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 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 A A 2 .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |LG Chem, Ltd. 129, Seokam-ro, lksan-si, (2018-F1- Gwangju Regional Office |LG Chem, Ltd.  |Gidy chithg nhan GMP theo mau khong cé théng tin vé ngay kiém tra, han hiéu lyc.
Jeollabuk-do, Republic of 0036 ®  |of Food and Drug Safety, Cuc QLD tam cong b6 vai thoi han 12 thang. Yéu cau Cong ty cung cap Gidy chirng
Korea 8 Korea nhan theo mau thé hién day dd cac ndi dung va thoi han kiém tra, thoi han hiéu luc
g hodc Bo cdo thanh tra (phan hanh chinh va két luan) dé cé thé cong bd theo thoi
S han hiéu lyc theo quy dinh ctia Han Qudc.
2 |Merck Serono SA |Succursale d'Aubonne, 18-0578 @ |Swiss Agency for VPDD Merck Pham vi chirng nhan khéng ghi rd cac dang bao ché.
Zone Industrielle de I' 8 Therapeutic Products Export GmbH P8 nghi cung cap Bao cdo thanh tra, kém céc tai liéu lién quan chi ré dang thudc cu
Ouriettaz, 1170 Aubonne, 9 [(Swissmedic) thé dwoc kiém tra, chirng nhan.
Switzerland E
3 |Patheon Inc Whitby Operations, 111  |04/17/1066 European Medicines VPDD Merck Gidy chirng nhan CPP khéng ghi thdi han cé hiéu lwe. Cuc Quan ly Dwoc tam cong bé
(Co'sé san xudt, |Consumers Drive, Whitby, |87 Agency Sharp & Dome |tai danh sach co s& san xuat thuéc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
kiém nghiém Ontario L1N 575, Canada 5 (Asia) LTd tai VN [thang ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
déng gdicdp 1) 8 dinh thdi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
Cenexi HSC 2, rue Louis Pasteur, 5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
(Co'sé dong goi |14200 Herouville St Clair, S san phdm d& nghj cdng b&). NEu qua thdi han trén, Cuc Quan Iy Dugc sé rat co s&
clp 2 va xudt France san xuat khdi danh sach.
Xwéng )
4 [Kogak Farmalla¢ [Cerkezkdy Organize Sanayi|2018/694 o |Turkish Medicines and  (Céng ty CPDP CPP cap cho muc dich xuat khau. Thé Nhi Ky la thanh vién cta PIC/S tir 01/2018.
ve Kimya Sanayi. |Bolgesi, Karaaga¢ Mah. 11. § Medical Devices Agency |Duy Tan Yéu cau cung cip Bao cdo thanh tra chirng minh viéc kiém tra cap chirng nhan tai co
AS. Sok. (hodc Sk.) No: 5 S [(TMMDA) sé& duwoc thyc hién dép rng PIC/S GMP va Co quan quan ly dwoc d3 la thanh vién cla
Kapakli / Tekirdag - Turkey % PIC/s.
5 |Sanofi Winthrop |30-36 avenue Gustave 006555 National Agency for the |VPPD Céngty |[Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
Industrie Eiffel, 37100 Tours, France © Safety of Medicine and [Sanofi-Aventis |tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
§ Health Products (ANSM), |Singapore Pte. [thang ké tir ngay cdng bé, d& nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
S |France Ltd. 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 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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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
6 |Sanofi Winthrop |30-36 avenue Gustave 016400 National Agency for the |VPPD Céngty |[Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cdng bd
Industrie Eiffel, 37100 Tours, France o Safety of Medicine and [Sanofi-Aventis |tai danh sdch co s& sdn xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
§ Health Products (ANSM), |Singapore Pte. [thang ké tir ngay cdng bd, d@ nghi cdng ty cung cap cac tai liéu lam cdn c&r dé xac
S |France Ltd. dinh thoi han cé hiéu lyc ctia 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 dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.
7 |IwW 56 Hanjin-1 -gil, Songak- |2017-G1- r, |Daejeon Regional Food |VPDD JW Co s& cung cap SMF dé dé nghij b6 sung dang bao ché& "Vién nén bao phim". P& nghj
Pharmaceutical eup Dangjin-si 0348 8 and Drug Administration [Pharmaceutical |b& sung CPP do Han Quéc cip d&i vdi san pham cé dang bao ché nay.
Corporation Chungcheongnam-do S corporation tai
Republic of Korea § Tp.HCM
8 |Fleet Laboratories |94 Rickmansworth Road, [UK MIA United Kingdom VPBD Merck Cong ty c6 dé nghi b6 sung céch ghi dia chi khac cla co s& déng goi thir cap va xuat
Limited Watford, Hertfordshire, 4394 Insp Medicines and Export GmbH xudng (Central Pharma) theo nhu MA.
(Co'sésén xugt  |WD18 71, United GMP/GDP © [Healthcare Products Yéu cdu cung cap thu xac nhan cla co quan quan ly s& tai hodc co quan cap chirng
gel) Kingdom. 133/3787- 8 Regulatory Agency nhan vé viéc cac cach ghi dia chi la tvong duong.
(* Cdch ghi khdc: 0020 3
94 Rickmansworth Road, S
Watford, WD18 71,
United Kingdom)
Maropack AG Gebaude Pharma 2000, 18-0435 @ |Swiss Agency for
(Cor sé sén xudt Industriestrasse Briseck 4, 8 Therapeutic Products
éng tra thuéc) 6144 Zell, Switzerland § (Swissmedic)
3
Central Pharma Caxton Road, Bedford, UK MIA United Kingdom
(Contract Packing) [MK41 0XZ, United 27794 Insp o |Medicines and
Limited Kingdom GMP S |Healthcare Products
(Co sé déng goi 27794/1317- % Regulatory Agency
thu cép, xudt 0026 >
xuwéng ) -
9 |POOYESH DAROU |Noavari 18 St., Pardis 665/152705 % |lranian Food and Drug  |Congty CP Y Gidy chirng nhan GMP ndp kém ho so khdng coé thdng tin vé ngay kiém tra. Iran 13
Co. Technology Park, 15 km 8 Administration (IFDA) Duwoc LS thanh vién PIC/S tir 01/2018.
Abali Road, Tehran, Iran S Yéu ciu cung cap Béo cdo thanh tra chirng minh tai liéu GMP dwoc dp dung khi kiém
§ tra chirng nhan cla co sé 1a PIC/S GMP va Co quan quan ly dwoc d3 |a thanh vién cla
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Farmaceutico
Lisapharma S.P.A

