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 53
( Theo cong van s6 /QLD-CL ngay cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN ; GIAY CH. | NGAY ~ DN PE NGHI ; N -
o A ~ A ~ " LY DO KHONG PAT YEU CAU
STT XUAT DIA CHI NHAN CAP CO'QUAN CAP CONG BO :
1 |Medopharm No.50 Kayarambedu UK GMP »n |Medicines and VPDD S.I.A Cong ty da duoc cdng bé Dot 52, STT 61. Khéng tién hanh cong bé lai.
Private Limited Village, Guduvanchery, 31201 Insp § Healthcare Products (Tenamyd
Chengalped District, Tamil |GMP E Regulatory Agency Canada)
Nadu, IN-603 202, India  |31201/3490 o [(MHRA), United
i
94-0007 Kingdom
2 |Lek farmacevtska |Verovskova ulica 57,1526 |450-16/2017{ Agency for Medicinal VPDD Novartis |Gidy chirng nhan d3 dugc cong bd tai Dot 52 STT 39. Khong tién hanh cong bé lai.
druzba d.d. (Lek |Ljubljana, Slovenia 11 ~ [|Products and Medical (Singapore) Pte
Pharmaceuticals [(* Cach ghi khac: § Devices of the Republic |Ltd
d.d.) Verovskova ulica 57, S |of Slovenia (JAZMP)
Ljubljana, 1526, Slovenia). %
3 [Cos& san xuat: F. |Grenzacherstrasse 124, CH/ Swiss Agency for VPDD Hoffmann-|1. Co s& san xuat: F. Hoffmann-La Roche Ltd (Grenzacherstrasse 124, CH-4058 Basel,
Hoffmann-La 4058 Basel, Switzerland Therapeutic Products La Roche Switzerland) chua cung cap Gidy chirng nhan GMP.
Roche Ltd (Swissmedic) 2. San pham Tarceva d3 dugc cong bd Dot 51 STT 11, khoéng tién hanh cong bé lai.
Co s& déng goi Wurmisweg, Kaiseraugst, |17-0015 ~  |Swiss Agency for
th cap: CH-4303, Switzerland 8 Therapeutic Products
F.Hoffmann-La § (Swissmedic)
Roche Ltd. o)
o
4 |InfoRLife SA Casai 7748 Campascio, 17-0178 |Swiss Agency for InfoRlife SA Céng ty da dugc cong bd Dot 49 STT 60. Khdng tién hanh cdng bé lai.
Switzerland 8 Therapeutic Products
S |(Swissmedic)
S
(e0]
5 [Industria Quimica |C/ Laguna 66-68-70, Pol. [ES/135HVI/1 © |Agency for Medicines Céng ty TNHH  |Pham vi chirng nhan 13 sdn xuat nguyén liéu, khéng tién hanh cdng ba.
Farmacéutica Vir, [Industrial Urtinsa ll, 6 8 and Health Products thuong mai va
S.A Alcorcén, 28923 Madrid 2  [(AEMPS), Spain DP HT Viét Nam
Spain g
6 [Kremers Urban 1101C Avenue West, 05-0051- 1 |United States Food and  [VPDD Hoffmann {GCN GMP cla CSSX d3 hét han. Céng ty b6 sung GCN GMP mdi in tir Eudra nhung
Pharmaceuticals [Seymour, IN 47274, 2015-02-VN 8 Drug Administration La Roch Ltd khdng c6 HPHLS chwa ddm bao tinh phap ly.
INC., (Cosdsan [Indiana, USA 9
xuat) E
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
F.Hoffmann-La [Wurmisweg, 4303 17-0015 ~  |Swiss Agency for
Roche Ltd. (Co s& |Kaiseraugst, Switzerland 8 Therapeutic Products
ddng goi) § (Swissmedic)
3
7 [Demo Sa 21st Km National Road 38710/22-5- National Organization Cong ty Congty [Cong ty d3 cdng bb dot 52, STT 71. Khéng tién hanh cong bé lai.
Pharmaceutical Athens - Lamia, Krioneri  [2017 for Medcines, Greece c6 phan duoc
Industry Attiki, 14568, Greece pham Ha Néi
Cach ghi khac:
- 21 st km National Road ~
Athens - Lamia, 14568 §
Krioneri, Greece; o
- 21st km National Road %
Athens - Lamia, 14568 o
Krioneri, Athens, Greece.
8 |Biomedica spol. S |Biomedica, spolsr.o. sukls o |State Institute for Drug  [Cong ty TNHH H6 so khéng kém theo gidy chirng nhan GMP duoc hgp phap hda lanh sy.
r.o divize Horatev, Horatev 251011/201 § Control (SUKL), Czech EVD Dugc phdm
104, 289 12 Nymburk, 6 '~ |Republic vavYté
Czech Republic %
9 |Pharbil Pharma  |Pharbil Pharma GmbH DENW_02_| & [Coquan thdm quyén VPDD Ferring  |Tai thoi diém hién tai, gidy chirng nhan GMP clia co s& san xuat d3 hét hiéu luc
GmbH (Co sé& san |Reichenberger Strasse 43, [GMP_2014 _ 8 Plrc Pharmaceuticals [(11/11/2017).
Xuat) 33605 Bielefeld, Germany |0023 g Ltd
3
Ferring Chemin de la 17-0474 ~ |Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA (Co's& |Prex, Switzerland o |(Swissmedic)
déng gbi, xuat %
xudng) ©
10 |Phebra Pty Ltd 19 Orion Road Lane Cove |MI-2016-LI- ©  |Australian Therapeutic |Cong ty c6 phan [Cuc QLD chi cdng bé cac day chuyén san xuat, dang bao ché& vdi day di cac giai doan
NSW 2066 Australia 08007-1 8 Goods Administration  [duwgc pham cla quad trinh san xuat. Do d6, khéng céng bé déi véi pham vi san xuat nguyén liéu
g (TGA) Vipharco hodc chi san xuat 01 giai doan cla thanh pham.
S
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Limited FTO - Unit
2

