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
bot 54
( Theo cong van s6 4226 /QLD-CL ngay 13/03/2018 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI ~ s " 5
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1 |Kopran Limited Village Savroli, Khalapur, |UKGMP o |Medicines and Kopran Limited |* B4o cdo thanh tra do cong ty cung cap trong hd so chi la ban photocopy, chua cé
Raigad, Maharashtra, IN- [14967 Insp § Healthcare Products xac nhan cta co quan quan ly. Yéu cau Céng ty cung cap ban béo cdo thanh tra dap
410202, India GMP ~  |Regulatory Agency rng theo quy dinh phap ly.
14967/5900- § (MHRA), United * Cung cap CPP san pham chitrng minh céc thudc duoc lwu hanh tai Anh hodc EU.
0010 ©  [Kingdom
2 |Bio Sidus S.A Av. Los Quilmes 137, 20132020 National Administration |Cong ty CP XNK [Gidy chirng nhan cho co sé& sdn xuat va co s& dong gbi ndp kém ho so 1 gidy xac
Bernal Oeste - Buenos 000 116 17 ™ |of Drugs, Foods and Y t€ Thai An nhan cho xuat khau, khéng phai 1a Gidy chirng nhan GMP.
Aires, Argentina 8 Medical Devices Th&i han hiéu lwc GCN CPP cla san phdm Hemax dé&n ngay 07/02/2018.
§ (ANMAT), Argentina P& nghi cung cap ban sao cd tinh phap Iy cha Gidy chirng nhan GMP géc, duoc st
S dung tai Argentina d& lam cén c xac dinh thoi han hiéu lyc cia san pham.
3 |Amanta Plot No. 876, NH. No. 8, [102251-A r  |Health Products and Amanta Gidy phép da hét han 13/10/2017.
Healthcare Hariyala, Matar Kheda, 8 Food Branch Healthcare P& nghi cung cap bao cao thanh tra hodc tai liéu xac nhan cé tinh phap Iy thé hién cac
Limited Gujarat 387411, India X [Inspectorate (HPFBI), Limited dang bao ché cu thé dugc chirng nhan.
§ Canada
4 |Laboratoires Route de Marsat, Riom, 09/17/1107 European Medicines VPDD Merck Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwe. Cuc Quan ly Duoc tam cong bé
Merck Sharp& 63963 Clermont-Ferrand (10 ~ |Agency Sharp & Dohme |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Dohme-Chibret Cedex 9, France § (Asia) Ltd tai Viét|thang ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
N Nam dinh thai han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
% tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
e san pham d& nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khdi danh sach.
5 |Shin Poong 41-15 Osongsaengmyeong |2017-G1- Daejeon Regional Office |Shin poong 1. Gidy chirng nhan GMP theo mau khéng cé thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceutical 5-ro, Osong-eup, 0780 of Food & Drug Safety, |Pharmaceutical |Cuc QLD tam céng bé vé&i thdi han 12 thang. Yéu ciu Cong ty cung cap Gidy chirng
Co., Ltd Heungdeok-gu, Cheongju- Korea Co., Ltd nhan theo mau thé hién day d cac noi dung va thoi han kiém tra, thoi han hiéu lyc
si, Chungcheongbuk-do, ™ hodc Bo cdo thanh tra (phan hanh chinh va két luan) d& cé thé cong bd theo thoi
Republic of Korea 8 han hiéu luc theo quy dinh clia Han Quéc.
§ 2. Dé nghi cung cap béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng
2 nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé

hién rd cac dang bao ché cy thé clia "thudc udng dang ran" trong pham vi dwoc
chirng nhan.
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6 |Shin Poong 7 Wonsi-ro, Danwon-gu, |2017-D1- Gyeongin Regional Food |Shin poong Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceutical Ansan-si Gyeonggi-do, 0909 ~ |and Drug Pharmaceutical |Cuc QLD tam cong b6 vdi thdi han 12 thang. Yéu cau Coéng ty cung cap Gidy chirng
Co., Ltd Republic of Korea 8 Administration, Korea Co., Ltd nhan theo mau thé hién day dl cac ndi dung va thoi han kiém tra, thoi han hiéu luc
g hodc Bao cdo thanh tra (phan hanh chinh va k&t luan) dé cé thé cong bd theo thoi
X han hiéu lyc theo quy dinh ctia Han Qudc.
