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 60
( Theo cong van s6 19625/QLD-CL ngay 16/10/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. |[NGAY ~ DN DE NGHI . A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 [Glenmark Plot No. S-7, Colvale sukls287066 [ ., |State Institute for Drug |VPDD Glenmark [Cong ty ndp kém Site Master File dé d& nghi cong bé d6i voi dang bao ché vién nén
Pharmaceuticals |Industrial Estate, Colvale, [/2017 § Control (SUKL), Czech Pharmaceuticals |bao phim; tuy nhién gidy nhan GMP trén da ghi rd pham vi chirng nhan déi vdi céc
Limited Bardez, Goa - 403 513, S |Republic Ltd tai Tp. HN  [san phdm cu thé dang vién nén. Vi vay, khdng déng y cong bd d6i véi dang bao ché
India % vién nén bao phim.
2 |Gland Pharma Survey No 143-148, 150 & [UK GMP Medicines and Mega Co s& san xuat d3 cong bd Dot 59, STT 8. Khéng cong bé lai
Limited 151, Near 39716 Insp Healthcare Products Lifesciences
Gandimaisamma cross GMP ™~ |Regulatory Agency Public Company
roads, D P Pally, 39716/3187 8 (MHRA), United Limited
Quthubullapur Mandal, 772-0005 § Kingdom
Ranga Reddy District, a
Hyderabad, IN-500 043,
India
3 |UpsaSas 304 avenue du Docteur |00 3677 French National Agency |Congty TNHH [Gidy chirng nhan CPP d3 hét thoi han hiéu luc.
(Co'sé sén xudt  |Jean Bru, AGEN, 47000, for Medicine and Health |DKSH Viét Nam |Gidy chirng nhdn GMP cla co s& xuat xwdng chua dugc cong chirng va hop phap
va dong goi) France © Products Safety (ANSM) hda lanh sy theo quy dinh.
g
Upsa Sas 979 Avenue des Pyrénées, E French National Agency
(Co sé xudt Le Passage, 47520, France ~N for Medicine and Health
xwéng ) Products Safety (ANSM)
4 |Curida AS Solbaervegen 5, 16/03300-15 @ |Norwegian Medicines VPDD Abbvie Dot 58, co s& d3 dugc cdng bd tam 3 thang theo CPP va yéu cau b sung gidy chirng
(Co'sd sén xudt) |ELVERUM, NO-2409, 8 Agency (NOMA) Biopharmaceutic|nhdn GMP.
Norway b=y als GmbH tai Ha [Ngay 6/7/18, Cong ty ndp GCN GMP. Can c gidy chirng nhan GMP d3 diéu chinh cac
5 Noi ndi dung lién quan dén s8 gidy chirng nhan GMP; thoi han hiéu luc dwoc diéu chinh
AbbVie SR.L S.R. 148 Pontina Km 52, |IT/138- [italian Medicines tai cong b3 Dot 58, STT 35 theo Cong véin s§ 17220/QLD-CL ngay 06/9/2018. Vi véy,
(Cosé déng gé6i) |Snc-Campoverde Di 2/H/2017 § Agency (AIFA) khdng cong bb lai tai Danh muc Dot 59.
Aprilia (loc. APRILIA) - =
04011 APRILIA (LT), Italy §
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5 |Innothera Chouzy |Rue René Chantereau, HPF/FR/229/ French National Agency |Congty TNHH [Cuc QLD chicéng bé cac day chuyén san xuat, dang bao ché theo dung ndi dung gidy
Chouzy-sur-Cisse, Valloire- 2017 for Medicine and Health |TM Dwoc Thuan [chirng nhan GMP, khéng kém theo co ché tic dung. Vién Ideos 1a vién nén nhai, d3
sur-Cisse, 41150, FRANCE. Products Safety (ANSM) |Gia thudc pham vi cdng b6 tai Dot 55, STT 41. Do d6, khdng cong bd b sung dang bao
(* Cac cach ghi khac: ché& "vién nhai".
+ Rue René Chantereau -
L'Isle Vert 41150 Chouzy- 5
sur-Cisse, France. 8
+ L'Isle Vert, Rue René g
Chantereau, Chouzy-sur- 3
Cisse, 41150, France.)
6 |Aflofarm 133/151 Partyzancka IWZ).405.68.| , |Main Pharmaceutical Aflofarm Céng ty gidi trinh theo yéu cau Dot 59 (Cong van sé 17219/QLD-CL ngay 06/9/2018).
Farmacja Polska [Street, 95-200 Pabianice, [2018.MG.1 § Inspectorate (MPI), Farmacja Polska |Tuy nhién, tai liéu kém theo h6 so chi la ban in tlr email cd nhan, khdng cé tinh phédp
Sp. Z.0.0 Poland WTC/0108_ o |Poland Iy va can ct. C4c hoat chat gidi trinh trong don dé nghi cia Cong ty khéng phai 1a céc
03_01/138 § hoat chat hoat Iwc cao. Khéng chdp nhan gidi trinh.
7 |R-Pharm Heinrich-Mack-Str. 35, DE_BY_04_G| . |Coquantham quyén VPDD Pfizer Coéng ty dé nghj cdng bé bb sung dang bao ché vién nang cirng. Noi dung trén gidy
Germany GmbH  |89257 lllertissen, Germany|MP_2017_0 § burc (Regierung von (Thailand) ching nhan da ghi rd muc 1.2.1.1 (capsule) va 1.2.1.13 (Tablets) chi sdn xuat dang
016 g Oberbayern) Limited Thailan |bulk, khéng déng gdi cap 2 nén khéng cdng bé bé sung
sy tai Tp. HCM
N
8 |GSK Biologicals Rue de I'Institut 89, BE/GMP/20 © Belgian Federal Agency |VPBD Céc sdn pham dé nghi cong bd: Cervarix; Hiberix; Priorix, Varilrix dwgc sdn xuat va
(GlaxoSmithKline [Rixensart, 1330, Belgium |16/019 S [for Medicines and GlaxoSmithKline [déng gdi tai co s& da thudc pham vi chirng nhan dwoc cong b6 tai dot 49, khéng
Biologicals SA) 3 Heallth Products Pte Ltd tai Tp. céng bé lai.
8 (AFMPS) HCM Céc sdn pham Engerix B, Infrarix Hexa, Rotarix, Synflorix, Twinrix chi sdn xuat ho3c
~ ddéng gbi hodc xuat xwdng tai co s& nén khdng céng bd
9 |Korea United 25-23, Nojanggongdan- 2017-G1- ~ |Deajeon Regional Coéngty TNHH  |Cdng ty d3 duoc cdng bd theo gidy chirng nhdn CPP tai dot 59, Céng ty khéng cung
Pharm. Inc. gil, Jeondong-myeon, 1099 § Commissioner Food and |Dwoc phdmva |cap gidy GMP theo yéu cau. Khéng tién hanh cdng bé lai gidy chirng nhan CPP.
Sejong-si, Republic of ~  |Drug Administration, Hdéa chat Nam
Korea % MFDS, Korea Linh
10 |ACS DobfarS.P.A |V.le Addetta 2a/12-20067 |IT/63- ® Italian Medicines VPDD Zuellig Co s& chi thyc hién sdn xuat dén ban thanh pham, khéng toan bd cic cong doan san
Tribiano (M), Italia 1/H/2018 S |Agency (AIFA) Pharma Pte, Ltd |xuét.
g: tai Tp. Ho Chi
Q Minh
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11 |ACS Dobfar S.P.A |V.le Addetta 2a/12 - IT/63- % |ltalian Medicine Agency |VPDD MSD Céng ty chi thyc hién sdn xuat ban thanh pham, khdng phai toan bd cong doan san
20067 Tribiano (M), Italia |1/H/2018 8 (Asia) Xuét.
g
a

