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( Theo cong van s6 11608/QLD-CL ngay 23/06/2016 cia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN DE NGHI R S o
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

1 |Nipro Pharma 647-240, Ureshinotengeji- |3129 Ministry of Health, Céng ty CPDP Ha|Gidy chirng nhan CPP khéng ghi th&i han cé hiéu luc. Cuc Quan ly Duoc tam céng bd
Corporation Ise Cho, Matsusaka-Shi, Mie, «n |Labour and Welfare Noi tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Plant 515-2302 Japan § (MHLW), Japan théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac

S dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém

i 5\ v > 2 2 2 ~

> tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

~ san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.

2 |Jubilant 16751 Route 62807 © |Inspectorate Ottawa VPDD Ferring Céng chirng chi xac nhan chit ky cha nguoi khai, khéng xdc nhan noi dung, tinh chinh
Hollisterstier Transcanadienne, 8 Health Products and Pharmaceuticals [xac cla gidy chirng nhan CPP.

General Kirkland, Quebec, Canada, S [Food Branch Ltd D@ nghi cong ty bé sung gidy chirng nhan CPP do co quan cé thdm quyén xac nhan
S~ 2 .
Partnership H9H 4J4 @ |Inspectorate sao y ban chinh.
3 |Laboratorio Ernesto de las Carreras 20132014 National Administration |Céngty CP DP  [Yéu ciu b8 sung Gidy chirng nhan GMP g6c st dung tai nudc s& tai cé da thong tin
Varifarma S.A. 2469/71 at the corner of (001517 15 of Drugs, Food and Duy Tan lien quan dén ngay kiém tra, do co quan quan ly duoc Argentina cip dé d6i chiéu.
Uruguay No 3688 (Zip 2 [Medical Devices,
Code B1643AVK), of the &  |Argentina (ANMAT)
city of Beccar, Province of S
Buenos Aires, Argentine 3
Republic.

4  |Klonal SRL Lamadrid 802, of the City (20132014 o |National Administration (Cong ty c6 phan [Yéu cau b6 sung Gidy chirng nhan GMP géc st dung tai nwdc s& tai co du thong tin
of Quilmes, Buenos Aires |000382 16 § of Drugs, Food and dwoc phdm Duy [lién quan dén ngay kiém tra, do co quan quan Iy duoc Argentina cip dé d6i chiéu.
of the Argentine Republic n |Medical Decives, Tan

o
§ Argentina (ANMAT)

5 |Glaxo Wellcome (Zone Industrielle no.2, 23 |HPF/FR/49/2 ~ [National Agency for the |VPDD Glaxo P& nghij b6 sung Bao cao thanh tra GMP (phan hanh chinh va két luin) hodc CPP va
Production - rue Lavoisier, 27000 016 § Safety of Medicine and [Smithkline MA tai Viét Nam dé lam r& céc dang bao ché cy thé déi véi "cac dang bao ché ran
Evreux Evreux, France ~  |Health Products (ANSM), [Pte.Ltd tai khac".

o
S |France Tp.HCM
(@]
6 |Hanmi Pharm. Co.,|214, Muha-ro, Paltan- 2016-D1- o |Korean Food and Drug  |VPDD Merck Gidy chitng nhan GMP theo mau khdng c6 thong tin vé ngay kiém tra, han hiéu lyc.
Ltd. myeon, Hwaseong-si, 0420 § Safety - Gyeongin Sharp & Dome [Cuc QLD tam céng bd véi thdi han 12 thang. Yéu cau Cong ty cung cap Gidy chirng
Gyeonggi-do, Republic of ~ |Regional Office (Asia) LTd tai VN [nhan theo mau thé hién day d0 cac ndi dung va thai han kiém tra, thoi han hiéu luc
o D ~ A e R A ~ \ e
Korea = hodc Bao cdo thanh tra (phan hanh chinh va két luan) dé cé thé cong bo theo thoi
e han hiéu luc quy dinh cda Han Quéc.
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TEN CO’ SO’ SAN B GIAY CH. | NGAY ~ DN PE NGHI A - P 2 <
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
7 |Ferring Controlled |1 Redwood Place, Peel UK MIA o |Medicines and Ferring P& nghi cung cap bién ban kiém tra (phan hanh chinh va két luan) hodc Gidy chirng
Therapeutics Park Campus, East 8731 Insp § Healthcare Products Pharmaceuticals [nhdn CPP cla nuéc s& tai va MA do Cuc Quan ly Dwoc cap thé hién rd cac dang bao
Limited Kilbride, Glasgow, G74 GMP < |Regulatory Agency Ltd ché cu thé cla "dang bao ché ran khac" trong pham vi dwoc chirng nhan.
5PB, United Kingdom 8731/18177- 3 (MHRA), United
0016 ©  [Kingdom
8 [Hospira Australia [1-5, 7-23 and 25-39 Lexia [16/0374 © Therapeutic Goods Pfizer (Thailand) |CAng ty d@ nghi cdc sdn pham cu thé (theo CPP) va ndp kém GMP dé xac nhan hiéu
Pty Ltd Place, Mulgrave Vic 3170, S |Administration (TGA), Ltd. lwc. Tuy nhién, cac sdn pham dé nghi déu la cac sdn pham ddc t6 t& bao, trong khi
Australia § Australia gidy chirng nhdn GMP khéng cé théng tin chirng nhan cho pham vi thuéc chira déc t6
S~ NN
16/0380 N tebao. e , e
Cuc Quan ly Dugc tam cong bo tai danh sich co sé san xuat thudc dat tiéu chuan
16/0465 PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay céng bé. Pé nghi cong ty cung
16/0475 =t cap Gidy chirng nhan GMP cla cdng ty chirng nhan pham vi cho céc sdn pham doc t6
16/0474 8 t& bao hodc bang chitng chitng minh céc thudc chira ddc t6 t& bao thudc pham vi
16/0473 § kiém tra chirng nhan tai gidy GMP nay (cung cap bién ban kiém tra GMP phan hanh
16/0477 S chinh va két luan). Néu qua thdi han trén, Cuc Quan ly Duoc s& rit co s& san xuat
16/0476 khoi danh sach.
9 |CSLBehring LLC  |Route 50 North, 1201 N. |GAMC- o |United States Food and  |Unico Alliance  |D& nghi cong ty giai trinh vé viéc tai ndi dung CPP, dia chi co s& san xuét la "Route 50
Kinzie, Bradley, IL 60915, [RM2T WHO S Drug Administration Co. Ltd North, 1201 N. Kinzie, Bradley, IL 60915, USA", tuy nhién tai thong tin trén nhan dia
USA % (U.S. FDA) chi co s& san xuat 1a "Kankakee, IL 60901 USA". San pham Albumin san xu3t tai dia
§ chi trén CPP cling chua dugc cdp phép Iwu hanh tai Viét Nam.
10 |Korea United No. 2A, Tu Do Boulevard, [< Khdéng cé Co quan thdm quyén Cong ty C6 phan [Dé nghi cong ty cung cap bién ban kiém tra GMP dé chirng minh toan bé qua trinh
Pharm Int'l JSC. Vietnam-Singapore s6 chirng 9 [Han Quéc (Daejeon Korea United san xuat ra thanh pham dugc kiém tra chirng nhan.
Industrial Park, Thuan An |nhan > 8 Regional Office of Food |Pharm Int'l
Town, Binh Duong § & Drug Safety)
Province, Vietnam S
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