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

Dot 36

( Theo céng van s6 1395/QLD-CL ngay 01/02/2016 cua Cuc Quan ly Dworc)

TEN CO' SO’ SAN . GIAY CH. | NGAY - DN PE NGHI ; - P
STT XUAT DIA CHI NHAN CAP CO’ QUAN CAP CONG BO LY DO KHONG DAT YEU CAU
1 |Mega Lifesciences (384, Moo 4, Soi 6, 1717/2015 National Pharmaceutical |Mega Gidy chirng nhan CPP cap bédi co quan quan ly duoc
Public Company |Bangpoo Industrial Estate, Control Bureau, Malaysia|Lifesciences Malaysia khéng c6 thdng tin vé viéc nha may san xuét thuéc
Limited Pattana 3 Road, phraeksa, ud] Public Company |dat tiéu chuidn EU-GMP hodc PICS GMP, khéng cé thong tin
Mueang, Samutprakan 8 Limited vé viéc co quan quan ly Malaysia kiém tra co s& san xuat
10280, Thailand E truwdc khi cip phép. Gidy chirng nhan GMP cla co quan
3 quan ly dugc Thai Lan cap chirng nhan dat PICS GMP tuy
nhién, Thai Lan chua |a thanh vién cda PICS.
2 |Mega Lifesciences |384, Moo 4, Soi 6, 1716/2015 National Pharmaceutical |Mega Gidy chirng nhan CPP cap bdi co quan quan ly dugc
Public Company |Bangpoo Industrial Estate, Control Bureau, Malaysia [Lifesciences Malaysia khéng c6 thdng tin vé viéc nha may san xuat thudc
Limited Pattana 3 Road, phraeksa, ud] Public Company |dat tiéu chuan EU-GMP hodc PICS GMP, khéng c6 thong tin
Mueang, Samutprakan 8 Limited vé viéc co quan quan ly Malaysia kiém tra co s& san xuat
10280, Thailand E trudc khi cdp phép. Gidy chirng nhan GMP cla co quan
3 quan ly dwoc Thai Lan cap chirng nhan dat PICS GMP tuy
nhién, Thai Lan chwa |a thanh vién cda PICS.
3 |Sandoz GmbH Organisationseinheit Anti |INS-481368- Federal Office for Safety |Mega Khéng tién hanh diéu chinh do Site master file khdng rd
Infectives (Al) Schaftenau, |0065-001 2 lin Health Care Lifesciences rang theo tirng dia chi. CPP clia Sandostatin sdn xuat ban
Biochemiestrasse 10, 6336((5/10) 8 (Bundesamt fur Public Company [thanh pham tai co s& dé nghi cong b6 nhwng déng géi tai co
Langkampfen, Austria § Sicherheit im Limited so khac:.
N |Gesundheitswesen),
Austria
4 |AstraZeneca AB PET Freeze Dried and 5.9.1-2015- Medical Products Agency|AstraZeneca Thi tuc hop phap héa Ianh sy khdng dap (ng yéu cau vé
Pumpspray, Forskargatan (043270 Y |(MPA), Sweden Singapore Pte, |cong ching, chirng thuc & Viét Nam.
18 och Gartunavagen, 8 Ltd
Sodertalje, 15185 Sweden 5
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TEN CO SO’ SAN . GIAY CH. | NGAY - DN PE NGHI ’ R S
STT ~ DIA CHI A ~ CO QUAN CAP ~ ~ LY DO KHONG DAT YEU CAU
XUAT ; NHAN CAP Q CONG BO -
5 |Cadila Healthcare [SarkhejBavla N.H.No 8 A, |HPF/PT/5/2 .~ |National Agency for the |Cadila Céng ty dé nghi bé sung 2 dang bao ché&: thudc phun mu va
Ltd Moraiya, Tal. Sanand, Dist. [015 § Safety of Medicine and |Healthcare Ltd |miéng dan, tuy nhién cac tai liéu kém theo (SMF, GCN GMP-
Ahmedabad, India » |Health Products (ANSM), WHO va manufacturing license) khéng thé hién hai day
o \
> |France chuyén nay dwoc chirtng nhan EU-GMP
i
6 |Joint Stock 74, Frunze Str., Kyiv, 022/2012/S| o [State Administration of |Congty CP Khéng bd sung dang bao ché "Thudc vé trung: thudc nhd
Company 04080, Ukraine AUMP/GMP 8 Ukraine on Medicinal TMDV Thang mii" theo dé nghi clia Céng ty do khéng ¢ trong pham vi
"FARMAK" X [Products Long cla gidy chirng nhan.
3
7 |ldol llac Dolum Davutpasa Caddesi 2015/4124 1n [Turkish Medicines and  |Cong ty CP Dugrc Gidy chirng nhan CPP xac nhan nha may dat tiéu chuan
Sanayii ve Ticaret |Cebealibey sok. No 20, 8 Medical Devices Agency [phdm Minh Ky [WHO-GMP, khéng cé théng tin xac nhan dat EU GMP hodc
A.S. 34020 Topkapi, Istanbul, ps! PICS GMP. Gidy chirng nhan GMP khéng phai ban céng
~ 3
Turkey ® chirng va da hét han.
8 |Bayer Pharma AG |Mullerstrasse 178, 13353 (2012/01/Ba ~  |Coquan thdm quyén VPPD Bayer Gidy chirng nhan da hét han hiéu lyc tai thoi diém cdng bé.
Berlin, Germany yer Pharma 8 bulc (South East Asia)
AG x Pte. Ltd tai Tp.
>
o
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