12 |Mefar ilag Sanayii |Ramazanoglu, Mah. Ensar |TR/GMP/20 ©  |Turkish Medicines and  |Cong ty CP Tai thoi diém cap Gidy chirng nhan Thé Nhi Ky chua |4 thanh vién cla PIC/S, gidy

AS. Cad. No: 20, Kurtkoy- 16/236 8 Medical Devices Agency |Pharmatopes chirng nhan chi dé cap téi néi dung GMP-WHO.
Pendik, Istanbul, Turkey § (TMMDA) Viét Nam
&

13 |Mylan F-4, F-12, Malegaon Mylan Gidy to ndp kém ho so |3 thu xac nhan cta US-FDA vé tinh trang GMP sau khi tién
Laboratories M.1.D.C, Sinnar, Nashik- Laboratories hanh thanh tra nha may (n6i dung thu néu rd thw ndy khdng nhdm muc dich chirng
Limited 422113, India Limited nhan cho co s&) va 1 trang trong bién ban thanh tra cia US-FDA.

Tai liéu nay khdng phai la gidy chirng nhdn GMP hay CPP, do dé khéng ddp &ng yéu
cau dé dugc cong bé.

14 [Mylan 19A, Plot No. 284-B/1, Mylan Gidy to ndp kém ho so |a bdo cdo thanh tra GMP clla WHO theo chwong trinh
Laboratories Bommasandra - Jigani Laboratories Prequalify.

Limted Link Road Industrial Area, Limited Tai liéu nay khdng phai la gidy chirng nhdn GMP hay CPP, do dé khéng ddp &ng yéu
Anekal Taluk, Bangalore- cau dé dugc cong bé.
560105, India

15 |Xellia Dalslandsgade 11, DK API-H ® Danish Health and Congty TNHH  [Gidy chirng nhan GMP ndp kém ho so la cho san xuit nguyén liéu (API), khéng phai
Pharmaceuticals |Kgbenhavn S, 2300, 00095918 8 Medicines Authority Dugc pham Viét |san xuat thanh pham. Khdng cong bé.

