PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
Dot 47
( Theo cong van s6 782/QLD-CL ngay 25/01/2017 cta Cuc Quan ly Dwgc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI A w . =
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 [ N.V.Organon Molenstraat 110, OSS, NL/H Health Care Inspectorate [Merck Sharp & [P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
5342CC, Netherlands 16/1010471 - Pharmaceutical Affairs |Dohme (Asia) nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
Cach ghi khac: ¥ |and Medical Technology, [Ltd. bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chirng nhan.
Molenstraat 110, 5342 CC 8 Netherlands
Oss, Netherlands g
hodc: Kloosterstraat 6, 3
5349 AB Oss, Netherlands
2 |FamarLyon 29 Avenue Charles de HPF/FR/254/ National Agency for the |VPPD Céngty [* Cdngty cung cip gidy GMP cap nhat ban in trén trang Eudra. Dé nghi cung cap Gidy
Gaulle, Saint Genis Laval, |2016 Safety of Medicine and [Sanofi-Aventis [chitng nhan dwoc chirng thyc sao tlr ban chinh (tai nwdc sé tai, hgp phap hoa lanh
69230, France Health Products (ANSM), |Singapore Pte. [su,...) theo dung quy dinh hodc xuat trinh ban chinh dé d&i chiéu.
France Ltd. * Cdng ty cung cap CPP va Gidy phép lru hanh tai Viét Nam dang vién nén bao phim:
Vién nén bao phim Rovamycine (Spiramycin 1,5 M.I.U); Vién nén bao phim
Rovamycine (Spiramycin 3 M.1.U). Déng y b8 sung dang bao ché "vién nén bao phim
(khdng sinh nhom beta-lactam)" trong pham vi chitng nhan sau khi Céng ty giai trinh
vé gidy chirng nhdn GCM theo dung quy dinh.
3 |Patheon Inc 2100 Syntex Court, 64071 © Health Product and Food |VPDD Hoffmann {Gidy chirng nhan GMP ndp kém hd so chi cdng bd dap rng GMP-WHO.
Mississauga, Ontario, 8 Branch Inspectorate of |La Roche Ltd. P& nghi cung cap Gidy chirng nhan GMP ghi ré dap trng GMP PIC/S hodc GMP Canada
Canada, L5N 7K9 & [Ottawa, Canada
)
4 [Laboratorios Lesvi,|Avinguda de Barcelona, [NCF/1637/0 Ministry of Health of Coéngty TNHH  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
SL 69, 08970 Sant Joan Despi |01/CAT Government of DP Lién Hop nhan CPP tai nwéc s& tai va MA do Cuc Quan ly Dwoc VN cip thé hién rd cac dang
(Barcelona), Spain Y [Catalonia, Spain bao ché cu thé clia "dang bao ché ran khac" trong pham vi dwoc chirng nhan.
(* Cach ghi khac: ]
Avda. Barcelona 69-08970 E
Sant Joan Despi, 3
Barcelona, Spain)
5 |Sanofi Winthrop  [56 route de Choisy au Bac, [HPF/FR/269/|  , [French National Agency |VPDD Sanofi Gidy chirng nhan GMP 13 ban in tir Eudra: dé nghi cung cap ban dwoc cong chirng tai
Industrie COMPIEGNE, 60205, 16 § for Medicine and Health |Aventis nuwdc sé tai.
France S |Products Safety (ANSM) |[Singapore Ltd tai
% TP H® Chi Minh
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6 |Fresenius Kabi 6 rue du Rempart, 27400 |HPF/FR/242/| o  [French National Agency [Céngty CP Céc trang khdng c6 dau hiéu lién két. Dé nghi cung cap ban gbc hop phap hda lanh sy
France Louviers, France 2015 8 for Medicine and Health |Fresenius Kabi |dé d&i chiéu.
S [Products Safety (ANSM) [Bidiphar
&
o
