PHU LUC 1: DANH SACH HO SO' PE NGHI CONG BO CO’' SO’ SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
Pot 34

( Theo cong van s6 22372 /QLD-CL ngay 02/12/2015 ctia Cuc Quan ly Dworc)

Turkey

TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN PE NGHI . = PO
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |CSL Behring GmbH|CSL Behring GmBH DE_HE_01_ Co quan tham quyén Unico Alliance  |D3 cdong bo dot 21, STT 5
Emil-von-Behring-Strasse |GMP_2013_ blc Co., Ltd Dé nghi hiéu chinh thdi han céng bd nha
76, 35041 Marburg, 0018 ] may thanh 25/02/2016 do GMP Durc cé hiéu
Hesse, Germany 8 Iwc 03 ndm tlr ngay cap.
§ Khéng chap nhan hiéu chinh vi theo gidy
S GMP DE_HE_01_GMP_2013_0018 trén ghi
r& hiéu lyc 03 ndm tinh tir ngay kiém tra
cudi cung
2 |CSL Behring GmbH|CSL Behring GmbH DE_HE_01_ Co quan tham quyén Unico Alliance  |D3 cdng bd dot 21, STT 6
Gorzhauser Hof 1, 35041 |GMP_2013_ Plrc Co., Ltd Dé nghi hiéu chinh th&i han cong bd nha
Marburg (Stadtteil 0017 ! may thanh 25/02/2016 do GMP Durc cé hiéu
Michelbach), Germany 8 Iwc 03 ndm tir ngay cap.
S Khong chap nhan hiéu chinh vi theo gidy
< GMP DE_HE_01_GMP_2013_0017 trén ghi
ré hiéu lywc 03 ndm tinh tir ngay kiém tra
cudi cung

3 |S.A.L.F. SPA VIA G MAZZINI, 9, 24069 aM- < [ltalian Medicines Agency |Alfa Intes o o o, .
LABORATORIO  [CENATE SOTTO(BG). 108/2014 | & |[(AIFA) Industria Tai liéu dinh kém la Gidy phép san xuat;
FARMACOLOGICO | ITALIA S Terapeutica khong c6 thong tin vé kiém tra, hiéu lyc cua

E Splendore S.r.| GMP.

4 |KOCAK FARMA KOCAK FARMA llac ve 2014/1058 s |Turkish Ministry of Céngty CP DP  [Co quan cap gidy CPP la BO Y té Thd Nhi Ky
Ilac ve Kimya Kimya Sanayi. A.S. 8 Health Duy Tan nhung Thé Nhi Ky chua phai |a thanh vién
Sanayi. A.S. Cerkezkoy Organize Sanayi - cta PIC/S va EMA. Hb so khong dat yéu cau.

Bolgesi, Karaagac Mah. 11. g
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