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
bot61
( Theo cong van s6 21439/QLD-CL ngay 09/11/2018 ctia 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 |Ciplalimited Plot No. D-7, D-22, D27, (UK GMP ~ |Medicines and Cipla limited P3 cdng bd Dot 55, STT 10. Khdng cong bé lai
MIDC, Kurkumbh, District (14694 Insp § Healthcare Products
Pune, Maharashtra, IN- GMP S |Regulatory Agency
i
413 802, India 14694/4462 o« |(MHRA), United
27-0005 " |Kingdom
2 |Fresenius Kabi AB |Rapsgatan 7, Uppsala, 751 |6.2.1-2016- « Medical Products Céng ty c6 phan [Gidy chirng nhan chuwa dugc hgp phap héa I3nh sy theo quy dinh.
74, Sweden 098801 8 Agency, Sweden Fresenius Kabi
3 Viét Nam
)
o
3 |ACS Dobfar S.P.A |V.Le Addetta 2a/12-20067 |(IT/63- % |ltalian Medicines Agency |Cong ty c6 phan [Gidy chirng nhan chua dugc hop phap héa lanh sy theo quy dinh.
Tribiano (M), Italia 1/H/2018 8 (AIFA) Fresenius Kabi
S Viét Nam
B}
4 |Apotex Inc. 151 Signet Drive, Toronto, |60940 Health Products and Paradigm Chinh sach Health Canada (trong h6 so) d3 ghi rd tan suat kiém tra GMP d&i vdi co s&
Ontario, M9L 1T9, Canada Food Branch Pharmaceuticals |d6ng géi, kifm nghiém: 24 thang.
(co s& san xuét) 61392 N w)Inspectorate (HPFBI), Inc Tuy nhién, cac gidy phép san xuat va gidy chirng nhan CPP clia cac sdn pham nay theo
8 8 Canada tai liéu Cong ty ndp kém ho so d3 hét han hiéu lyc.
Apotex Inc. 4101 Weston road, 61393 g g
Toronto, Ontario, M9L N N
2Y6, Canada
(co s& dbng gbi)
5 |Apotex Inc 50 Steinway Boulevard, 100375-F © |Co quan thdm quyén Paradigm Chinh sach Health Canada d3 ghi rd tan suat kiém tra GMP 24 thang d6i vdi co sé& san
i
co s& san xuat Etobicoke, Ontario, 8 Canada Pharmaceutical [xuét.
M9W6Y3 - Canada 5 Inc Tuy nhién, céc gidy chirng nhan GMP va gidy chirng nhan CPP cla san phdm nay theo
p tai liéu Cong ty ndp kém ho so d3 hét han hiéu lyc.
Apotex Inc (Co s& |4100 Weston Road, 100375-B © |Coquan thdm quyén
ddng goi) Toronto, Ontario, M9L2Y6 - Q [canada
Canada §
a
i
6 |Cipla Unit IX, Plot No. M-61, M- (FPP-2017- ~ [Islamic Republic of Iran |Cipla limited Céng ty ndp gidy chirng nhan GMP do Co quan quan ly dugc Iran cap, tuy nhién
62, M-63, Verna Industrial |016 § théng tin ngay kiém tra trén gidy chirng nhan 13 07/2011, trwdc thoi diém Co quan
Estate, 403722, Verua § quan ly dwoc Iran 1a thanh vién PIC/s.
Salcette, Goa, pin: 403722, =
India c
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TEN CO’ SO’ SAN : GIAY CH. | NGAY - DN DE NGHI p R S
STT ~ DIA CHI ~ ~ CO’' QUAN CAP A ~ LY DO KHONG PAT YEU CAU
XUAT : NHAN CAP Q CONG BO -
7 |AstraZeneca AB  |PET Turbuhaler and 5.9.1-2017- Swedish Medical AstraZeneca Cuc QLD chi céng bé cac day chuy@n san xuat, dang bao ché déi vai céc thudc thanh
Pumpspray, Forskargatan (096501 Products Agency (MPA) |Singapore Pte, [pham, khéng cong b8 dugc chat/nguyén liéu. Do d6, khdng cong bé b6 sung dugc
18, Sédertilje, 15185, ™ Ltd chat theo yéu cau cla cong ty.
o
Sweden g
(* Dia chi chung: <
Sodertalje, 15185, b
Sweden)
8 |S.C. Infomed 50 Theodor Pallady bivd., (4314 n National Agency for Coéng ty TNHH  [CPP ctia sdn pham ndp kém hd so dé nghi cong b8 d3 qua 24 thang .
Fluids S.R.L. Sector 3, Bucharest, 8 Medicines and Medical |DP Lamda
Romania 8 [Devices (NAMMD),
5 Romania

9 |Bluepharma - S. Martinho do Bispo, FO01/S1/MH @  |National Authority of Jin Yang Pharm. |Gidy chirng nhan GMP va CPP chwa dugc hop phép hda lanh sy va cdng chirng hop
Industria Coimbra, 3045-016, /002/2018 8 Medicines and Health Co., Ltd |é.