7 |Pharmidea Rupnicu iela 4, Olaine, ZVA/LV/201 i |State Agency of Congty TNHH P& nghi Cong ty cung cip cdc tai liéu chirng minh pham vi chirng nhan duwoc hiéu 13
Olaines novads LV-2114, [5/012H 8 Medicines (ZVA), Latvia |DP Viét Phap "bao gdm ca": quy dinh céch ghi gidy chirng nhan cla nwdc sé tai, hodc gidy chirng
Latvia x nhan CPP, MA cla san pham khéng phai san pham ddc té bao, kim té€ bao dugc san
S~ ~, . ~
~ xuat tai Cong ty.
8 |[Tulip Lab Pvt. Ltd. [F-20/21, Ranjangaon 060/2016/S © |State Administration of [Céngty TNHH |Theo quy dinh cla Ukraine, cac gidy chirng nhan GMP luén dinh kém danh sach san
MIDC, Tal. Shirur, Dist- AUMP/GMP 8 Ukraine on Medicinal TM Thanh Danh |pham cu thé, d@ nghi cdng ty cung cap ban sao hgp phap héa I3nh sy day dd phan
Pune, India & |Products (SAUMP) gidy chirng nhan GMP va danh sach san pham dinh kém.
)
9 |Fresenius Kabi EstermannstrafBe 17, 4020 (INS-480019- ©  |Austrian Federal Office |Cong ty TNHH P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng
Austria GmbH Linz, Austria 0043-001 8 for Safety in Health Care [Dugc TAm Pan  |nhan CPP tai nudc s tai va MA do Cuc Quan ly Dwgc VN cip thé hién rd cac dang
(1/2) 5 bao ché cu thé clia "dang bao ché ran khac" trong pham vi dwoc chitng nhan.
3
10 |Catalent Germany |Catalent Germany DE_BW_01_ wn |Coquan thdm quyén Pierre Fabre San pham Navelbine theo MA Viét Nam va CPP chi san xut tai nha may Pierre Fabre,
Eberbach GmbH |Eberbach GmbH, GMP_2015_ § burc Medicament khdng theo 2 cdng doan san xuit nhu cdng ty dé nghi.
(Co s sdn xudt) |Gammelsbacher Str.2, 0085 E Gidy chirng nhan GMP cla nha may Pierre Fabre nép kém chi cé pham vi déng géi
69412 Eberbach, Germany > cho vién nang mém chira doc td té€ bao, khéng cé giai doan san xuat vién nang mém
- doc t6 té bao.
Pierre Fabre Aquitaine Pharm HPF/FR/238/| |National Agency for the Pé nghj Cong ty cung cAp tai liéu phap ly thé hién sdn pham duoc sdn xuat qua 2
Medicament International 1, Avenue du(2014 § Safety of Medicine and cong doan va cung cap Gidy chirng nhdn GMP cla nha mdy san xuat bdn thanh phdm
Production (Co s& [Béarn, 64320 IDRON, S |Health Products (ANSM), vién nang mém déc té té bao.
~ i
ddng gobi va xuat |France S |France
xuwédng) «
11 [PT.AVENTIS JI. Jenderal Ahmad Yani, [4411/CPOB/ »» |National Agency for Drug|VPDD Sanofi Khéng d6ng y bd sung cach ghi dia chi thir hai, Cuc QLD c6ng b8 theo dia chi ghi trén
PHARMA Pulo Mas, Pulo Gadung, |A/V/15 § and Food Control Aventis tai gidy chirng nhan GMP do co quan thdm quyén Dirc cap.
Jakarta Timur, Indonesia g (NADFC), Indonesia TP.HCM Yéu cau Cong ty b6 sung chirng nhan cla co quan cé tham quyén tai Indonesia vé
> viéc dia chi ghi trén gidy chirng nhan GMP va dia chi trén CPP, MA do co quan thdm
- quyén Indonesia cip la mot.
12 [Biolyse Pharma 59 Welland Vale RD, St. 63874 © |Health Products Cong ty CPDP Gidy chirng nhan GMP ndp kém hd so chi cdng bé dap rng GMP-WHO.
Corporation Catharines, Ontario, 8 Compliance Directorate, |Vipharco Pé nghi cung cip Gidy chirng nhan GMP ghi rd dap &rng GMP PIC/S hodc GMP Canada
