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 52
( Theo cong van s6 16257 /QLD-CL ngay 12/10/2017 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY e DN DE NGHI ; ~ e
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG B6 LY DO KHONG PAT YEU CAU
1 |Catalent Germany |Catalent Germany DE_BW_01_ »n |Coquan thdm quyén Pierre Fabre S.A. [Cong ty d3 dugc tam cong bd Dot 49 va yéu ciu giai trinh"'Cuc Quan ly Dugc tam
Eberbach GmbH |[Eberbach GmbH, GMP_2015_ § Purc c6ng bd tai danh sich co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP.
(Co s& sdn xuat) |Gammelsbacher Str.2, 0085 = Trong vong 3 thang ké tir ngay cdng b6, yéu cau cdng ty cung cap Gidy chirng nhan
69412 Eberbach, Germany § GMP d3 duogc chirng thyc vdi day di pham vi cho thudc doc té bao. Néu qud thoi
o han trén, Cuc Quan ly Dugc s& rit sdn pham khéi danh sach".
Pierre Fabre Aquitaine Pharm HPF/FR/238/ < |National Agency for the Céng ty ndp kém ban copy mau gidy xac nhan vé pham vi cho thuéc doc té€ bao do Co
Medicament International 1, Avenue du (2014 § Safety of Medicine and quan thdm quyén cla Pirc cip (chua duwgc hop phép hda lanh su) chuwa dat yéu cau
Production (Co s& [Béarn, 64320 IDRON, § Health Products (ANSM), phéap ly, yéu cau cdng ty cung cip Gidy chirng nhan GMP d3 duwoc chirng thuc vai day
déng gbiva xudt |France S |France dd pham vi cho thuéc déc té bao.
xudng) «
2 |DHL Supply chain |Viale Delle Industrie, 2 - [IT/122- ©  |AIFA Italian Medicines  |Medexport ltalia |Gidy chirng nhan chi bao gom céc hoat dong bao quan va déng géi thir cap, khong
(Italy) SPA 20090 Settala (MI) 2/H/2016 8 Agency phai toan bé cac cong doan sdn xuét.
S
B4
3 [Instituto Biologico [Chivilcoy 304 and Bogota (20132014 ~ |National Administration |Congty TNHH |Cbngty ndp don d@ nghi gia han thoi gian b8 sung Gidy chirng nhan géc, chua ndp
Contemporaneo |3921/25, Autonomous 000119 17 § of Drugs, Foods and Dugc pham DO |kém Gidy chirng nhan méi.
S.A City of Buenos Aires, o |Medical Devices HA
Argentina Republic % (ANMAT), Argentina
Savant Pharm S.A. |National Route 19, km 20132014 ~ |National Administration [Congty TNH DP
204, El Tio, province of 000718 17 § of Drugs, Foods and Doha
Cordoba, Argentina S |Medical Devices
Republic § (ANMAT), Argentina
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . A A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
4 |Intas Plot numbers 457, 458 & (UK GMP Medicines and Intas Céng ty d& nghj b sung vién nén bao phim. Tuy nhién khéng cé hé so chirng minh
Pharmaceuticals [191/218P Sarkhej-Bavla [17543 Insp Healthcare Products Pharmaceuticals |dinh kem.
Limited Highway, Matoda, GMP Regulatory Agency Limited
Sanand, Ahmedabad, 17543/9621- (MHRA), United
Gujarat, In-382210, India |0018 Kingdom
(* Cach ghi khac:
- Plot 457/458 (191/218P)
Sarkhej - Bavla Highway, ©
Matoda, Ahmedabad, 382 8
210, Gujarat, India. §
- Plot Numbers 457 & 458, <
Sarkhej-Bavla Highway,
Matoda, Sanand,
Ahmedabad, Gujarat, In-
382210, India)
5 |Natco Pharma Plot No. A3, UPSIDC, NL/H Health Care Inspectorate |[Natco Pharma  [Céng ty d3 dwoc bd sung dang bao ché bao phim tir Dot 51. Khdng tién hanh céng bé
Limited Selaquil Industrial area, 15/1007023 © |- Pharmaceutical Affairs |Limited lai.
Dehradun, Uttarakhand, 8 and Medical Technology,
248197, India § Netherlands
i
i
6 |Genfarma Av. Constitucion n 198, 2016/01605 o |Agency for Medicines Céng ty c6 phan [Gidy chirng nhan CPP d3 hét hiéu luc tai thoi diém hién tai, khéng tién hanh cong bé.