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

10 |MSD International |21 Tuas South Avenue 6, [MLMP11000 Health Sciences VPDD Merck Van ban ndp kém ho so khéng phai 13 Gidy chirhg nhan GMP. Dé nghi cung cip Gidy
GmbH (Singapore |Singapore 637766, 13 N [Authority (HSA), Sharp & Dome |chirng nhan GMP s dung tai Indonesia cla co s& dong goi PT. Merck Sharp Dohme
Branch) Singapore 8 Singapore (Asia) Ltd tai VN [Pharma Tbk.

(Co s& sdn xuét) E
N
PT. Merck Sharp [JI. Raya Pandaan Km. 48, (ST.03.04.331 @ National Agency for Drug
Dohme Pharma Pandaan, Pasuruan, Jawa |.02.18.1060 8 and Food Control
Tbk Timur, Indonesia § Indonesia (NADFC)
(Co s& déng gbi) 9

11 [Laboratoires 21 Rue du Pressoir 28500 |HPF/FR/115/ ~ [National Agency for VPBD Tedis tai |Gidy chirng nhan GMP khéng dwoc co quan cé thadm quyén Phdp xac nhan hop phap
Sophartex (co s& |Vernouillet, France 2017 8 Medicines and Health |Tp HCM ma chi xac nhan t& khai danh dy cha Ba Thu (khéng cé théng tin vé thAm quyén dai
san xuat) S [Products Safety (ANSM) V@i gidy to dé nghi, khdng phai ngudi dai dién hop phéap cda Cong ty). Yéu ciu phai

E xac nhan tinh phap ly cda gidy chitng nhan GMP
Laboratoires 70, Avenue du General de |HPF/FR/41/2 o |National Agency for
Bouchara Gaulle 92800 Puteaux, 017 § Medicines and Health
Recordati France g Products Safety (ANSM)
(Co s& xuat o
xuong) ~
12 ([Curida AS Solbaervegen 5, ELVERUM, |PP10155214 Norwegian Medicines VPDD AbbVie Gidy chirng nhan CPP khéng ghi thai han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
(Co s san xuat) [NO-2409, Norway Agency (NOMA) Biopharmaceutic|tai danh sach co s& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
pat als GmbH théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
AbbVie S.R.L S.R. 148 Pontina Km 52, 8 Italian Medicines Agency dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
(Co s& déng gbi) [Snc-Campoverde Di Aprilia § (AIFA) tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
(loc. APRILIA) - 04011 8 san pham dé nghij cong bé). Néu quéd thoi han trén, Cuc Quan ly Dwoc s& rit co s&
APRILIA (LT), Italy san xuat khéi danh sach.

