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Company Name: Onko ilag San. Ve Tic. A.S.
Address of Facility: GOSB 1700. Sokak No:1703 Cayirova/KOCAELI

Date of Licence: 12.01.2021
Number of Licence: TR/UY/2020/36-1

Table:

TERC

MlNlSTRY OF HEALTH

CERTIFICATE OF GOOD MANUFACTURING PRACTICES
FACILITY OF HUMAN MEDICINAL PRODUCT

Dosage Form

Special necessity
(if any)

Activities

Aseptically Prepared Products — Large
Volume Liquids — Solution for Solution
for Infusion

Oncological, Cytotoxic

It is valid for "Vial Production".

Aseptically Prepared Products — Large
Volume Liquids — Concentrate for
Solution for Infusion

Oncological, Cytotoxic

It is valid for "Vial Production".

Lyophilized Products

Oncological, Cytotoxic

Itis valid for " production of solution
lyophilisate vials for injection "'.

Aseptically Prepared Products — Small
Volume Liquids — Solution for
Injection

Oncological, Cytotoxic,

High Potent

It is valid for "Vial Production".

Aseptically Prepared Products — Small
Volume Liquids — Solution for Infusion

Oncological, Cytotoxic,

High Potent

It is valid for "Vial Production".

Aseptically Prepared Products — Small
Volume Liquids — Concentrate for
Solution for Infusion

Oncological, Cytotoxic,

High Potent

It is valid for "Vial Production".

Other Aseptically Prepared Products —
Solution for injection in ready-to-use
syringe

Oncological, Cytotoxic

It is also valid for "production of
solution lyophilisate for injection in
oncological ready-to-use syringes".

Products Sterilized in the Last
Container — Large Volume Liquids —
Solution for Infusion

Oncological, Cytotoxic

Production
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Turkey Pharmaceuticals and Medical Devices Agency

Other Last Container — Solution for
injection in ready-to-use syringe

Products Sterilized in the Last Oncological, Production
Container — Large Volume Liquids — Cytotoxic

Concentrate for Solution for Infusion

Products Sterilized in the Last Oncological, Production
Container — Small Volume Liquids — Cytotoxic

Solution for Injection

Products Sterilized in the Last Oncological, Production
Container — Small Volume — Solution Cytotoxic

for Infusion

Products Sterilized in the Last Oncological, Production
Container — Small Volume Liquids — Cytotoxic

Concentrate for Solution for Infusion

Products Sterilized in the Last Oncological, Production
Container — Producst Sterilized in the | Cytotoxic

Hard Capsules

Oncological, High
Potent

It is valid for “Hard Capsules; Capsule Pilot
production”.

Film-Coated Tablet

Immunsupresan

It is valid for “Film-Coated Tablet Pilot
production”.

Tablet

Immunsupresan

It is valid for “Tablet pilot production”.

Biological Medicinal Products —
Immunological Products

None

It is valid for transactions of primary
packaging of inactive coronavac vaccine
called " Coronavac 600SU / 0.5 ml IM
injectable suspension vial " and "
Coronavac 600SU / 0.5 ml IM pre-filled
syringe with injectable suspension" in
Facility A where non-cytotoxic products
are produced, secondary packaging,
quality control tests and batch release.

Biological Medicinal Products —
Biotechnical Products

None

It is valid for filling insulin glargine active
ingredient products only.

In this facility, non-cytotoxic sterile products are delivered on the A block side and highly active cytotoxic
products are delivered on the B block side.

Ferhat GUNGOR
Vice President of the Institution
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Aforementioned production facility carries out the manufacturing activities of the dosage forms listed in the
table with permission and is regularly audited by our Authority in line with the Iegislatidﬁ &a faﬂdéR i ?ﬂ)’z

The legislation in force and GMP Guidelines; It is correspond with PIC/s requirements and European
Commission directives, and it has been understood that the facility operates in accordance with GMP during
the general inspection performed on 12-13, 16-17 / 04/2018.

The validity period of the certificate has been extended in line with the Authority Approval dated 03/02/2021
and numbered E-24931227-020-3664, and this certificate is valid until 31/12/2021.

Certificate Number: TR/GMP/2021/08 Date: 05/02/2021
Ferhat GUNGOR
Vice President of the Institution
//imza//

T.C. SAGLIK BAKANLIGI
TORKIYE ILAC VE
TIBBI CIHAZ KURUMU
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Terciime edilmek iizere bana verilen Bu terciimenin Noterligimiz yeminli
Tiirkce belgeyi ingilizce diline tam ve Terciimani ibrahim Aykut Umacg Tiirkce’den
dogru olarak gevirdigimi beyan ederim. ingilizce ’ye terciime edildigini onaylarim.
ibrahim Aykut Umag
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TURKIYE ILAC VE
TIBSI CIHAZ KURURAU

AL

SAGLIK BAKANLIGI
Tiirkiye Ilag ve Tibbi Cihaz Kurumu
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T4 MART 207

IYI IMALAT UYGULAMALARI SERTIFiKASI
BESERI TIBBI URUN URETIM TESISi

Firma adr: Onko Ilag San. ve Tic. A.S.

Tesisin adresi: GOSB 1700. Sokak No:1703 Cayirova/KOCAELI

Izin belgesi tarihi:12.01.2021
Izin belgesi sayis:: TR/UY/2020/36-1

Tablo:

Dozaj formu

Ozel
(varsa)

gereklilik

Faaliyetler

Aseptik Hazirlanan Uriinler-Biiyiik
Hacimli Sivilar-Infiizyonluk ¢ézelti
icin ¢Ozelti

Onkolojik, Sitotoksik

“Flakon tiretimi" i¢in
gecerlidir.