Canada L2S 3Y2 ¥ [Canada
E}
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13 |FERRING 1 REDWOOD PLACE, PEEL |UK MIA o |Medicines and VPBD Ferring  [P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
CONTROLLED PARK CAMPUS, EAST 8731 Insp § Healthcare Products Pharmaceuticals [nhdn CPP tai nuéc s& tai vd MA do Cuc Quan ly Dwgc VN cip thé hién rd cac dang
THERAPEUTICS KILBRIDE, GLASGOW, G74 (GMP < |Regulatory Agency Ltd. bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
o
LIMITED 5PB, United Kingdom 8731/18177- S [(MHRA), United
0016 ©  [Kingdom
ctelion ewerbestrasse ,|15- wiss Agency for an phong dai @ nghi bd sung odc bdo cdo kiém tra d& |am rd cac dang bao ché cuy thé.
14 |Acteli G b 12/14/16,]15-1385 P N iss A f Van phong dai  |D hi b SMF h b k del d b h h
Pharmaceuticals (4123 Allschwil, § Therapeutic Products dién Menarini
Ltd. Switzerland = |(Swissmedic) Singapore Pte.,
o
- Ltd tai Ha Noi
i
15 |Pierre Fabre Site Progipharm, rue du  |HPF/FR/167/| o  |French National Agency |VPDD Congty |Gidy chirng nhdn GMP ndp kém hé so la ban in mau tir EUDRA. Yéu cau cung cap ban
Medicament Lycée, GIEN, 45500, 2016 8 for Medicine and Health |Pierre Fabre S.A. [GMP cé hgp phédp hda lanh sy theo quy dinh hodc ban sao cong chirng clia nudc s&
Production - Gien [France & |Products Safety (ANSM) [tai Tp. HCM tai.
S~
3
16 |Lupin Limited 198-202 New industrial UK GMP o |Medicines and Lupin Limited Thu tuc sao chitng thue khéng phl hop véi quy dinh cba Viét Nam.
Area No.2, Mandideep, 25315 Insp § Healthcare Products Yéu ciu cung cip ban GMP dugc chirng thye theo ddng quy dinh tir ban gbc hodc
District Raisen, IN 462 046,(GMP % |Regulatory Agency ban sao cdng chirng tai Anh.
o
India 23158/3904 = |(MHRA), United
7-0009(H] | ™ [Kingdom
17 |Catalent France |74 rue Principale, HPF/FR/192/ © French National Agency |[VPDD Pierre Gidy chirng nhan nép kém ho so chua dugce hgp phap hda lanh sy. Yéu cau cung cap
Beinheim SA Beinheim, 67930, France (2016 8 for Medicine and Health |Fabre S.A. tai Tp.|gidy chitng nhan dép (rng tinh phép ly theo quy dinh.
g Products Safety (ANSM) [HCM
o0
i
18 [Troikaa C-1, Sara Industrial Estate, |106-1088 v |Ministry of Healthand [Congty TNHH  [D& nghi bd sung bang chirng vé viéc cap phép luu hanh tai Bai Loan d6i véi cac dang
Pharmaceuticals |Selaqui, Dehradun - 8 Welfare duoc pham New |bao ché: Thudc tiém (san xuat vo trung va tiét trung cudi); Vién nang cirng; Vién nén
Limited 248197, Uttarakhand, Y Far East bao phim; Thudc cdm.
India g
19 [JW Life Science 28 Hanjin 1-gil, Songak- 2016-G1- Daejeon Regional Office |JW Gidy chirng nhan CPP khong ghi thdi han cé hiéu lwe. Cuc Quan ly Duoc tam cong bé
Corporation eup, Dangjin-si, 2260 o |of Food & Drug Safety, [Pharmaceutical (tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Chungcheongnam-do, § Korea Corporation théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
Republic of Korea S dinh thoi han cé hiéu lwc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
i 5, ¢ 3 R . 2 2 ~,
= tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
i