ApS Denmark § (DHMA) Phap
B4
16 |[Gland Pharma Survey No 143-148, 150 & |UK GMP Medicines and Céngty TNHH  |Co sé& d3 dwoc cdng bd dot 59 stt 8. Khdng cdng bd lai.
Limited 151, Near 39716 Insp Healthcare Products TM DP IPP
Gandimaisamma cross GMP ~ [Regulatory Agency
roads, D P Pally, 39716/3187 | &  |(MHRA), United
Quthubullapur Mandal, 772-0005 5 Kingdom
Ranga Reddy District, a
Hyderabad, IN-500 043,
India
17 (W 56 Hanjin 1-gil, Songak-  |2016-G1- ©  |Daejeon Regional Food |VPDDJW San pham dé nghij cdng bé d3 thudc pham vi chirng nhan cla co s& san xuat d3 duoc
Pharmaceutical eup Dangjin-si, 2604 8 and Drug Pharmaceutical [céng b6 dot 59 stt 12. Khéng cong bé lai theo tirng san pham.
Corporation Chungcheongnam-do, = |Administration, Korea corporation tai
Republic of Korea 5 Tp.HCM
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18 |JW 56 Hanjin 1-gil, Songak- 2018-G1- « |Daejeon Regional Food |VPDDJW San pham dé nghij cdng bs d3 thudc pham vi chirng nhan cla co s& san xuat d3 dwoc
Pharmaceutical eup Dangjin-si, 1155; 2018- 8 and Drug Pharmaceutical [cdng b6 dot 59 stt 12. Khéng cong bé lai theo tirng san pham.
Corporation Chungcheongnam-do, G1=1154 8 [Administration, Korea corporation tai
. S~
Republic of Korea ] Tp.HCM
19 [Celogen Generics [Plot No. 646/1&2, MT/010HM/ o [|Medicines Authority of |Congty TNHH  [CAng ty khéng cung cAp tai liéu theo yéu ciu tai dot 50. Tai liéu cung cap 13 vdn ban
Private Ltd Agrawal Industrial Estate, (2016 § Malta (MAM) TM DP Van H6 |phé duyét hd so ddng ky thudc vién nén Paracetamol, khdng cé chir ky phé duyét,
Somnath Road, Dabhel, g khéng dwgc HPHLS, khéng chirng thyc. Khong dat.
Daman (UT) 396210, India Y
o
20 |Bracco S.P.A Via Caduti di Marcinelle, |IT-87- ~ |ltalian Medicines Codng ty CP dau [Khéng cdng bé cho GCN véi pham vi chirng nhan 16.
13 (loc. Milano)- 20134 2/H/2017 8 Agency (AIFA) tu quéc té
Milano (Ml), Italy 8 Hoang Gia
)
i
21 |Patheon France |40 Boulevard de HPF/FR/200/ ~ French National Agency |VPDD Astellas [Co s& ddng géi ghi trong CPP khéc véi co s& déng goi ghi trong MA, khong ddng y bd
Champaret, Bourgoin 2017 8 for Medicine and Health |Pharma sung dang vién nén bao phim nhu dé nghi.
Jallieu, 38300, France X  [Products Safety (ANSM) [Singapore Pte
N Ltd tai Tp.HCM
22 |S.M.B. Zoning Industriel - Rue du |BE/GMP/20 © Federal Agency for Cong ty TNHH DA cong b6 dot 59 STT 10, khong cong b6 lai
Technology SA Parc industriel 39, 18/036 8 Medicines and Health DP Viét Phap
Marche-en-Famenne, 8 [Products (FAMHP),
6900, Belgium E Belgium
23 |Laboratoire Zone Artisanale Errobi, 2018/HPF/F « |National Agency for the |Congty CPDP GMP 13 ban in trén Eudra, chua duoc hop phép hda lanh sy, khdng dat phép ly
Renaudin Itxassou, 64250, France R/137 § Safety of Medicine and |Vipharco
g Health Products
S [(ANSM), France
o
24 |Novartis Pharma |Novartis Pharma DE_BW_01_| . |Coquan thdm quyén VPDD Novatis  [San phdm d& nghj cdng bé da thudc pham vi chirng nhan clia co sé san xuat d3 duogc
