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TURKIYE ILAG VE
TIBBI CIHAZ KURUMU

Sertifika No: TR/GMP/2020/103
URETIM TESISI iYi IMALAT UYGULAMALARI SERTIiFIKASI
Béliim 1

Bu sertifika 1262 sayil Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
Imalathaneleri Yonetmeligi* ve giincel lyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmistir. S6z konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasétik Denetim Isbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

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

Ureticinin Unvam : TURK ILAC VE SERUM SANAYi ANONIM SiRKETi
Merkez/Yazigsma Adresi : Biigdiiz Mah. Enver Paga Cad. No:8 Akyurt/ANKARA
Tesis Adresi : Biigdiiz Mah. Enver Paga Cad. No:8 Akyurt/ ANKARA
Uretim Yeri izin Belgesi Tarihi : 14/04/2020

Uretim Yeri Izin Belgesi Sayis: : TR/UY/2020/31-0

1262 sayih Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler Imalathaneleri
Yonetmeligi ve giincel Iyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

09-11/12/2019, tarihinde gergeklestirilen en son denetime gore iiretim yerinin GMP kosullarina uygun
oldugu anlasilmustr,

Bu sertifika iiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi iizerinden 3 yil
gegmis ise firetim yerinin GMP uygunlugu konusunda Tiirkiye Ilag ve Tibbi Cihaz Kurumu’na
damgilmalidir. Ancak sertifikanin gegerlilik siiresinin risk bazl degerlendirmeler sonucunda uzatilmasi
veya kisaltilmas: durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

Bu sertifika Béliim 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 sayih Beseri Tibbi Urinler igin lyi Imalat Uygulamalar: ilkeleri ve Kilavuzu
hakkindaki direkiifi ile 2001/83/EC sayilt begeri tibbi iiriinler hakkindaki direktifine paraleldir.
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TiBl CIFAZ KURUMY

TR/GMP/2020/103
Boliim 2

B Beseri Tibbi Uriinler*

1 BESERI TIBBi URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iirinleri diretiyor ise ilgili iiriin tipi ve dozaj formu béliimlerin altinda
belirtilmelidir (ornegin radyofarmasotikler 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 iglemleri yiiriitiir)
1.1.1.4 Kiigiik Hacimli Sivilar

1.1.2 Son kabinda sterilize edilen iiriinler (agagidaki dozaj formlan i¢in iglemleri yiiriitiir)
1.1.2.1 Biiyiik Hacimli Sivilar
1.1.2.3 Kiigiik Hacimli Sivilar

1.1.3 Seri serbest birakma

1.2 [Steril Olmayan Uriinler

1.2.1 Steril Olmayan Uriinler (asagidaki dozaj formlan igin iglemleri yiiriitiir)
1.2.1.1 Sert Kapsiiller
1.2.1.6 Dahili Likitler
1.2.1.13 Tabletler

1.2.2 Seri serbest birakma

1.3 | Biyolojik Tibbi Uriinler

1.3.1 Biyolojik Tibbi Uriinler
1.3.1.8 Diger biyolojik tibbi iiriinler (... agiklaymiz)

1.3.2 Seri serbest birakma iglemleri

1.5 | Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.1 Sert Kapsiiller
1.5.1.6 Dahili Likitler
1.5.1.13 Tabletler

1.5.2 Sekonder Ambalajlama

1.6 |Kalite Kontrol Testleri

1.6.1 Mikrobiyolojik (steril)

1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel

1.6.4 Biyolojik

Bu sertifikamin kapsannu ile ilgili simirlamalar veya agiklayic: yorumlar*:

1.2.1.1 Sert kapsiil; Mikropellet kapsii
1.2.1.6 Agizdan/rektal ¢ozelti
1.2.1.13 Film kapl tablet; Tablet
1.3.1.8 Asidolum
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TiBBi CIHAZ <URUMU

3 ILAC ETKIN MADDESI URETIM iISLEMLERI *

Uretilen Etkin Maddelerin Listesi:
1. Clostridium tetani
2. Corynebacterium diphtheria

3.1 |Genel Son Uretim Asamalan

3.1.1 Fiziksel Proses Asamalan (Fermantasyon, izolasyon ve saflastirma)
3.1.2 Primer Ambalajlama (Jlag Etkin Maddesini direk temas ettigi ambalaj malzemesi ile
kapama/miihiirleme)

3.2 | Kalite Kontrol Testleri
3.2.1 Kimyasal/fiziksel testler

3.2.2 Mikrobiyolojik testler (sterilite testleri dahil)
3.2.4 Biyolojik testler

21/05/2020 TR/GMP/2020/103
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C,;%) TURKISH MINISTRY OF HEALTH

<) 'i{:‘: Turkish Medicines and Medical Devices Agency
REPUBLIC;:TURKEY

MINISTRY OF HEALTH

TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

Certificate No: TR/GMP/2020/104
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.

Turkish Medicines and Medical Devices Agency confirms the following:

Manufacturer’s Name : TURK ILAC VE SERUM SANAYI ANONIM SIRKETI
Head Office / Correspondence Address Biigdiiz Mah. Enver Pasa Cad. No:8 Akyurt/ANKARA
Site Address : Biigdiiz Mah. Enver Paga Cad. No:8 Akyurt/ ANKARA

Manufacturing Authorization Date : 14/04/2020
Manufacturing Authorization Number : TR/{TY/2020/31-0

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
09-11/12/2019, 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 human use.
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Part 2 TR/GMP/2020/104

I Human Medicinal Products *

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)
1.1.1.4 Small volume liquids

1.1.2 Terminally sterilized (processing operations for the following dosage forms)
1.1.2.1 Large volume liquids
1.1.2.3 Small volume liquids

1.1.3 Batch certification
1.2 | Non-sterile products

1.2.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.1 Capsules, hard shell
1.2.1.6 Liquids for internal use
1.2.1.13 Tablets

1.2.2 Batch certification

1.3 | Biological medicinal products

1.3.1 Biological medicinal products
1.3.1.8 Other biological medicinal products (... fiee text)

1.3.2 Batch certification

1.5 |Packaging

1.5.1 Primary Packaging
1.5.1.1 Capsules, hard shell
1.5.1.6 Liquids 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 Chemical/Physical
1.6.4 Biological testing

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

1.2.1.1 Capsule, hard; Micropellet capsule
1.2.1.6 Oral/rectal solution

1.2.1.13 Film-coated tablet; Tablet
1.3.1.8 Vaccine filling ! l l
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3 MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

List of active substances manufactured:
1. Clostridium tetani
2. Corynebacterium diphtheria

3.1 | General finishing steps

3.1.1 Physical processing steps (Fermentation, isolation and purification)

3.1.2 Primary packaging (enclosing / sealing the active substance within a packaging material which is in
direct contact with the substance)

3.2 | Quality control testing

3.2.1 Microbiological testing (including sterility testing)
3.2.3 Chemical/physical testing

3.2.4 Biological testing

21/05/2020 TR/GMP/2020/104
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