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

TEN CO’ SO’ SAN . GIAY CH. | NGAY - DN DE NGHI R o o
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
20 |Dr.Reddy's Plot No: P1 to P9, Phase [093/2015/S State Administration of |[VPDD Theo quy dinh cha Ukraine, cac gidy chirng nhan GMP ludn dinh kém danh séch san
Laboratories LTD (I, VSEZ, Duvvada, AUMP/GMP ©  [Ukraine on Medicinal Dr.Reddy's pham cu thé, dé nghi cong ty cung cip ban sao hop phéap héa lanh sy day a0 phan
ormulation Unit {Visakhapatnam District, N roducts aboratories gidy chirng nhan va danh sach san pham dinh kém.
(F lation Unit {Visakh Distri 3 Prod (SAUMP) Lab ies LTD|gidy ch han GMP va danh sach ham dinh k
7) Andhra Pradesh, INDIA § tai TP. Hd Chi
a Minh
21 ([Polfarmex S.A. 9, Jozeféw Str., 99-300 GIF-IW- ©  |Main Pharmaceutical Céngty Dwoc  |Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hoac gidy chirng
Kutno, Poland 400/0020_0 8 Inspector, Poland pham Polfarmex [nh&n CPP tai nuéc s& tai vd MA do Cuc Quan ly Dwgc VN cip thé hién rd cac dang
1_01/04/30 S S.A bao ché cu thé cta "dang bao ché ran khac" trong pham vi dugc chitng nhan.
3/16 )

22 |Lek farmacevtska |Perzonali 47, Prevalje, 401-9/2016- o |Agency for Medicinal VPBD Norvatis  |Khdng tim thdy GCN GMP s6 401-9/2016-5 (cip ngay 19/9/2016) trén trang Eudra.

druzba d.d 2391, Slovenia 5 § Products and Medical (Singapore) Pte [Tuy nhién, v&i cung dia chi nha san xuat, cing ngay kiém tra (27/5/2016) va cling
o |Devices of the Republic |Ltd. Tai TP HCM [pham vi céng b8, c6 1 GCN GMP s8 450-7/2016-3 dugc cip ngay 11/11/2016. bé
o 2.4
§ of Slovenia (JAZMP) nghi cong ty giai trinh.

23 [Dongkwang 115 Sandan-ro, 2016- D1- ©  |Gyeongin Regional Office|Cong ty P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két ludn) hoic gidy chirng

Pharm.Co., Ltd Pyeongtaek-si Gyeonggi- (2834 8 of Food and Drug Safety, [Dongkwang nhan CPP tai nwdc s& tai va MA do Cuc Quan ly Duwoc VN cip thé hién rd cac dang
do, Republic of Korea (Han Q  [Korea Pharm.Co., Ltd |bao ché& cu thé cla "dang bao ché cephalosporin” trong muc 8. "dang bao ché dic
~ =~ PRI . . N
Quoc) 2 biét" cua pham vi duwgc chirng nhan.

24 [Sandoz Grup Gebze Organized DE_ST 01 G|  |Coquanthdm quyén VPDD Norvatis [D& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luadn) hodc MA do Co
Saglik Urunleri Industrial Region lhsan MP_2016_0 § blc (Singapore) Pte [quan quan Iy Birc cip thé hién rd dang bao ché "vién nén bao phim" trong pham vi
llaclari San. ve Tic. [Dede Cadde No. 900. 011 g Ltd. Tai TP HCM |dugc chirng nhan.

A.S. Sokak TR-41480 Gebze- F
—
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