Aseptik Hazirlanan Uriinler-Biiyiik

Onkolojik, Sitotoksik

“Flakon tiretimi" i¢in

Biiyiik Hacimli Stvilar-Infiizyonluk
cozelti

Hacimli Sivilar-Infiizyonluk ¢ézelti gecerlidir.
icin konsantre
Liyofilize Uriinler Onkolojik, Sitotoksik | "Enjeksiyonluk ¢ozelti
liyofilizat: flakonu firetimi"
icin gegerlidir.
Aseptik Hazirlanan Uriinler- Kiigiik Onkolojik, "Flakon iiretimi" i¢in
Hacimli Stvilar- Enjeksiyonluk ¢ozelti | Sitotoksik, Yiiksek gegerlidir.
potent
Aseptik Hazirlanan Uriinler- Kiigiik Onkolojik, "Flakon {iretimi" igin
Hacimli Srvilar-Infiizyonluk ¢ozelti Sitotoksik, Yiiksek gecerlidir.
potent
Aseptik Hazirlanan Uriinler- Onkolojik, "Flakon tiretimi" i¢in
Kii¢iik Hacimli Sivilar-Infiizyonluk Sitotoksik, Yiiksek | gecerlidir.
¢ozelti i¢in konsantre potent
Diger Aseptik Hazirlanan Uriinler Onkolojik, Sitotoksik | "Onkolojik kullanima hazir
Kullanima hazir enjektérde enjektorde enjesiyonluk
enjeksiyonluk ¢ozelti cozelti liyofilizati firetimi"
i¢in de gecerlidir.
Son Kabinda Sterilize Edilen Uriinler- | Onkolojik, Sitotoksik | Uretim

TR/GMP/2021/08
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TURKIVE ILAC VE
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Tiirkiye Ilag ve T1bbi Cihaz Kurumu

Son Kabinda Sterilize Edilen
Uriinler-  Biiyilk Hacimli
Swilar- Infiizyonluk ¢ozelti
i¢cin konsantre

Onkolojik, Sitotoksik

Uretim

TLMART 201

Son Kabinda Sterilize Edilen
Uriinler-  Kiiciik  Hacimli
Sivilar- Enjeksiyonluk ¢6zelti

Onkolojik, Sitotoksik

Uretim

Son Kabimnda Sterilize Edilen
Uriinler- ~ Kiigik ~ Hacimli
Sivilar- Infiizyonluk ¢ozelti

Onkolojik, Sitotoksik

Uretim

Son Kabinda Sterilize Edilen
Uriinler-  Kiiciik  Hacimli
Swvilar - Infiizyonluk ¢ézelti
i¢in konsantre

Onkolojik, Sitotoksik

Uretim

Son Kabmda Sterilize Edilen
Uriinler- Diger Son Kabinda
Sterilize Edilen Urlinler-
Kullanima hazir enjektorde
enjeksiyonluk ¢cozelti

Onkolojik, Sitotoksik

Uretim

immiinolojik Uriinler

Sert Kapstiller Onkolojik, Yiiksek potent "Sert kapsiil; kapsiil pilot
iiretimi"” igin gecerlidir.

Film kapli tablet Immunsupresan "Film kapli tablet pilot
iretimi" icin de gecerlidir.

Tablet Immunsupresan “Tablet pilot iiretimi" i¢in
de gecerlidir.

Biyolojik Tibbi  Uriinler- | Yok Non sitotoksik iiriinlerin

tretiminin yapildig: Tesis
A’da “Coronavac
600SU/0,5ml IM
enjeksiyonluk siispansiyon
iceren flakon™ ve
“Coronavac 600SU/0,5ml
IM enjeksiyonluk
siispansiyon igeren
kullanima hazir enjektor"
adl inaktif coronavac
aglsinin primer
ambalajlama, sekonder
ambalajlama, kalite kontrol
testleri ve seri serbest
birakma islemleri i¢in
gecerlidir.

TR/GMP/2021/08
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e SR BRI Tiirkiye Ilag ve Tibbi Cihaz Kurumu
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TIBBI CHAZ KURUMU
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Biyolojik Tibbi Uriinler - | Yok "Sadece insiilin glarjin etkin
Biyoteknolojik Uriinler maddeli iirlinlerin dolumu"
icin gecerlidir

- Bu tesiste A blok tarafinda non-sitotoksik steril iiriinler, B blok tarafinda yiiksek aktiviteli
sitotoksik tirlinler tiretilmektedir. "

S6z konusu iiretim tesisi tabloda listelenen dozaj formlarmm imalat faaliyetlerini izinli olarak
gergeklestirmekte ve yiirtirlikteki mevzuat dogrultusunda diizenli araliklarla Kurumumuzca
denetlenmektedir.

Yiirtilitkteki mevzuat ve GMP Kilavuzu; PIC/s gereklilikleri ve Avrupa Komisyonu direktifleri
ile uyumlu olup, tesisin 12-13, 16-17/04/2018 tarihinde gerceklestirilen genel denetiminde
GMP’ ye uygun olarak faaliyet gdsterdigi anlasilmistir.

Sertifikanin gegerlilik siiresi 03/02/2021 tarihli ve E-24931227-020-3664 sayili Makam Oluru
dogrultusunda uzatilmis olup, isbu sertifika 31/12/2021 tarihine kadar gegerlidir.

Sertifika No: TR/GMP/2021/08 Tarih: 05/02/2021

Ferhat GUNGO
Kurum Bagkan Yafdimecisi
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