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 37
( Theo congvansé 4031/QLD-CL ngay 18/03/2016 ctia Cuc Quan ly Dworc)
TEN CO’ SO’ SAN ; GIAY CH. | NGAY " DN PE NGHI . - S
STT XUAT PIA CHI NHAN CAP CO' QUAN CAP CONG B6 LY DO KHONG DPAT YEU CAU
1 |Ajinomoto 103-1, 4890 v»  |Ministry of Health, Coéngty TNHH  |CPP thé hién théng tin san pham khong lvu hanh &
Pharmaceuticals |Shirasakaushishimizu, 8 Labour and Welfare MTV Vimedimex [nuwdc sé tai va GCN GMP chi dat GMP-WHO
Co., Ltd. Shirakawa-shi, Fukushima, AN |government of Japan Binh Dwong
Japan E
2 |Aspen Pharma Pty |286-302 Frankston- 10/0225 S  |Therapeutic Goods Congty TNHH  |Gidy chirng nhan GMP clia co s& sdn xuat d3 duoc
Ltd Dandenong Road, 8 Administration (TGA), Dugc pham céng bé tai Pot 17, STT 3.
Dandenong South Vic 9 |Australia Nhat Anh Dia chi trén MA khéng théng nhat véi dia chi trén
3175, Australia ) GCN CPP
3 |Aspen Pharma Pty |286-302 Frankston- 10/0226 = Therapeutic Goods Congty TNHH  |Gidy chirng nhan GMP s6 MI-2014-L1-00183-1 clia co
Ltd Dandenong Road, 8 Administration (TGA), Dugc pham s& san xuat d3 dugc cdng bé tai ot 23, STT 43.
Dandenong South Vic 9 |Australia Nhat Anh Gidy chirng nhan CPP dugc cap tir 2010
3175, Australia E
4 |Bluepharma - S. Martinho do Bispo, FO01/S1/H/0 National Authority of Harbin Gidy chirng nhan GMP chuwa hgp phép héa lanh sy
Industria Coimbra, 3045-016, 01/2016 ¥ |Medicines and Health Pharmaceutical [theo quy dinh
Farmaceutica, S.A |Portugal 8 Products (INFARMED), |Group Co. Ltd.
o
<) Portugal General Pharm.
3 Factory
5 |Laboratorio Elea |Sanabria No 2353 - GMP " Argentina National Céngty TNHH  |Gidy chirng nhan GMP cua Céng ty khéng néu rd céc
: N . ,
S.A.C.LF.y.A C1417AZE, Ciudad 50132014 S = [Administration of Drugs, |Duoc pham Lién |dang bao ché trong pham vi chtrng nhdn va c6 hiéu
N ¢
Autonoma de Buenos 000148 15 po g Food and Medical Hop lwc dén ngay 03/03/2016;
Aires, Republic Argentina PP g g Divices. Hiéu luc gidy chirng nhan CPP do Cdng ty cung cap
2013;2020 Z o dén ngay 04/03/2016.
[a W N . A ~ N , N N
000180 15 % 5 Dé nghi Cong ty cung cap giay chirng nhan GMP va
CPP con hiéu luec.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI . - S
STT XUAT DIA CHI NHAN CAP CO' QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU

6 |Sofarimex - Av. Das Industrias - Alto National Authority of Pharma science |Hiéu luc cGa Gidy chirng nhan CPP san pham thudc
Industria Quimica |do Colaride Agualva, »» |Medicines and Health bot déng khé pha tiém pms-Pantoprazole dén ngay
e Farmaceutica, |Cacem, 2735-213, § Products (INFARMED), 08/3/2016 (trung han clla GMP d3 céng bd).

S.A Portugal 60438 5 |Portugal Trong pham vi chirng nhan cuda gidy chirtng nhan
% GMP d3 céng bd Dot 15, STT 6 d3 cd dang bao ché
o "thudc vo trung: thudc dong kho".

7 |Pharmathen SA  |Dervenakion 6, Pallini 1y |National Organization  |Cong ty c6 phan [Tai thoi diém cong b6, GCN GMP d& hét han

Attiki, 15351, Greece 6557/18-2- 8 for Medicines (EOF), duoc phdm

2015 8 |Greece Vipharco
3

8 |Laboratorios Elcano No 4938. (Zip Code {20132014- National Administration [Céng ty cé phan [Cong ty dé nghi cdng bd pham vi chirng nhan lién
Richmond S.A.C.I.F|C1427CIU), of the City of 000990 15 of Drugs, Foods and duwoc phdm Duy [quan dén hoat dong déng goi.

Buenos Aires, Argentina " Medical Devices Tan Tuy nhién, theo quy dinh tai céng van 20215/QLD-
§ (ANMAT), Argentina CL, Cuc Quan ly Dugc chi cong bd cac dang bao ché
= cé toan bo cac giai doan cla qua trinh san xuat
2 thanh pham (ti nguyén lidu ban dau dén thanh
« pham cudi cung), khéng tién hanh cdng b theo mot

hodc mét s6 giai doan cla qua trinh san xuat.

