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 58
( Theo cong van s6 13698/QLD-CL ngay 17/07 /2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Glaxo Operations |Priory Street, Ware, UK MIA 4 « [|Medicines and Novartis P3 cdng bd Dot 56 STT 70. Khdng cdng bd lai
UK Ltd Trading as [Hertfordshire, SG12 ODJ, [Insp § Healthcare Products
Glaxo Wellcome |United Kingdom GMP/IMP ~  |Regulatory Agency
Operations 4/15159- S |(MHRA), United
0026 ©  [Kingdom
2 |Innothera Chouzy |Rue René Chantereau, HPF/FR/229/ French National Agency |Céngty TNHH [1. Cong ty cung cdp MA va CPP clia sdn pham Vién nén nhai Ideos (Calcium 500mg,
Chouzy-sur-Cisse, Valloire- 2017 for Medicine and Health |[Tm duwgc Thuan [Cholecalciferol 4001U), @@ nghi b8 sung dang bao ché& "Vién nhai": Khdng chap nhan
sur-Cisse, 41150, FRANCE. Products Safety (ANSM) |Gia vi dang bao ché "Vién nén" dang cdng bé d3 bao gdbm "Vién nén nhai".
(* Cdc cdch ghi khdc: 2. Cong ty cung cdp MA va CPP cla sadn pham Vién nang mém dat 4m dao Polygynax
+ Rue René Chantereau - (Neomycin 350001U, Polymyxin B 350001U, Nystatin 100000IU), d& nghi b8 sung dang
L'Isle Vert 41150 Chouzy- N bao ché "Vién nang mém": Khéng chap nhan vi co sé chi thyc hién giai doan déng goi
sur-Cisse, France. 8 va xuat xwdng déi vdi dang bao ché "Vién nang mém" khdng phai toan bd qué trinh
+ L'Isle Vert, Rue René g san xuat.
Chantereau, Chouzy-sur- 8
Cisse, 41150, France. )
3 |Patheon Inc. Toronto Region 67834 ~ |Coquan tham quyén V&n phong dai  |Céng ty dé nghj diéu chinh dia chi co s& xuat xudng tir "12, 4123" (dia diém san xuat)
(Co s sdn xuat) |Operations, 2100, Syntex § Canada dién A. Menarini [thanh "16, 4123" (dia chi tru s&) cho giéng nhu MA san phim tai Viét Nam.
Court, Mississauga, o Singapore Pte., |Khong chap nhan do GMP duoc cap theo dia chi san xuat va khong cé bang chirng
Ontario, L5N 7K9, Canada % Ltd chirng minh tai tru s& khéng cé co s& san xuat khac.
Actelion Gewerbestrasse 12, 4123 |17-2020 ~ |Swiss Agency for
Pharmaceuticals |Allschwil, Switzerland S |Therapeutic Products
Ltd 3
(Co s& xuat %
xudng) ©
4 |SC ZENTIVA SA Bulevardul theodor PP10152510 Medicines and Coéngty TNHH  [Co s& va san pham d3 dugc tam cdng bé theo CPP clia MHRA cp ngay 12/12/2017
pallady 50, Sector 3, ~ [Healthcare Products Sanofi Aventis  |tai Dot 56 STT 4 va duwoc yéu cau bd sung bing chirng (Gidy chirng nhan GMP/ Bién
Bucharest, RO - 032266, 8 Regulatory Agency Viét Nam ban kiém tra) d& Iam rd théng tin vé ngay kiém tra.
Romania E (MHRA), United Pot ndy Cong ty tiép tuc ndp ban CPP ciling cla MHRA cap ngay 14/11/2017 duoc
S |Kingdom cap trudc ban CPP d3 dwoc céng bd tai dot 56 nén khdng chip nhéan céng bd déi véi

gidy CPP nay.
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5 |Iw 56 Hanjin-1 -gil, Songak- 2017-G1- ~ |Daejeon Regional Food |VPDDJW Co s& da dugc cdng bd véi GCN GMP cap ngay 09/02/2017 tai Dot 54 STT 88. Dot
Pharmaceutical eup Dangjin-si 0348 8 and Drug Administration |Pharmaceutical |nay Céng ty d@ nghj cdng bd bang GCN cii cap ngay 11/08/2016, truwdc ngay cap GCN
Corporation Chungcheongnam-do S corporation tai  |[GMP d3 dwoc cdng bd tai dot 54 va GCN khéng cé han hiéu lyc. Khéng chap nhan
Republic of Korea § Tp.HCM cong bé gidy chirng nhan cong ty ndp dot nay.
6 |Arena Group S.A. |Bd. Dunarii nr.54, Oras 010/2018/R @  |Romania National Arena Group SA DA cong b6 dot 56 vdi tén co s& san xuat theo gidy GMP, khong cong bé lai
Voluntari, Jud. llfov, cod |O 8 Agency for Medicines
077190, Romania S [and Medical Devices
S
i
7 |AstraZeneca UK |Silk Road Business Park, |UK MIA Medicines and VPPD Congty |P3 cong b dot 50 STTS, khdng cong bé lai
Limited Macclesfield, Cheshire, SK {17901 Insp ™~ [Healthcare Products Zuellig Pharma |Khéng céng bé cdng doan dong gdi theo dé nghi
10 2NA, United Kingdom |GMP/GDP/I 8 Regulatory Agency
MP S |(MHRA), United
17901/1011 S |Kingdom
7- 0033
8 |[IPR Carr 188 Lote 17, San VPDD Khéng cé giay chirng nhan GMP kém theo
Pharmaceuticals [Isidro Industrial Park, Po Astrazeneca tai
Incorporated Box 1624, Canovanas, PR - Tp. HCM
00729, Puerto Rico.
9 |Bayer Pharma AG |Bayer Pharma AG DE_NW_04_ Co quan thdm quyén VPDD Bayer Cuc QLD chi céng b cac day chuyén san xuat, dang bao ché theo dung ndi dung gidy
Kaiser-Wilhelm-Allee 1, GMP_2017_ blc (South East Asia) [chirng nhdn GMP, khdng kém theo co ché tac dung. Do d6, khdng cong bd bd sung
51373 Leverkusen, 1047 ~ Pte. Ltd. dang bao ché "vién nén phdng thich kéo dai/ vién phong thich kéo dai" theo yéu ciu
Germany § clia cong ty.
(céch ghi dia chi cii: Bayer ~
—i
Pharma AG P~
Kaiser-Wilhelm-Allee, ~
51368 Leverkusen,
Germany)
10 [Laboratoires Route de Marsat, Riom, 2018/HPF/F French National Agency |Van phong dai [Gidy chirng nhan GMP chua dugc hop phap héa Ianh su. Khéng dat
Merck Sharp & Clermont Ferrand Cedex 9,|R/021 ~  [for Medicine and Health [dién Merck
Dohme Chibret 63963, France 8 Products Safety (ANSM) |Sharp & Dohme
i . .
o (Asia) Ltd. Tai
5 Viét Nam
11 [SUN Industrial Area 3, Dewas, [071/2017/G ~  |State Service of Ukraine [Sun Céng ty dé nghj diéu chinh tén san phadm "Synerpen Injection 500mg" thanh
Pharmaceutical 455 001, India MP 8 on Medicines and Drugs [Pharmaceutical |"Bacqure 500mg". CPP khéng thé hién tén xuat khau sang Viét Nam vai tén "Bacqure
Industries Ltd. Y |Control (SMDC) Industries 500mg" 1a clia sdn pham "Synerpen Injection 500mg" tai nwéc s& tai. Khong dat
S~
® Limited
i
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