PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
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( Theo cong van s6 5843 /QLD-CL ngay 27,/04/2017 ctia Cuc Quan ly Dworc)
TEN CO SO’ SAN . GIAY CH. | NGAY - DN PE NGHI . . -
STT XUAT PIA CHI NHAN CAP CO’ QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
1 |[Novartis Pharma [Novartis Pharma DE_BW_01_ <+ |Coquan thdm quyén VPBD Novartis  |Khéng bé sung pham vi chirng nhan déi véi "vién nén bao phim Givec 100mg" do d3
Produktions Produktions GmbH GMP_2014_ § blc Pharma Services [thudc pham vi dang bao ché vién bao d3 céng bé.
GmbH Oflinger Str. (hoac 0101 E AG
Oflinggerstrasse) 44, ¥
79664 Wehr, Germany. o
2 |Lek farmacevtska |Perzonali 47, Prevalje, 450-4/2017- Agency for Medicinal VPDD Novartis  |Khdng b6 sung pham vi chirng nhan d6i véi"vién phan tan", do vién phan tan d3
druzba d.d (Lek 2391, Slovenia 1 ™ |Products and Medical (Singapore) Pte [thudc pham vi dang bao ché vién nén, vién nén bao phim d3 cong bé.
Pharmaceuticals 8 Devices of the Republic |Ltd
d.d), Production § of Slovenia (JAZMP)
Site S
3 |Farmalabor- Zona Industrial de FO05/S1/MH National Authority of Harbin D3 didu chinh b8 sung dang bao ché vién nén bao phim tai dot 48, khong tién hanh
Produtos Condeixa-a-Nova, /001/2014 S |Medicines and Health Pharmaceutical |b& sung lai.
Farmacéuticos, Condeixa-a-Nova, 3150- 8 Products (INFARMED), |Group., Ltd.
S.A. 194, Portugal, E Portugal General Pharm.
S Factory
4 |Fournier Anngrove, Carrigtwohill, (13821/M102 o |Health Products VPDD Abbott Néi dung gidy GMP ndp kém hd so chi chirng nhan cho cong doan san xuit ban thanh
Laboratories Co. Cork, Ireland 0 § Regulatory Authority Laboratories pham, khéng phai |3 toan bd quy trinh san xuat.
Ireland Limited S |(HPRA), Ireland (Singapore)
—i
= Private Limited
o
5 |Laboratorio Aldo- |Baronessa de Malda, 73, [NCF/1630/0 ©  |Ministry of Health of Actavis Khéng céng bd lai do da céng bé dot 48 STT 38
Union SL 08950 Esplugues de 01/CAT 8 Government of International Ltd
Llobregat (Barcelona) & [Catalonia, Spain
Spain E
6 [Laboratorio Via Licinio, 11 - 22036 IT/96- Italian Medicines Agency |Cong ty TNHH SX[Khéng céng bé lai do Co s& va Gidy chirng nhan da Céng b6 dot 47 stt 62.
Italiano Erba (Co), Italia 1/H/2015 n  |(AIFA) Dwoc pham
Biochimico § Medlac Pharma
Farmaceutico g Italy
Lisapharma S.p.A. o
(Co s& san xuét) e

bot 49
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XUAT : NHAN CAP Q CONG BO -
Laboratorio Via Dante Alighieri, 71- IT/79-5/H-
Farmaceutico C.T. (18038 Sanremo (IM), Italy (2016 ©
S.R.L (Co s& dong 8
g0i cap 2 va xuat g
xuédng) S
7 |Shenzhen No. 10, Gaoxinzhongyi GIF-IW- Main Pharmaceutical Cong ty Lupin Céng ty cung cdp MA va thu xdc nhan clia Céng ty yéu cau bd "No.10" trong dia chi
Techdow Road, High-tech Industrial {400/0489_0 o |Inspector, Poland LTD co s& san xuat. Tuy nhién, Cong ty c6 2 nha may & dia chi No.10 va N.19 giéng nhau
Pharmaceutical Park, Nanshan District, 2_01/04/60/ § vé pham vi chirng nhan. Vi vay can ghi rd dia chi cu thé cla tirng nha may.
Co., Ltd Shenzhen 518057, 16 o
o
Guangdong Province, =
China e
8 |OLIC (Thailand) 166 Bangpa-in Industrial |1-2-07-17-161 Food and Drug VPDD Janssen- |Thailand chinh thirc gia nhap PIC/S tir 01/08/2016. Tai thoi diém cap gidy chirng
Limited Estate, Udomsorayuth 00002 L2 |Administration (Thai Cilag Limited nhan GMP, Thailand chua phai la thanh vién cua PIC/S.
Road, Moo 16, &  |FDA), Thailand
Bangkrason, Bangpa-in, g
Ayutthaya, 13160, S
Thailand
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