Laboratorio, S.L Pol. Industrial Monte Byal, § and Health Products dwoc phdm
45950 Casarubios del o [(AEMPS), Spain Trung wong
Monte (Toledo), Spain % CpPC1
7 |Bioton S.A. Macierzysz, ul. Poznanska [GIF-IW- © |Main Pharmaceutical Chinhanh cong |Céng ty ndp CPP cla thudc tiém Scilin N, Scilin M30, Scilin R tuy nhién tai ndi dung
12, 05-850 Ozaréw 400/0026_0 8 Inspectorate (MPI), ty c6 phan dugc |CPP ghi rd sdn pham chua dwoc cdp phép va lvu hanh trén thi trudng Ba Lan, vi vay
Mazowiecki, Poland 1_02/04/36 g Poland pham Nam Ha  |khéng b8 sung sdn pham cla co s& tai pham vi chirng nhan.
3/16 )
8 |Deltamedica Deltamedica GmH DE_BW_01_| v [Coquanthdm quyén Congty TNHH  [Gidy chirng nhan c6 pham vi chirng nhan cho thudc thu y va chi san xuat cong doan
GmbH Ernst-Wagner-Weg 1-5, [GMP_2016_ 8 Pirc Binh Viét Dirc  |xuat xwdng, khong phai |a toan bd cdng doan san xuiat, khong tién hanh cong bé.
72766 Reutlingen, 0093 5
Germany E
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TEN CO SO’ SAN . GIAY CH. | NGAY - DN DE NGHI ’ R -
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
9 |Hameln Hameln Pharmaceuticals [DE_NI_02_G| r |Coquancd thdm quyén |Céngty TNHH [Gidy chirng nhan d3 cong b8 dot 51 STT 2, khéng tién hanh cong bé lai.
Pharmaceuticals |GmbH MP_2017_0 8 clia Dlrc Binh Viét Dirc
Gmbh Langes Feld 13, 31789 004 Ay
Hameln, Germany §
10 |Allergan Castlebar Road, Westport, |13644/M148 Health Products Congty THHH  [Cong ty d@ nghi diédu chinh thudc déng khd thanh "bét say khd chan khéng vo khuan
Pharmaceuticals [Co. Mayo, Ireland. o |Resulatory Authority MTV Vimedimex |dé pha dung dich tiém" va thudc ciy ghép thanh "Implant tiém trong dich kinh".
Ireland (* Cdch ghi khdc: § (HPRA), Ireland Binh Duong Céc dang bao ché cdng ty dé nghi da thudc cac dang bao ché da cong bd. Khéng cong
Castlebar Road, Westport, > bé lai.
County Mayo, Ireland ) %
11 |J. Uriachy Avinguda Cami Reial, 51- |NCF/1704/0 Ministry of Health of Hyphens Co s& va Gidy chirng nhan da dugc cdng bd Dot 50 STT 14. Khdng cdng bd lai.
Compaiiia, S.A 57 Poligon Industrial Riera |01/CAT ™ [Government of Catalonia|Pharma Pte. Ltd
de Caldes, 08184 - Palau - 8 - Spain
Solita i Plegamans §
(Barcelona), Spain 9
12 |BioprofarmaS.A |Terrada 1270 (Zip code 20132014 ~ [National Administration |VPDD Daiichi Tai liéu n6p kém ho so 1a gidy xac nhan cho xuat khiu, khdng phai 1a Gidy chirng
C1416ARD) of the 000888 17 § of Drugs, Foods and Sankyo nhan GMP. Ndi dung xac nhan chi cé hoat d6ng Ddéng gdi cap 2. Khong dap ing.
Autonomous City of »  |Medical Devices (Thailand) Ltd.
o
Buenos Aires, Argentine o [(ANMAT), Argentina tai Tp. HCM
Republic -
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
13 |Sanofi - Aventis  [Sanofi - Aventis DE_HE_01_ Co quan thdm quyén Coéngty TNHH  [Khéng ddng y bd sung cach viét dia chi. Théng tin vé dia chi co s& duwoc cdng b6 d3
Deutschland Deutschland GmbH GMP_2016_ bulc Sanofi Aventis  |dAy d0 céc thdng tin d@ nghi bé sung.
