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 45
( Theo cong van s6 21744 /QLD-CL ngay 03/11/2016 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI ‘ A A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |T.0.CHEMICALS |280 Soi Sabijai, 1-2-07-17-141 |Food and Drug Cong ty CPDP Thaoi gian kiém tra trwdc ngdy Thailand dugc cong nhan 1a thanh vién cla PICS.
(1979) LTD Suthisarnwinijai Road, 00018 § Administration (Thai APAC
Samsennok, Huay-Kwang, S |FDA), Thailand
o
Bangkok 10310, Thailand NS
o
2 |Nichi-lko 1212 Aza-teramae, Gejo- |2083 inn  |Japan Ministry of Health, |Cong ty c6 phan |Gidy chirng nhan d3 dugc cong b tai Dot 33, STT 12 vdi thoi han cdng b tam thoi 3
—
Pharmaceutical cho, kasugai-shi, Aichi, 8 Labour and Welfare duwoc phdm Ha  [thang, nhwng qué thoi han khdng cung cap bién ban kiém tra nén d3 rut Dot 39.
Co., Ltd. Aichi Japan x Noi
Plant E
3 |PT. AVENTIS JI. Jenderal A. Yani, PN.01.05.31. National Agency for Drug|VPDD tai Tp. H6 [San phdm vién nén Amaryl 1 mg tablet d& nghi da thudc pham vi cédng b6 "Thuéc
PHARMA Pulomas, Jakarta, 313.05.16.5 © |and Food Control Chi Minh Céng |khéng chira betalactam va khéng bao gdbm thuéc tranh thai, hormon sinh duc va cac
Indonesia 27 8 (NADFC), Indonesia ty Sanofi - chat kim té bao: Vién nén; vién nén bao" (Dot 38, STT6) nén khéng ti€n hanh céng bd
5 Aventis lai.
S Singapore Pte.
Ltd
4 |A.N.B. 557 Rame-in Tra road, Khan [1-2-07-17-15; n Food and Drug Céng ty c6 phan [Gidy chirng nhan dwoc cap trwdc ngay Thailand dugc cong nhan 13 thanh vién cla
Laboratories Co. |Na Yao, Khan Na Yao, 00045 8 Administration, Ministry [dugc pham Duy |PICS.
Ltd. Bangkok 10230, Thailand S |of Public Health, Tan
E Thailand
5 |Gracure E-1105, Industrial Area, BE/GMP/20 « |Federal Agency for Gracure Cong ty dé nghi bs sung pham vi chirng nhan "vién nén" thanh "vién nén, vién nén
Pharmaceutical Phase-Ill, Bhiwadi, Alwar (14/041 § Medicines and Health Pharmaceuticals |bao phim".
Ltd. District, Rajasthan, g Products of Belgium Limited Tuy nhién, cac CPP do India cap, khéng thé hién thudc dugc cap phép Ivu hanh tai Bi.
301019, India >
o
6 |[Temmler Pharma [Temmler Pharma GmbH, [DE_HE_01_ o |Coquantham quyén Cong ty TNHH  [Tai phan Ghi chu cla gidy chirng nhdn GMP ghi: Dang vién nang mém: chi ap dung
GmbH Temmlerstrafe 2,35039 |GMP_2016_ § Dlrc Binh Viét Dirc vdi pham vi déng géi thudc va bao céc san pham thudc thir 1Am sang; Muc cac san
Marburg, Germany 0034 g pham ran khéc: chi gidi han d6i véi cac thude gidi phéng thay déi: thudc cém, thudc
> bot, vién nén bao dudng; vién nén; Thudc vi lvgng ddng can: chi gidi han véi thudc
- thir 1dm sang.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
7 |Ahngook Jeyakgongdan 1-gil 40, 2016-D1- Gyeongin Regional Office[Harbin Gidy chirng nhan GMP khdng cé tén co s san xuat nén khong dat yéu cau.
Pharmaceutical Hyangnam-eup, 0008 o |of Food and Drug Safety, [Pharmaceutical
Co., Ltd. Hwaseong-si, Gyeonggi- § Korea Group Co., Ltd
do, Republic of Korea = General Pharm.
% Factory
8 |Interthai 1899 Phahollyothin road, [1-2-07-17-15{ . |Food and Drug Interthai Gidy chirng nhan GMP duwoc cap trwdc khi Thailand gia nhap PIC/S (01/08/2016) nén
Pharmaceutical Ladyao, Chatuchak, 00046 § Administration (Thai Pharmaceutical |khéng dap ng yéu ciu.
Manufacturing Bangkok 10900, Thailand » |FDA), Thailand manufacturing
Ltd. % Ltd
9 |MEDOCHEMIE 48 lapetou Street, Agios |MED07/201 .« |Pharmaceutical Services -|Medochemie Ltd|Tén co s& san xuét da cong bo theo ding tén co s& san xudt ghi trén gidy chirng nhan
(AMPOULE Athanassios Industrial 5/001 § Ministry of Health, GMP do Cong ty cung cap.
INJECTABLE Area, 4101 Agios ~  |Cyprus
FACILITY) Athanassios, Limassol, 3
Cyprus e
10 |[OLIC (Thailand) 166 Bangpa-in Industrial |1-2-07-17-161 Food and Drug OLIC (Thailand) |Gidy chirng nhdn GMP duworc cip trudce khi Thailand gia nhap PIC/S (01/08/2016) nén
Limited Estate, Udomsorayuth 00002 2 |Administration (Thai Limited khéng ddp &rng yéu cau.
Road, Moo 16, &  |FDA), Thailand
Bangkrason, Bangpa-in, g
Ayutthaya, 13160, 3
Thailand
11 |ltalfarmaco SA C/San Rafael, 3, Pol. Ind. |015/0958 Co quan thdm quyén Tay|VPPD Hyphens |D3 cdng bé Dot 29, STT 53 (Thoi han hiéu lyc d&n ngay 04/11/2017) véi pham vi
Alcobendas, Alcobendas Ban Nha (Agencia tai Tp. HN chirng nhan "Thudc khdng vé trung: Thubc dung ngoai dang 16ng; thubc udng dang
28108 (Madrid), Spain N |Espanola de 1dng; thudc bén rén (khac: thudc chira hormone va chat cé hoat tinh hormone, thudc
8 Medicamentos y chira chat gy nghién, hudng tam than)".
§ Productos Sanitorios - Khéng cdng bd san pham do d3 thudc dang bao ché cong bé.
N |Departamento de
Inspeccion y Control de
Medicamentos)
12 [Pierre Fabre Site Progipharm rue du French National Agency |VPDD Pierre Trong gidy chirng nhan GMP khdng cé ndi dung vién nén gidi phdng kéo dai do vién
Medicament Lycee, 45500 Gien, France for Medicine and Health [Fabre SA tai Tp. |nén gidi phdng kéo dai d3 bao gdm trong pham vi chirng nhan dang bao ché vién
Production Products Safety (ANSM) |HCM nén, vién nén bao dugc cong bé.
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