AUTHORIZATION Acrbadem Kofttincti Sok. No:1

HOLDER Kadrkóy/ISTANBUL Kadtkóy lstanbul

NAME OF THE AUTHORIZATION
HOLDER

ADDRESS OF THE

MANUFACTURING SITE

SCOPE OF THE AUTHORIZATION /
DOSAGE FORMS

ATABAY rdMYA SANAY|VE TlC, A,$.

Dilovasr Organize Sanayii Bólgesi4. Ktstm

Sakarya Cad, No;28 Gebze Kocaeli

ANNEX 1 and/oTANNEX 2

Law no. 1262on Pharmaceuticals and Medicinal Products

Regulation on Manufacturing Sites of Human Medicinal

Producls

Hal<l<r GURSÓZ

Head of Agency

(stamped and signed)
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ANNEX 1 - Scope of the Authorization (Human Medicinal

Products)

LEGAL BASIS

APPROVING OFFICER

SIGNATURE

DATE

ANNEXES

Le soussignó Jirn Coppens, lfutaire Associó,
á Vosselaar (Relgiqrre), déclare que la présente

copic est confrLrme à I'origirral.
Vosselaar (lJelgique), t )í lOtftotl
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REPUBLIC OF TURKEY
MINISTRY OF HEALTH
TURKISH MEDICINES AND

MEDICAL OEVICES AGENCY

REPUBLIC OF ÏURKEY
MINISTRY OF HEALTH

Turkish Medicines and Medical Devices Agency

SCOPE OF ïHE AUTHORIZATION ANNEX 1

l{ame and Address of the Site: AïABAY KIMYA SANAYI VE TiC, A,$.
Dilovasr 0rganize Sanayii Bólgesi4, Krsrm Sakarya Cad, No:28
Gebze Kocaeli

Medicinal Products for Human Use

Authorized Activities

Manufacturing Operations {as per Part 1)

Any restrictions and clarifying remarks related to the scope of,the manufacturing

Hakkr GURSOZ r!', 't:
t- ;j.r

10t03t202Q (signed)
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I, the sworn offlclal tënslator, do hereby certfy that the foregow
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I. the Notary Public,
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to lts oilglnal,
Tólat Yazrcr

Cumhuriyet Cad, Daó Apt. No.34 K.l
Elmada6/Ístànbul

lngilizce'ye tercijmê edíldlgini onêylailm,
pub/lc tÊntlatot Talat YailcL ls truê

and conparable to lts oÍlginal,

Engllsh, true and

PART 1 . MANUFACTURING OPERATI ONS

1.1 Sterile Products il
1,1,1.4 - Small-Volume Liquids

- Solution for infusion
1.1.2 - Terminally-Sterilized Products

1,1.2.3 - Small-Volume Liquids
- Solution for infusion

1,1.3 - Batch Release

Products1.1.1-

1.2 Non.Sterile Products
1,2.1 - Non-Sterile Products

1,2.1,6 - Liquíds for lnternal Use
- Orai suspension
- Syrup

1,2.1.13.Tablets
- Tablet

1.2.2 - gatch Release

1,5 Packaging
1,5.1 - Primary Packaging

1.5,1 ,6 - Liquids for lnternal Use
'1 .5, 1 ,1 3-Tablets

1,5.2 - Secondary Packaqinq

1.6 Qualíty Control Testing ,í!:'1"'ï.}\

1,6.1 - Microbiological (sterility)

1,6,2, - Microbiological (non-sterility)

1,6,3 -

$wottl
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EK I - izin Kapsamr (Begeri Trbbi Uriinler)

tinnrÍna YERÍ lziN BELcESÍ
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ATABAY rÍryrvn saravi vr ric. a,$.

Acrbadenr Koftuncu Sok. No:l
Kactrkoy/[STANBUL Kadrkiiy istanbul

Dilovasr Organizr SanayiiBólgesi 4. Klsu'tt
Sakarya Cad, No:28 Gebze Kocaeli
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1262 Sayrh lspengiyari Ve Trhbi Miistahzarlar
Kanunn
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T.C, SAGLII{ BAI(ANLI6I
rdn(l'ís lr.iq va

ïtulri dtr.t,ll (uÍ{rfi{r r

IZIN KAPSAMI

Tesis Ísnri ve Adresi:

Begeri Trbbi {Jrilnlel

izinli Faaliyetler

[Jretim lqlernleri (BëlÍirn 1'e góre)

Bu ilretim faaliyetlerinin kapsanrr ile ilgili srnirlnmalar veya
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l0/wr2a20
Hakkr óz

,,

T,C,
SAÓLIK BAKANLIÓI

Tiirkiye ilag ve Trbbi Cihaz KLrrumu
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ATABAY KIMYA SANAYi vE ÍC. A,$.
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l.l Steril tiritnler
l, l. I - Aseptik HaerrÍanan {Jrilnler

l.l.t.4 - K{tg{ik blacimli Srvrlar

- lufllryonlulc aózelti

1.1.2 - Son Kabrnda Sterilize Edilen 0rttnler

l'lr?.3 . Kiigiik Hacirrrli Srvrlar

. lnÍttzryonluk gttzolti

t.l "l - Seri Serbest Brraknra lglenrleri

1,2 SterilOlmaynn urilnlcr
1.2.I - Steril Olnrayan Ur$nler

1.2,1.6 - D0hilï Kullanun igin Likitlw

- Oral sltspansiyon

- $untP

1.2,L13 -Tabletler

- Tablct

1,2,2 - Seri Serbest Brrakrna fulemlcli

t,5 Arnbalajlama

I .5.1 - Primer Ambalajlarua

1.5.1 .6 ' Dàhilï Kullanrnr lgin Likitler

1.5.1.13 -Tablstler

1.J,2 - Sekonder Ambalajlama #"y|"''*./it:l-Qïi1.6 Kditc Kontrol Testleri

1.6.1 - Mikobiyolojik (sterilite)

1.6.2 - Mikrobiyolojik (steriiitc drgrncla)

1,6,3 - Kirnyasal/Fiziksel

(pir,y)

YdD(itirÍt lJàfrnl

?a!tctlniln

CPR-RAD-SPARSí-mí v 3.o_o2.o7