Produktions Produktions GmbH, GMP_2017_ § blc Pharma Services [cdng b6 dot 52 stt 64. Khéng cong bé lai theo tirng san phdm
GmbH Oflinger Str. (ho3c 0022 § AG tai Tp. HCM
Oflinggerstrasse) 44, -
79664 Wehr, Germany. e
25 [Pierre Fabre Aguitaine Pharm 2018/HPF/F o |National Agency for the [VPDD Baxter Gidy chirng nhan GMP clia Co s& san xuat Pierre Fabre chwa dwoc HPHLS. Khéng dat
Medicament International 1, Avenue R/186 § Safety of Medicine and [Healthcare
Production du Béarn, IDRON, 64320, § Health Products (Asia) Pte Ltd tai
(Co sé sén xudt) |France < [(ANSM), France HCM
i
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Baxter SA Boulevard Rene BE/GMP/20 © Federal Agency for
(Cosé déng géi  |Branquart 80, Lessines, 15/118 8 Medicines and Health
va xudt xwdng 16 ) |7860, Belgium S [Products (FAMHP),
ﬁ Belgium
26 |Patheon Inc Whitby Operations, 111 CPP s8 ~ European Medicines VPDD Merck CPP san phdm d3 hét han hiéu lwc, khong dat.
(Co'sd sén xudt, |Consumers Drive, Whitby, |04/17/1066 8 Agency Sharp & Dome
kiém nghiém Ontario LIN 575, Canada |87 py (Asia) LTd tai
déng gdicép 1) E Tp. Ha Noi
Cenexi HSC 2, rue Louis Pasteur, HPF/FR/009/ ~ French National Agency
(Cosé déng géi  |Herouville St Clair, 14200 |2017 8 for Medicine and Health
clp 2 va xudt France S [Products Safety (ANSM)
xuwéng ) §
27 |S.M.B Technology |Zoning Industriel - Rue du |BE/GMP/20 % |Federal Agency for Coéngty TNHH  |Gidy chirng nhén 13 ban photocopy, khéng cong chirng, khdng hop phép hdéa lanh sy,
SA Parc Industriel 39, 18/036 8 Medicines and Health TM DP Gia Phan |khéng dat.
Marche-en-Famenne, & [Products of Belgium
6900, Belgium N
28 ([Sandoz Private MIDC, Plot No. 8-A/2, 8-B, |INS-481703- r  |Austrian Federal Office |VPDD Novartis Mbi dja chi theo 1 ngdn ngir chi cé 1 céch viét. Cuc QLD chi chap nhan céng bé céc
Limited T.T.C. Ind. Area, Kalwe 0012-008 8 for Safety in Health Care |(Singapore) Pte [cach viét khac nhau do van dé ngén ngit. Khéng chap nhan.
Block, 400708 Navi S Ltd tai Ha NGi
Mumbai, India §
29 |Anfarm Hellas S.A. |61st km Nat. Rd. Athens- 12817 National Organization Cong ty CPDP San pham dé nghj cong bé d3 thudc pham vi chirng nhan cla co s& san xuat d3 duoc
Lamia, Schimatari Viotias, for Medicines (EOF), Ha Noi c6ng b8 day chuyén sdn xuit. Khéng cong bd theo tirng san pham.
32009, Greece Greece
30 |Upsa Sas 979 Avenue des Pyrénées, |2018/HPF/F @ French National Agency |Congty TNHH [Gidy chirng nhdn GMP khéng dugc hop phap héa lanh sy, khéng dat.
Le Passage, 47520, France |R/157 8 for Medicine and Health |DKSH Viét Nam
5 Products Safety (ANSM)
3
31 |UpsaSas 980 Avenue des Pyrénées, wn [French National Agency Congty TNHH  [Gidy chirng nhan GMP khéng dugc hop phap hda 1anh sy, cac Gidy CPP dugc cap
Le Passage, 47520, France (0000147 8 for Medicine and Health [DKSH Viét Nam |ngdy 05/11/2015 (d3 qua 24 thang ké tlr ngay cap), khéng dat.
= |Products Safety (ANSM)
0000153 a
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