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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Pfizer Manufacturing Cong ty xin dinh chinh dia chi, tuy
Deutschland GmbH nhién Gidy ching nhan da hét hiéu luc
1 Pfizer Manufacturing|Betriebsstatte Freiburg,|DE_BW_01_GM 99/9/2011 Co _ Quan tham|Pfizer Thailand ve}o thang 28/7/2013 ma chua tién hanh
Deutschland GmbH [Mooswaldallee 1 79090|P_2010_0013 quyén Dtrc Ltd. dé nghi cong bo lai nén da rat ra khoi
Freiburg, Baden- danh sach tai thoi diém hién tai.
Wurttemberg, Germany
Pham vi chirng nhan chi cho giai doan
san xudt t6i ban thanh pham, khong la
toan bd quy trinh san xuét.
VPDD Merck|Co so dong goi Merck Sharp &Dohme
Patheon Puerto Rico State _Road 670 km 27 Medical Products|Sharp &|B.V co Giégygchtmg nhan cc‘)rF\)g b trong
2 Manati, Puerto  Rico,|24:2011/522381 [01/08/2012 . o1 A in :
Inc , Agency, Sweden [Dohme (Asia)|dgt 6 da hét hiu luc (8/4/2013).
00674, United States S A S A Y
Ltd Vi vay khong tien hanh céng bo cac
san pham nhu dé nghi trong danh séach
dat tiéu chuan PIC/S EU GMP.
VPDD Pham vi chimg nhan I3 san pham
. French  National|Novartis nghién ctru. Vi vay, Cuc Quan ly dugc
2+ |excetvision Z Ir_‘;e fsm"sar'a?;‘:agd;i[)% HPF/FR/180/201 | /o, [Drug and Health|Pharma [khong tién hanh cong bé pham vi nay.
Annonay, France 3 Products  Safety Serwces‘AG ta{
’ Agency (ANSM) [Tp. Ho Chi
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Mot lan nita, Cuc Quan ly dugc thdong
VPDD bao v6i VPDD Novartis vé Gidy chimg
National Agency Novartis nhan s6 2887/CPOB/A/INN/09: Nguyén
PT. Vitabiotics JI. Raya Caringin 363 2887/CPOB/AII for Drug and Pharma tac GAMPctronqg Giay cht.rng nhéan thﬁzo
4 Padalarang - Bandung, 31/03/2009  |Food Control . .[nguyén tac cua Indonesia. Tuy nhién
Healthcare i /09 . Services AG taif, > T .. L.z 2 N "
Indonesia Republic of A (|tai thoi diém kiém tra va cap Giay
. Tp. Ho Chi| |, ~ . s
Indonesia : ching nhan Indonesia chua la thanh
Minh A,
vién cua PIC/S.
Novell JIT.\_Nanaheran_g No. 35 Therapeutic Cong ty TNHH Tai liéu ndp khong la Giay chirng nhan
. Tiajung Udik, Gunung Goods ...|GMP/CPP/FSC.
5 Pharmaceutical . 19/04/2013 .. . DKSH Viét
. Putri Bogor 16962, Administration,
Laboratories PT : . Nam
Indonesia Australia
National Hb so khong dat vé tinh phap ly. Giay
Kotra Pharma (M) 1, 2&3, Jalan TTC 12, Pharmaceutical |VPDD  Kotra|chung nhan la ban scan mau, khéng la
6 Sdn Bhd Cheng Industrial Estate,[{043/13 08/02/2013 |Control Bureau,[Pharma  (M)|ban gbc hay ban photo cé cong chimng.
75250, Melaka, Malaysia Ministry of|SDN BHD
Health Malaysia
Health  Products| - . Trong gidy phép khong cd pham vi
Omega Laboratories{11177 Hamon, Montreal and Food Branch Cong ty TNHh hoat dong san xuat
! Ltd QC, Canada, H3M 3E4 100277-A 18/05/2012 Inspectorate, D_p va HC Nam) = -
Linh
Canada
Tai liéu ndp bao gdom:
o AL RS Wy e
Omega Laboratories|11155 Hamon, Montreal, and Food Branch g‘ y n X PR n X g; i
8 100277-D 01/02/2012 Dp va HC Nam|khong bao gom hoat dong san xuat.
Ltd Quebec, H3M 3E4, Canada Inspectorate, . 1R N .
Canada Linh - Bao cao kiém tra tr nam 2010 tinh

t6i thoi diém hién tai d3 qua 03 nam.
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Doanh nghiép dé& nghi cdng bd theo
National Agency ting tén thudc cu thé. Tuy nhién, Co
SC. Sindan Pharma B-dul lon Mihalache nr. for Medicines andlActavis s¢ san xuat nay da dugc cong bo dat

SR.L

11, sector 1, Bucuresti, cod
011171, Romania
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theo cac day chuyén san xuét. Vi viy,
Cuc quan ly duoc s€ khong tién hanh
cdng bd céc san pham cu thé duoc san
Xut tai co s& san xuét nay.




