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
bot 40
( Theo céng van sé6 7483/QLD-CL ngay 12/05/2016 cta Cuc Quan ly Dworc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY e DN PE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG DPAT YEU CAU
1 |PT. Dankos Farma |JI. Rawa Gatel Blok IlI S PW.01.02.33 National Agency for Drug|PT. Kalbe Farma (Tai liéu nép kém khéng dap (rng yéu cau tai dot 37:
Kav. 36 - 38, Kawasan 1.12.15.594 and Food Control Tbk Khéng phai 13 Gidy chirng nhan GMP géc hodc Bién
Industri Pulogadung, 2; »»  |(NADFC), Indonesia ban kiém tra/Bao cdo kiém tra GMP thé hién thoi
Jakarta Timur, Indonesia |PW.01.02.33 § diém kiém tra va nguyén tic PIC/S-GMP hoic theo
1.12.15.594 ~ tai liéu s& HK.03.1.33.12.12.8195 dugc dp dung.
3; S
PW.01.02.33| ~
1.12.15.594
4
2 |Catalent UK FRANKLAND ROAD UK MIA « |Medicines and VPDD Ferring Khdng déng y diéu chinh pham vi chirng nhan "vién
Swindon Zydis BLAGROVE SWINDON 14023 Insp § Healthcare Products Pharmaceutical |d6ng kho: Zydus", do Gidy chirng nhan cé néu rd
Limited WILTSHIRE SN5 8RU GMP/IMP S |Regulatory Agency Ltd vién dong kho khong thyc hién giai doan déng goi
UNITED KINGDOM 14023/4574- E (MHRA), United Kingdom cdp 1, khéng |a toan bé giai doan san xuét.
0015 i
3 |Segetra Pharma |Via Milano 85-20078 San |IT/91- »~ |ltalian Medicines Agency [Consorzio Con Gidy chirng nhan chi cé céng doan ddéng goi, khdng
SRL Colombano Al Lambro 5/H/2015 § AIFA Attivita' Esterna |phai 13 toan bd quy trinh san xuét.
(M1), Italy g Medexport Italia
5
4 |Sanofi Winthrop |1 rue de la Vierge, 15/09/0079 wn |French National Agency Codng ty Sanofi  |Gidy chirng nhan d3 hét han hiéu luc (06 thang).
Industrie Ambares et Lagrave, 8 for Medicine and Health |Aventis Viét
33565 Carbon Blanc & |Products Safety (ANSM) [Nam
Cedex, France g
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