GmbH Industriepark Hochst- 0090 Viét Nam
BruningstraBe 50, H500,
H590, H600, H785, H790
65926 Frankfurt am Main,
Germany
(* Cac cach ghi khac:
Industriepark Hoechst
65926 hodc Industriepark
Hochst, D-65926 hoac ©
Industriepark Hoechst, D- 8
65926 hoic Industriepark g
Héchst, Bruningstrasse 50, 3
D-65926 hodc
Bruningstrasse 50, D-
65926 hodc Industriepark
Hdochst, Briiningstrafe 50,
D-65926 Frankfurt am
Main, Germany)
14 |Cipla Limited (Unit |Unit I: Plot No, A-33, A-2, |UK GMP United Kingdom's Cipla Ltd. India  [V&n ban gia han tinh trang GMP khéng néu rd thoi diém gia han va thoi gian gia han
I, Unit ll) MIDC, Patalganga, District (14694 Insp medicines and hoac hiéu lyc. Khong dap ing.
Raigad, Maharashtra, In- (GMP Healthcare Products
410 220, India; 14694/5476- Regulatory Agency
Unit Il: Plot No, A-42, 0008; MHRA
MIDC, Patalganga, District [UK GMP
Raigad, Maharashtra, In- 14694 Insp
410 220, India; GMP
14694/4416
87-0004;
15 [Cipla Limited Plot No.A-33, A-42 MIDC United States Food and |Cipla Ltd. India [CAng ty ndp Bién ban thanh tra cGa FDA nhung khong cé dénh gia két ludn tinh trang
Patalganga. 410 220 Drug Administration nha may, bdo cdo bi xéa m& mot s6 thong tin. Khong dat
District Raigad, (U.S. FDA)
(Maharashtra) India
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
16 [Laboratorios Ronda de Valdecarrizo, 6, [ES/076HVI/1 ~ Spanish Agency of Drugs [Cong ty c6 phan |D3 cong b8 dot 51, khdng cdng bé lai
Normon, S.A Tres Cantos 28760 7 8 and Health Products dwoc phdm Duy
Madrid)Espana 5 (AEMPS) Tan
S
17 [MSN Laboratories [Plot No 42, Anrich 013/2017/R ~ |National Agency for MSN B4o cdo thanh tra dinh kém khéng dam bao yéu cau phap ly.
Private Limited Industrial Estate, (o] § Medicines and Medical |Laboratories
Bollaram, Medak District - o |Devices (NAMMD), Private Limited
Telangana 502 325, India % Romania
18 [Medac TheaterstraBe 6,22880  |DE_ST_01_G| . |Co quantham quyén Congty TNHH  [Cuc QLD chi cdng bé cac day chuyén san xuat, dang bao ché theo ding ndi dung gidy
Gesellschaft fur Wedel, Germany MP_2016_0 § Dlrc Dugc pham Viét |chirng nhan GMP va cac dang bao ché&/ thudc dwoc thuc hién toan bd cac cdng doan
Klinische 049 P Phap san xuat. Khéng cédng béd pham vi chirng nhan 16 theo yéu cau cla cdng ty.
Spezialpraparate §
m.b.H -
19 |(Ay 235, Miyakami, Shimizu- 4267 ©  |Ministry of Health, EA Pharma Co., |Gidy chirtng nhan CPP 1a ban scan tai liéu, khéng dap &ng tinh phap ly.
Pharmaceuticals |ku, Shizouka-shi, Shizuoka, 8 Labour and Welfare Ltd
Co., Ltd Shimizu  |Japan N [(MHLW), Japan
Plant E
20 |Rottendorf Ostenfelder StraRe 51-61, |DE_NW_05_ Co quan thdm quyén VPDD Novatis  [CAng ty cung cap ban photo CPP (khdng c6 hop phap hda lanh su, cdng chirng) va
Pharma GmbH 59320 Ennigerloh, GMP_2017_ N |buc (Singapore) Pte |MA cua Viét Nam d3 hét han hiéu luc, khdng dat.
Germany 0003 8 Ltd tai Tp. HCM |D@ nghj cdng ty b8 sung, gidi trinh theo yéu cau cla Pot 50, 51 (Cac dang bao ché&
§ khdc chi thyc hién dén san phadm chd déng géi; khdng phai toan bd qua trinh san
9 xuat. D& nghi cung cap cac bang chirng thong tin vé co s& san xuat thyc hién viéc

déng géi cho cac san phdm do Cong ty san xuat)
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