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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

TIBBI CIHAZ KURUMU SERi SERBEST BIRAKMA UYGUNSUZLUK BILDIRIM FORMU / LOT RELEASE
NON-COMPLIANCE FORM

Uriiniin Ticari Adi/ Trade name

Uluslar Arasi Miilkiyet Hakki Olmayan Adi/ Farmakope Adi / International
non-proprietary Name / Compendial name / common name

Primer/sekonder ambalaj iizerinde goriilen seri numarasi/numaralari ve
bu seri ile ilgili diger tanitici numaralar / Batch numbers appearing on
package and other identification numbers associated with this batch

Ambalaj Sekli / Type of container

Ambalajdaki doz sayisi' /| Number of doses per container’

Ambalajdaki nominal doz?/ Nominal dose per container?

Serideki Toplam Flakon/Vial/Ampul/Enjektor Sayisi1 / Total number of
containers in this batch

Gegerlilik Suresinin Baslangig¢ Tarihi / Date of start of period of validity

Son Kullanma Tarihi / Date of expiry

Ruhsat Tarih ve Numarasi / Marketing authorisation date and number of
National Authority issued by

Ureticinin Adi ve Adresi / Name and address of manufacturer

Uriiniin Dolum/Liyofilizasyon/Primer Ambalajlamasini Yapan Firmanin
Adi, Adresi / Enjektor Dolumunu Yapan Firmanin Adi, Adresi*/ Name and
Address of the Company that Fills/Lyophilization/Primary Packaging Name
and Address of the Company that Fills the Injectors™

Bulk Olarak ithal Edilen Uriiniin Dolumunu Yapan Firmanin Adi, Adresi**
| Name, Address of the Company Filling the Bulk Imported Product**

Sekonder Ambalaj Yapan Firmanin Adi Adresi/ Name and Address of
Secondary Packaging Company

Ruhsat Veren Kurulusun Adi / Name of the organization of issued the
Licensing

Uygunsuzluk Bildirim Formu Diizenleme Tarihi / /ssued Date of Non-
Compliance Form

Bildirim No / Notification Number

Bu serinin analizleri, ISO/IEC 17025 standardina gore akredite edilmis kalite yonetim sisteminin mevcut oldugu laboratuvarlar tarafindan
yapilmistir. Bu analiz sonuglarinin degerlendiriimesinde Uriine yénelik ilgili Farmakope monograflarinda ve Diinya Saglik Orgiitii Teknik Rapor
Serilerinde belirtilen spesifikasyonlar temel alinmistir. / The analyzes of this series were made by laboratories that have an accredited quality
management system in accordance with the ISO/IEC 17025 standard. The evaluation of these analysis results is based on the specifications
specified in the relevant Pharmacopoeia monographs and the World Health Organization Technical Report Series for the product.

Bu seri, ilgili Farmakope ve Diinya Saglik Orgiitiinde belirtilen onaylanmis spesifikasyonlara UYGUN BULUNMAMISTIR. Kalite ve giivenlik
kaygilar nedeniyle piyasaya suriimu engellenmelidir. / This batch is NOT in compliance with the specifications laid down in the above marketing
authorisation/the relevant Pharmacopoeia monographs/World Health Organization and cannot be released. Technical details of this non-
compliance are available on request.

Uyqunsuzluk nedeni (kisaca) / Reason for failure (specify non-compliance):

IMZA / Signature

imza Sahibinin Adi ve Gorevi /
Name and function of signatory

Verilis tarihi / Date of issue

1: Asl ve immun serumlar icin doldurulur. / If vacines and immune sera
2: Kan Urunleri igin doldurulur. / If blood products

*Ureticiden farkli ise doldurulur. / If different from the manufacturer

**Bulk olarak ithalat ve dolum yapiliyor ise doldurulur. / If importing and filling in bulk

***Uriintin kan Griind olmasi durumunda; ilgili plazma havuzlari Ulusal Kontrol Laboratuvarlari tarafindan virolojik belirtegler agisindan analiz edilmektedir. / The

relevant plasma pools have been tested for virological markers in blood products by the National Control Laboratories.

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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