7 |Daiichi Sankyo 1-12-1, Shinomiya, 3467 ~  |Ministry of Health, Daiichi Sankyo  |Gidy chirng nhan khéng c6 théng tin hiéu lyc va thoi gian kiém tra. Cuc QLD tam cong
Propharma Co., [Hiratsuka, Kanagawa, 8 Labour and Welfare Ltd H6 Chi Minh |b& véi thdi han hiéu lyc 02 ndm. D& nghij Cong ty cung cap bién ban kiém tra (phan
Ltd., Hiratsuka Japan S [government of Japan hanh chinh va két luan) dé dugc cong bd hiéu lwc 5 ndm theo quy dinh cia Nhat Ban.
Plant g
8 |Novartis Cherag Ali Market, 1711 |INS-481862- Federal Office for Safety |VPDD Novartis |1. Cong ty cung cip cac CPP san pham vién nén bao phim:
(Bangladesh) Gazipur, Tongi, 0006-010 in Health Care, Austria  |(Singapore) Pte |+ MA Va CPP s3n pham Servilox: |13 CPP cla Bangladesh xuat kh3u Viét Nam, khéng
Limited, Tongi Bangladesh Ltd tai Tp. H6 thé hién cac san phadm luu hanh tai cac nuwéc EU.
Plant Chi Minh + CPP clia san pham Azithromycin: co s& san xuat bao gdm 2 céng doan chuwa dwoc
© néu rd, chua thé hién co s& Novartis sdn xuat vién nén bao phim,.
8 + CPP clia san pham Risperidon Hexal: dia chi co s& sdn xuat chuwa khép véi CPP san
3 pham.
= 2. C4c Giay chirng nhan CPP chua dugc hop phap hda lanh sy day dd.
P& nghj cong ty cung cip CPP clia san pham vién nén bao phim san xuét tai co s& san
xudt Novartis (Bangladesh) Iwu hanh tai cdc nudc EU c6 day da tinh phap ly.
9 |Rottendorf Rottendorf Pharma GmbH [DE_NW_05_ Co quan thdm quyén Cong ty DKSH 1. Céng ty cung cap Gidy chirng nhan GMP cla Rottendorf (Ostenfelder) san xuat tdi
Pharma GmbH Am Fleigendahl 3, 59320 |GMP_2017_ ™~ [DPl&c (Bezirksregierung  [Viét Nam cong doan ban thanh pham va Gidy chirng nhan GMP cla Rottendorf (Fleigendahl)
Ennigerloh, Germany 0002 8 Minster) san xuat cong doan dong goi.
§ P& nghj cdng ty cung cdp CPP hodc MA sdn pham thé hién san phadm san xuat qua cac
] cOng doan tai cac co s& san xuat trén.
2. D& nghj cdng ty bd sung phi cdng b6 theo quy dinh.
10 |Phebra Pty Ltd 19 Orion Road, Lane Cove |MI-2016-LI- o |Therapeutic Goods Cong ty c6 phan [Pé nghi cung cip bao cdo thanh tra (phan hanh chinh va két luin) hodc gidy chirng
NSW 2066, Australia 08007-1 § Administration (TGA), Dwoc pham nhan CPP cla co quan cip chirng nhan GMP va MA do Cuc Quan ly Duoc VN cip thé
§ Australia Vipharco hién rd cac dang bao ché cu thé cha "+ Thudc tiét trung cudi: dung dich thudc. +
g Thuéc khéng vé trung: dung dich thudc." trong pham vi dugc chirng nhan.
11 |Novartis Route de I'Etraz 2, 1260 17-1822 ~  |Swiss Agency for Glaxo Smith Pé nghj cdng ty b6 sung MA/CPP san phdm hodc Bao cdo thanh tra thé hién rd cac
Consumer Health |Nyon, Switzerland 8 Therapeutic Products Kline Pte Ltd dang bao ché trong gidy chirng nhan, do dia chi co s& tai Gidy chirng nhan khac véi
SA § (Swissmedic) dia chi co s& d3 cong bd tai Dot 29.
3
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12 |GlaxoSmithKline |Strada Provinciale Asolana |IT/299- © Italian Medicines Agency [VPPD Janssen- [Gidy chirng nhan GMP cla co s& san xuat, xuat xwdng tdi dung méi khdng cé céng
manufacturing N.90 (loc. San Polo) - 2/H/2016 8 (AIFA) Cilag Ltd. chirng va hgp phép hda lanh sy, chua dép &ng vé phap ly.