9 [Pharmaniaga 11A, Jalan P/1, Kawasan |151/14 < [|National Pharmaceutical |Cong ty Hb so cong bé la ban scan mau cda GCN, cé dau
Manufacturing Perusahaan Bangi, 43650 § Control Bureau (NPCB), [Pharmaniaga HPHLS nhung chua dugc cong chirng, do vay khong
Berhad Bandar Baru Bangi, < [|Malaysia ddp Ung tinh phap ly.

Selangor Darul Ehsan, §
(@]

Malaysia
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DPE NGHI . - S
STT XUAT DIA CHI NHAN CAP CO' QUAN CAP CONG B6 LY DO KHONG DAT YEU CAU
10 |Merck KGaA Merck KGaA DE_HE_01_ Co quan tham quyén VPDD Merck Codng ty da cdng bé Dot 33 STT 33.
(Co s& sdn xuat Frankfurter Strabe 250, GMP_2015_ Plc KGaA Céng ty cung cdp GCN GMP mdi (d3 xac nhan trén
ban thanh pham) |A18, A31, A32, D3,D9, 0114 EUDRA) cla Co s& SX ban thanh pham, cé han hiéu
D11, D12, D15, D24, D25, " luwc 1a 09/03/2018.
D39, 111, N78, N79, N80, § GCN cla Co s& san xuat ban thanh pham cé han hiéu
N90, PH5, PH16, PH23, S lwc ngan hon 13 11/02/2016.
PH28, PH50, PH51, PH52, S Nhu vay tai thoi diém hién tai, GCN nay d3 hét han.
PH80, V40, V41, V42, V66, ~ Khéng dat yéu cau.
V67; 64293 Darmstadt,
Germany
Merck S.A.de C.V. | Calle 5, No,7 Frac., DE_HE 01 _ ™
(Co sé& déng goi va|Naucalpan de Juarez, Edo. [GMP_2013_ 8
Xuat xudng) De Mexico, C.P.53370, |0029 S
Mexico g
11 [Mega Lifesciences |Mega Lifesciences Public |DE_NW_01_ Co quan thdm quyén Mega Cong ty ndp kém CPP (do Singapore cip) cla sdn
Public Company [Company Limited, Plant 1 |GMP_2015_ blrc Lifesciences pham ACNOTIN 10, ACNOTIN 20 va dé nghi bé sung
Limited 384, Moo 4, Soi 6, 0010 " Public Company |cac san pham nay vao pham vi chirng nhan.Tuy
Bangpoo Industrial Estate, § Limited nhién, tai Gidy chirng nhan do Dlrc cdp chi chirng
Pattana 3 Road, Phraeksa, vy nhan cho céc san pham d3 céng bd, khdng chirng
Mueang, Samutprakarn % nhan cho 2 san pham xin bé sung néu trén => Khong
10280, Thailand © dat.
12 [Tolmar INC. (Co s&|701 Centre Avenue, Fort |NL/H ™ [Healthcare Inspectorate, |Cong ty TNHH HO6 so cong bé 1a CPP clia san pham Hon dich tiém
san xuét) Collins, Colorado, 80526, [13/0117 8 Netherlands DKSH Viét Nam [Eligard 7.5mg, va MA trong d6 Co s& san xuat
United States S (Tolmar) d3 dwoc cong b6 dot 28 STT 9, hét han
ﬁ 12/09/2016; Co s& xuat xwdng (Astellas) d3 dugc
Astellas Pharma |Hogemaat 2, 7942 JG NL/H ™ Healthcare Inspectorate, céngAbé d'Q’t 8 'STTA,46' rlét haf 31/01/72016‘ o
Europe B.V. (Co s&|Meppel, The Netherlands [13/0008 8 Netherlands Do7vay, tf-“ tbo" diém fong l:l>o, ,GCN Eua Ed SO xuat
xust xudng) N xuwong da hét han, khdng dap &ng yéu cau.
S~
)
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Farmaceuticas,
S.A.

2710-089, Portugal

25/01/2016

Products (INFARMED),
Portugal

Group Co., Ltd
General Pharm.
Factory

TEN CO’ SO’ SAN . GIAY CH. | NGAY " DN PE NGHI . . N
STT XUAT DIA CHI NHAN CAP CO' QUAN CAP CONG B6 LY DO KHONG DAT YEU CAU
13 |Atlantic Pharma - |Rua da Tapada Grande, n° [F036/S1/MH National Authority of Harbin GCN chua dugc cong chirng va Hop phap héa lanh
Producoes 2, Abrunheira, Sintra, /001/2016 Medicines and Health Pharmaceutical |sw nén khéng dap (rng yéu cau vé phap ly.
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