Qutubullapur Mandal,
Ranga Reddy District,
Telangana, IN-500 090,
India

Laboratories Ltd.
Global Generics

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . - A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
11 |Dr. Willmar Willmar-Schwabe-StraRe [DE_BW_01_ Co quan thdm quyén Coéngty CPDP  |Cuc QLD chi cdng bd céc day chuyén san xuat, dang bao ché theo ding néi dung gidy
Schwabe GmbH & |4, 76227 Karlsruhe, GMP_2016_ o |Ptc(Baden- Duy Tan chirng nhan GMP, khong kém theo co ché tac dung. Dang thudc vién nén bao phim
Co. KG Germany. 0068 § Wirttemberg) giai phong cham thudc pham vi d3 cong bé dang vién nén bao phim.
(* Cach ghi khac: Willmar- Iy
Schwabe-Str. 4, D-76227 S
Karlsruhe, Germany) e
12 |Cenexi - Fontenay (52 rue Marcel et Jacques [HPF/FR/168/| _ [National Agency for the |VPDD P3 dwoc cong b6 Dot 52, STT 33, khdng cdng bé lai
Sous Bois Gaucher Fontenay sous 2017 § Safety of Medicine and |AstraZeneca
Bois, 94120, France = |Health Products (ANSM), [Singapore
% France
(@]
13 |Facta Farmaceutici|V.Laurentina Km 24,730- |IT/216- © |ltalian Medicines Agency |VPD D Menarini [Cuc QLD chi cong bé céc day chuyén san xuét, dang bao ché theo ding ndi dung gidy
S.P.A 00040 Pomezia (RM), Italia|2/H/2016 8 (AIFA) tai Ha Noi chirng nhan GMP, khong kém theo co ché tac dung. DDang thu6c vién nén bao phim
3 gidi phong cham thudc pham vi d3 cong bé dang vién nén bao phim.
]
14 (Biolab Co., Ltd 625 Soi 7A Bangpoo 1-2-07-17-16; Food and Drug Congty CPY Théi Lan la thanh vién PIC/S tir thang 8/2016, Gidy chirng nhan PIC/S-GMP cip ndm
Industrial Estate, 00025 ¥ [Administration (Thai duoc LS 2015, khéng dap Ung.
Sukhumvit road, Moo 4, 8 FDA), Thailand
Prakasa, Muang, 5
Samutprakarn 10280, Q
Thailand
15 ([Biolab Co., Ltd 625 Soi 7A Bangpoo DE_NW_01_ Co quan thdm quyén CongtyCPY Gidy chirng nhan d6i véi Thude vo trung chira hdn hop Meropenem E.P va Sodium
Industrial Estate, GMP_2014_ Y [Plc (Bezirksregierung  [duoc LS Carbonate (bot pha dung dich tiém, truyén) lo 38ml, 500mg/ 1g d& hét han ngay
Sukhumvit road, Moo 4, |0003 8 Arnsberg) 18/11/2017.
Prakasa, Muang, 5
Samutprakarn 10280, 3
Thailand
16 |[Dr Reddy's Survey No. 42, 45 & 46, VPDD Dr. Céng ty chwa ndp GCN GMP va & phi dé cong bd
Laboratories Bachupally Village, Reddy's

17

SUN
Pharmaceutical
Industries Ltd.

Industrial Area-3, A.B.
Road, Dewas, Madhya
Pradesh - 455 001, India

SUN
Pharmaceutical
Industries Ltd.

Tai liéu trong hd so cdng bd khdng phai 1a Gidy chirng nhan GMP.
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STT ~, DIA CHI ~ ~ CO’' QUAN CAP A ~ LY DO KHONG PAT YEU CAU
XUAT : NHAN CAP Q CONG BO -
18 |Sanofi-Aventis - Industriepark Héchst, 05/17/1120 ~ |Coquan thdm quyén VPBHD Sanofi Céac thudSc dé nghi cong b6 d3 thudc dang bao ché cdng b6 Dot 49, STT 14 (dung dich
Deutschland 65926 Frankfurt am Main, |02 § Plrc Aventis thé tich nhé (chat doc té bao/chat kim t& bao)), khdng cong bé lai.
GmbH Germany § Singapore Ltd tai
(* Cach ghi khac: N TP H6 Chi Minh
Industriepark Hochst - o
BriiningstraBe 50, H500, [05/17/1120 ~
H590, H600, H785, H790, |04 p=y
65926 Frankfurt am Main, %
Germany) g
(o]
19 |S.C. Arena Group |Bd. Dunarii nr.54, Comuna|035/2014/R < National Agency for S.C. Arena Cong ty chwa cung cap cac bang chirng vé viéc gia han, dé nghj cung cap ban sao cé
S.A. Voluntari, Jud. llfov, cod |0 8 Medicines and Medical |Group S.A. tinh phap ly cha Gidy chirng nhan GMP cap nhét.
077910, Romania & [Devices (NAMMD),
E Romania
Danh sach co s& Khdng dat Trang 4 /4 Dot 53