S.P.A. 43056 Torrile (PR), Italia N
(Co s6 san xuét) g
Laboratoire Zone Artisanale Errobi, HPF/FR/167/ ~ |National Agency for the
Renaudin 64250 Itxassou, France 2017 § Safety of Medicine and
(Co sé sén xudét, g Health Products (ANSM),
xudt xwéng tui S |France
dung méi) ~
Lusomedicamenta |Estrada Consiglieri F021/S1/MH National Authority of
Sociedade Técnica |Pedroso, no. 69-B, Queluz |/003/2017 Medicines and Health
Farmacéutica, S.A |de Baixo, 2730-055 ™~ [Products (INFARMED),
(Cosé déng goi  |Barcarena, Portugal 8 Portugal
thir cdp va xuét g
xwéng bo kit ) Q
13 |PT.Sanbe Farma [Jalan Mahar Martanegara (4392/CPOB/ National Agency For Coéng ty CPDP  [P& nghi cung cip xac nhan cla co quan quan ly c6 thdm quyén Indonesia vé hai cach
No. 162 (JI. Leuwigajah A/IV/15 Drug and Food Control, [Duy Tan viét dia chi trén MA va GMP la cho cing mdt nha may.Dé nghi nép lai bAn GMP
No. 162) RT.01 RW.12 L [Indonesia (khéng dugc tdé mau)
Kelurahan Baros 8
Kecamatan Cimahi Tengah §
Kota Cimahi, Indonesia 2
14 |[PT. Abbott JI. Raya Jakatar - Bogor 4422/CPOB/ National Agency for Drug|VPDD Céngty  [Diéu chinh b6 sung céch ghi dia chi theo céch ghi cii, thay d&i do cai cai cach hanh
Indonesia Km. 37, Kelurahan A/V/15 and Food Control Abbott chinh. Nhwng xac nhan dia chi thay d6i va dia chi d& nghi méi khdng théng nhat
Sukamaju, Kecamatan, (NADFC), Indonesia Laboratories
Cilodong, Kota Depok, g (Singapore)
Jawa Barat, Indonesia % Private Limited
(Cach ghi cii: JI. Raya E
Jarkarta, Bogor Km.37,
Cimanggis, Depok 16415,
Indonesia)
15 |PT. Boehringer JL. Lawang Gintung No. 89 |PW.01.02.33 National Agency for Drug|VPBD Tai liéu trong ho so cdng b |1a gidy chirng nhan cho xuat khau, khéng phai 1a Gidy
Ingelheim Bogor, Indonesia 1.02.17.070 ™~ |and Food Control Boehringer chirng nhan GMP.
Indonesia 4 8 (NADFC), Indonesia Ingelheim Pé nghi cung cap gidy chirng nhan GMP cap va st dung tai nwdc s& tai.
§ International
] GmbH tai Tp.
HCM
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16 [Sanofi Vietnam Lot I-8-2, D8 Road, Saigon |MI-2016-CE- ~ Therapeutic Goods Congty CP Gidy chirng nhan chua dugc chirng thuwe theo quy dinh. Yéu ciu cung cap gidy chirng
Shareholding Hitech Park, District 9, Ho [09142-1 8 Administration (TGA), Sanofi Viét Nam [nhan duoc chirng thye, hgp phap hda lanh sy.
Company Chi Minh City, Vietnam g Australia P& nghi cung cap thong tin vé dot kiém tra va bao cdo thanh tra.
3
17 [Mepro Unit I, Q Road, Phase IV |OGYEI/1393 National Institute of VPBD Lupin Coéng ty cung cap gidy phép luu hanh thudc Tranxemic acid 500mg Tablet tai Anh do
Pharmaceuticals [GIDC, Wadhwan City, 4-6/2016 9 |Pharmacy and Nutrition |[Limited tai Tp. |MHRA cip nhuwng khong thé hién rd dang bao ché bao phim.
Private Limited Surendranagar, Gujarat, 8 (OGYEI), Hungary HCM Trén website cia UK MHRA khdng truy cp, tra ciru dugce thdng tin nhu cdng ty cung
363 035, India S cp.
Q Yéu cau b8 sung CPP/ MA do co quan quan ly Hungary hodc EU cdp thé hién rd vién
nén bao phim.
18 [Farmalabor- Zona Industrial de F005/S1/MH National Authority of Harbin Thoi diém cdng b6, GCN GMP d3 hét hiéu lyc (03/1/2018). D& nghi bé sung GCN mdi
Produtos Condeixa-a-Nova, /001/2016 ™~ [Medicines and Health Pharmaceutical
Farmacéuticos, Condeixa-a-Nova, 3150- 8 Products (INFARMED), |Group., Ltd.
S.A. 194, Portugal, g Portugal General Pharm.
Y Factory
19 |[CSL Behring AG Wankdorfstrasse 10, 3014 |17-0616 ~ |Swiss Agency for Cong ty Unico P& nghi cung cip bao cdo thanh tra hodc MA, CPP sdn pham dé lam rd dang bao ché
Bern, Switzwerland 8 Therapeutic Products Alliance Co., Ltd |cu thé& trong pham vi chirng nhan.