13 [Laboratorio Via Dante Alighieri, 71- CPP/2016/2 Italian Medicines Agency |Consorzio Con  [Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwc. Cuc Quan ly Dugc tam cong bd
Farmaceutico C.T [18038 Sanremo (IM), Italy |566 (AIFA) Attivita Esterna |tai danh sach co sé& san xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
S.R.L (d6ng gdi va Medexport Italia [thang ké tir ngay céng b8, d@ nghi cdng ty cung cip cac tai liéu 1am cdn cl dé xac
Xuat xudng) © dinh thoi han cé hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém

§ tra (phan hanh chinh va két luan) cé thé hién ngay ki€ém tra GMP tai co s& san xuat
Laboratorio Via Licinio 11, 22036 Erba E san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
Italiano (Co) Italia § san xuat khéi danh sach.
Biochimico
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
14 [Laboratorio Via Dante Alighieri, 71- aM - « [talian Medicines Agency |Consorzio Con  (Cong ty ndp gidy chirng nhan san xuat khong ghi thdi han, tam thoi cdng b 03
Farmaceutico C.T [18038 Sanremo (IM), Italy [43/2018 § (AIFA) Attivita Esterna |thang. D& nghi bd sung GCN GMP dé dugc cong bd theo qui dinh
S.R.L o Medexport Italia
g
N
15 [Laboratoire Espace Industriel Nord, HPF/FR/284/| . |French National Agency [VPDD Yé&u cau cung cap bang chirng dang bao ché dung dich khi dung dwoc san xuat trén
Unither 151 rue André Durouchez |2017 § for Medicine and Health |Boehringer day truyén san xuat thuéc vé trung.
CS 28028, AMIENS, 80084 S |Products Safety (ANSM) |Ingelheim
CEDEX 2, France S
o
16 [Kusum Healthcare [SP-289 (A), RIICO 001/2018/G o |State Service of Ukraine |Cong ty Kusum [Yéu cau cung cap Gidy chirng nhan GMP kém theo cac Phu luc theo ding qui dinh
Pvt. Ltd Industrial Area, Chopanki, [MP § on Medicines and Drugs |Healthcare Pvt. |cha Ukraina
Bhiwadi, Dist. Alwar ~  |Control (SMDC) Ltd
(Rajasthan), India %
o
17 |Deva Holding A.S |Cerkezkoy Organize Sanayi|2018/1051 Turkish Medicines and  [Cong ty c6 phan |Gidy chirng nhan ndp kém ho so 1a CPP, khogn cé théng tin vé tiéu chuadn GMP ap
Bolgesi, Karaagac Mah., ®  |Medical Devices Agency |dugc pham Duy |dung |3 PIC/S GMP. Thé Nhi Ky méi gia nhap PIC/S vao 01/01/2018.
Ataturk Cad. No: 32 8 (TMMDA) Tan Yéu cau b8 sung Gidy chirng nhan GMP dat PIC/S GMP hodc bao cdo thanh tra GMP
Kapakli/ Tekirdag, Turkey g clia co s& chirng minh viéc kiém tra cap chirng nhan tai co sé dwoc thyc hién dap
] trng PIC/s- GMP va Co quan quan ly duoc d3 la thanh vién caa PIC/s.
18 |Laboratorio Reig |Gran Captitan, 10 08970 |2018/01098 Agency for Medicines Congty CP Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Jofre, S.A Sant Joan Despi o and Health Products Armephaco tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
(Barcelona), Spain § (AEMPS), Spain théng ké tir ngay cdng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
g dinh thoi han ¢é hiéu lyc ctia 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 dé nghi cong bé). Néu quéd thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.
19 |[Genfarma Avd. Constitucion 198- 2018/01097 Agency for Medicines Congty CP Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Laboratorio, S.L 199, Pol. Industrial Monte o and Health Products Armephaco tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
Boyal 28230 Casarubios § (AEMPS), Spain théng ké tir ngdy céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
del Monte (Toledo), Spain g dinh thoi han cé hiéu lyc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
< tra (phan hanh chinh va két luan) cé thé hién ngay ki€ém tra GMP tai co s& san xuat
~ san pham dé nghij cong bé). N&u qud thoi han trén, Cuc Quan ly Dwoc s& rit co s&
san xuat khéi danh sach.
20 (Fresenius Kabi Hafnerstrape 36, 8055 INS-480166- r  |Austrian Federal Office |Cong ty CP BG sung tai liéu vé cac dang bao ché khéc cé chira hormon, chat kim té bao, khang
Austria GmbH Graz, Austria 0080-001 8 for Safety in Health Care |Fresenius Kabi [sinh (néu c6)
(4/5) § (BASG) Bidiphar
N
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