Farmacéutica, S.A |Portugal X [Products (INFARMED),
g Portugal

10 |S.A.L.F. SPA Via G. Mazzini, 9- 24069 |IT/235- r |ltalian Medicines Agency |Medexport ltalia [Co s& va Gidy chitng nhan d& cdng bé Dot 60 STT 52. Khdng cdng b lai.
Laboratorio Cenate Sotto (BG), Italia  |1/H/2017 8 (AIFA)

Farmacologico S
S~
—
(@]

11 |Lek farmacevtska |Trimlini 2D, Lendava, 401-8/2018- w |Agency for Medicinal VPDD Novartis [Pham vi chitng nhan cla co sé chi cé hoat ddng chirng nhan xuat xudng va déng goi
druzba d.d. 9220, Slovenia 4 § Products and Medical Singapore Pte  [cap 2, khdng phai la toan bd qua trinh san xuat. Khéng dap &rng yéu cau.
(Pharmaceuticals < [Devices of the Republic [Ltd tai Tp HCM

o
d.d.) S |of Slovenia (JAZMP)
o

12 |Orion Corporation [Tengstrominkatu 8, Turku, |7038/06.08. Finnish Medicines VPDD Merck Thuéc d3 cong b6 Dot 59 STT 9, han dén 03/12/2018. Céng ty ndp CPP dé cip nhat
(hodc Orion Oyj FI-20360 (hoac 20360), 00.04/2017 ~ |Agency, Inspectorate Sharp & Dohme |[cdng b8, nhung trén CPP khdng ghi thdi han. Dé nghi céng ty ndp CGN GMP mdéi cla
hodc Orion Finland 8 (Asia) Ltd tai Viét|co s& déng gbi d& dwgc cap nhat.
pharma) S Nam
(Co s& san xuat) S
Schering-Plough  |Industriepark 30, Heist-op-|BE/GMP/20 © Federal Agency for
Labo NV den-Berg, 2220, Belgium |15/111 8 Medicines and Health
(Co s& dbng gbi) @ |Products (FAMHP),

§ Belgium
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
13 [FRESENIUS KABI [Via S. Leonardo 23 - 45010|1T/7- ® |ltalian Medicines Agency |Cong ty CP Co s& chi san xuat ban thanh pham. Yéu ciu céng ty cdng b6 kém theo co s& déng
IPSUM S.R.L. (cssx [Villadose (RO), Italy 1/H/2018 8 (AIFA) Fresenius Kabi |g6i dat PIC/S GMP hoic theo tirng sdn pham
san pham trung N Viét Nam
gian) §
14 |Genfarma Avda. De la Constitucion, (2018/02407 Agency for Medicines Cong ty c6 phan [Khéng dat. Cong ty Genfarma Laboratorio, S.L cC6 théng bdo khéng dat tiéu chuan
Laboratorio, S.L  [198-199, Poligono % |and Health Products dwoc phdm EU-GMP clia co quan quan ly TAy Ban Nha s6 ES/NCR/GMP/2/2018 ngay 26/10/2018.
Industrial Monte Boyal, 8 (AEMPS), Spain Trung wong
45950 Casarrubios del 3 CPC1
Monte, (Toledo), Spain &
15 |Ferring Chemin dela 17-0474 |Swiss Agency for VPBD Ferring  |San pham dé nghj cong b8 d3 thudc pham vi chirng nhan dugc cong bd, khéng déng
International Vergognausaz 50, 1162 St- 8 Therapeutic Products Pharmaceuticals |y diéu chinh.
Center SA Prex, Switzerland § (Swissmedic) Ltd.
3
16 |Zuellig Pharma 15 Changi North way #01- |[MLMP09000| g |Health Sciences Mundipharma |Cuc QLD chi cédng b6 céc ddy chuyén san xuat hoan chinh, khéng cdng b6 theo cong
Specialty Solution |02, #02-02, #02-10 02 8 Authority -HSA, Pharmaceutical |doan san xuat.
Group Pte. Ltd. Singapore 498770 5 Singapore Pte. Ltd
S
17 |Mefar ilag Sanayii |Ramazanoglu, Mah. Ensar |TR/GMP/20 © Turkish Medicines and |Cbéng ty CP Tai thoi diém kiém tra va cap Gidy chirng nhan, co quan quan ly dwgc Thé Nhi Ky
AS. Cad. No: 20, Kurtkoy- 16/236 8 Medical Devices Agency |Pharmatopes chuwa la thanh vién cta PIC/S, do d6 khéng cong nhan két qua.
Pendik, Istanbul, Turkey § (TMMDA) Viét Nam
X
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