B [(Swissmedic)
N
N
20 |Korea Otsuka 27, Jeyakgongdan 3-gil, 2017-D1- Gyeongin of Food and VPDD Otsuka Gidy chirng nhan GMP theo mau khong cé thong tin vé ngay kiém tra, han hiéu lyc.
Pharmaceutical Hyangnam-eup, 3089 ™~ |Drug Safety, Korea Pharmaceutical |Cuc QLD tam cdng bé v@i thoi han 12 thang. Yéu cau Cong ty cung cip Gidy chirng
Co., Ltd. Hwaseong-si, Gyeonggi- 8 Co, Ltd nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu lyc
do, Republic of Korea E hodc Bao cdo thanh tra (phan hanh chinh va két luin) dé cé thé cong bd theo thoi
3 han hiéu luc theo quy dinh cla Han Quéc.
21 |Mitim S.R.L. Via Cacciamali, 34-38 - IT/185- r  [italian Medicines Agency |VPDD Stragen  |GCN thiéu trang 2, trang 3. D& nghj bé sung dé cé dli co s& tham dinh.
25125 Brescia (BS), Italy  |1/H/2017 8 (AIFA) Pharma SA
g
(o]
22 |Celltrion Inc. 20, Academy-ro 51 beon- |04/17/1126 European Medicines Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Dugc tam céng bd
gil, Yeonsu-gu, Incheon, |20 ~ |Agency (EMA) Dugc pham Viét [tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
22014, Republic of Korea § Phap théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
o dinh thoi han cé hiéu lwc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
§ tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat

san pham d& 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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23 |F.Hoffmann-La Wurmisweg, CH -4303 HPF/FR/168/| . |National Agency for the [VPBD Hoffmann (Céng ty cung cap CPP va MA cho san pham Rocephin. Tuy nhién MA va CPP khéng
Roche Ltd (CSSX  [Kaiseraugst, Switzerland (2017 § Safety of Medicine and |La Roche Ltd théng nhat vé CSSX: trong MA chi ¢ 1 co s& SX nhung CPP ¢é 4 co s& SX cho 4 khau
lo Ceftriaxone) © |Health Products (ANSM), cac nhau cla san pham. D& nghj gidi trinh.
S France
(@]
Cenexi (CSSX dung |52 rue Marcel et Jacques |HPF/FR/168/ ~  [Swiss Agency for
dich pha) Gaucher Fontenay sous 2017 8 Therapeutic Products
Bois, 94120, France 5 (Swissmedic)
N
Hameln Hameln Pharmaceuticals |[DE_NI_02_G ~ |Coquancd thdm quyén
Pharmaceuticals |GmbH MP_2017_0 8 cla birc
Gmbh (CSSX dung |Langes Feld 13, 31789 004 py
dich pha) Hameln, Germany §
24 [Medochemie Cyprus/Vietnam Cong ty TNHH  [1. Théng tin co s& sdn xuat trén CPP clia Cyprus xuat khau sang Viét Nam va co s&
Cyprus/Vietham Medochemie s&n xui trén CPP cla Viét Nam xuat khiu sang Cyprus khéng théng nhat.
(Vién Dong) 2. D& nghi céng ty bd sung:
+ Giay ching nhan dat tiéu chuinPiC/S-GMP, EU-GMP clia co s& san xuat
Medochemie tai Viét Nam.
+ Bang chirng céc thudc xuat khau ctia Cong ty dwoc co quan quan ly ¢é tham quyén
nwdc tham gia ICH cap phép lwu hanh tai cdc nudc ICH; kém theo bing chirng thudc
da dwoc xuat khau - nhap khau vao cac nuéc ICH trong khoang thoi gian hiéu luc cla
Gidy chirng nhan.
+ Bang chirng chitng minh céc thudc xuat khau vao cac nwdc ICH néu trén va thudc
Iwvu hanh tai Viét Nam twong (rng dwoc san xuat trén cung mét day chuyén va cé
cung: Cong thirc bao ché&; Quy trinh san xuat; Ngudn nguyén liéu sdn xuat; Tiéu chuan
chat lwgng cla nguyén liéu va thanh pham.
25 |AstraZeneca AB  |SE - 15185 Sodertilje, 5.8.1-2017- Swedish Medical AstraZeneca Theo tra ctru trén Eudra (GMP va MIA), cong ty Astra Zeneca cé nhiéu CSSX cling dia
Sweden 142 ™ [Products Agency (MPA) [Singapore Pte |chi SE - 15185 Sédertilje, Sweden. Dé nghi cdng ty cung cip tai liéu thé hién san
5.8.1-2017- 8 Ltd pham dugc SX tai chinh xac nha may nao cla Cong ty.
228 )
5.8.1-2016- o
131
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