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TURKIYE CUMHURIYETIi / REPUBLIC OF TURKIYE
SAGLIK BAKANLIGI / MINISTRY OF HEALTH
Tiirkiye ilag ve Tibbi Cihaz Kurumu / Medicines and Medical Devices Agency
of Turkiye

T.C.SAGLIK BAKANLIGI
TURKIYE ILAC VE

TIBEI CIHAZ KURUMU PLAZMA HAVUZU ONAY SERTIFIKASI FORMU / CERTIFICATE OF APPROVAL
FOR PLASMA POOL

PLAZMA HAVUZU ONAY SERTIFIKASI — Kan (ir(inlerinin imalatinda kullanim igin plazma havuzu
CERTIFICATE OF APPROVAL FOR PLASMA POOL - Plasma pool for use in the manufacture of human blood or plasma

Ulusal Seri Serbest Birakma Yonetmeligi hukimleri uygulanarak insan kanindan veya plazmasindan tlretilen tibbi Urunler baglaminda
incelenmistir.
Examined in the context of National Lot Release Regulation on medicinal products derived from human blood or plasma

T.C. Saglik Bakanligi, Tiirkiye ilag ve Tibbi Cihaz Kurumu
Analiz ve Kontrol Laboratuvarlari Dairesi Bagkanhgi /
Republic of Turkiye Ministry of Health, Medicines and
Medical Devices Agency of Tiirkiye Analysis and Control
Laboratories Department

Ulusal Kontrol Laboratuvarlarinin Adi ve Adresi / Name and
address of the testing authority

Plazma Havuzunun Kod Numarasi / Code number of plasma pool
Uretim Tarihi / Date of manufacture

Bagislarin Mense Ulkesi / Country of origin of donations

Havuz Hacmi / Volume of pool

Plazma Havuzu Ureticisinin Adi ve Adresi / Name and address of
manufacturer of plasma pool

Ruhsat Veren Kurulusun Adi / Name of marketing authorisation T.C. Saglik Bakanhg, Turkiye llag ve Tibbi Cihaz Kurumu /
holder (if applicable): Republic of Tirkiye Ministry of Health, Medicines and
Medical Devices Agency of Tiirkiye

Sertifika Verildigi Tarih / Certificate Issued Date
Sertifika Numarasi / Certificate Number

Bu plazma havuzu, ISO/IEC 17025 standardina uygun bir kalite sisteminin parcasini olusturan belgelenmis prosedurler kullanilarak
incelenmistir. / This plasma pool has been examined using documented procedures, which form part of a quality system which is in accordance
with the ISO/IEC 17025 standard.

Bu inceleme, mevcut Ulusal Lot Serbest Birakma Yénetmeligine dayanmaktadir: plazma havuzu protokoliinin ve asagidaki testlerin gézden
gegirilmesi / This examination is based on the current National Lot Release Regulation: review of the plasma pool protocol and the following
testing:

Bu plazma havuzunun 6rnekleri, asagidaki virolojik belirtegler icin test edilmis ve spesifikasyonlar dahilinde bulunmustur: / The samples of
this plasma pool have been tested and found within the specifications for the following virological markers:

- anti-HIV (1 and 2), HBsAg
- HCV RNA, HEV RNA, HAV RNA, B19 DNA (NAT ile belirlenmistir / determined by NAT)

Bu plazma havuzu, ilgili Farmakope ve Diinya Saglik Orgiiti'nde belirtilen onaylanmis spesifikasyonlara uygundur ve onaylanmigtir. / This
plasma pool is in compliance with the approved specifications laid down in the relevant Pharmacopoeia and the World Health Organization and
is approved.

IMZA / Signature

imza Sahibinin Adi ve Gérevi /
Name and function of signatory

Verilis tarihi / Date of issue

Adres/Address: Saglik Mah.Adnan Saygun Caddesi No: 55 06100 Sihhiye/ANKARA internet Adresi / Web: www.titck.gov.tr
Telefon/Telephone: 0312 565 5514 Belgeg/Fax: 0312 565 5257 Elektronik Posta/e-Mail: seriserbestbirakma@titck.gov.tr
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