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 54
( Theo cong van s6 4226/QLD-CL ngay 13/03/2018 ctia Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pa DN DE NGHI c 2 S
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 [ltalfarmaco SA C/San Rafael, 3, Pol. Ind. (0248 Co quan thdm quyén Tay |Lifepharma Gidy chirng nhan ndp 1a Gidy phép san xuat, khdng phai gidy chirng nhan GMP, gidy
Alcobendas, Alcobendas Ban Nha (Agencia S.p.A chiérng nhan |a ban in tlr Eudra khdng dap t&ng tinh phép ly.
28108 (Madrid), Spain © |[Espanola de
&  |Medicamentos y
< L
S Productos Sanitorios -
S |Departamento de
Inspeccion y Control de
Medicamentos)
2 |Bioprofarma S.A |Terrada 1270 (Zip code 20132014 National Administration |VPDD Daiichi 1. Cuc Quan ly Dugc théng bédo lan thir 2: Tai liéu s6 20132014 000888 17 ndp kém
C1416ARD) of the 000888 17 ™ |of Drugs, Foods and Sankyo ho so 1a gidy xac nhan cho xuat khau, khong phai 1a Gidy chirng nhan GMP.
Autonomous City of 8 Medical Devices (Thailand) Ltd.  |2. N&i dung xac nhan chi c6 hoat ddng Dong gdi cap 2, dé nghi cong ty cung cap céc
Buenos Aires, Argentine § (ANMAT), Argentina tai Tp. HCM tai lidu chirng minh cac san phdm dwoc san xuat qua cac cong doan tai cac nha san
Republic 3 xuit déu dat PIC/S-GMP, EU-GMP.
3 |Sofarimex - Av. Das Indstrias - Alto  |F027/S1/MH|  _  |National Authority of Cong ty c6 phan [Khéng diéu chinh "thuéc bt pha tiém" vao pham vi chirng nhan do "thudc bt pha
Industria Quimica [do Colaride, Cacém, 2735- [/001/2016 S |Medicines and Health duoc phdm tiém" va "thudc bot dong kho pha tiém" dugc sdn xuat trén day chuyén, cong nghé
e Farmacéutica, |213, Portugal % Products (INFARMED), |Thién Thao khac nhau, khéng twong dwong nhau vé pham vi chirng nhan trong GMP.
S.A S |Portugal
o
4 |Dr.Reddy's Survey No. 42, 45 & 46, Dr. Reddy's Gidy chirng nhan Ukraine d3 hét hiéu luc tai thoi diém hién tai.
Laboratories Bachupally Village, Laboratories Ltd |D& nghj cdng ty cung cip Gidy chirng nhan GMP dat tiéu chudn EU do cac nuéc cé
Limited FTO - Unit [Qutubullapur Mandal, tham quyén Chau Au cap.
2 Ranga Reddy District,
Telangana, IN-500 090,
India
5 |ABC Farmaceutici |Via Cantone Moretti, 29, [IT/128/H/20 Italian Medicines Agency |VPDD Dot 46 STT 78 d3 cong b6 GCN s6 1T/128-1/H/2016 c6 cung ngay cip, cing ngay kiém
S.P.A. Ivrea, 10015, Italy 16 o |(AIFA) Lifepharma tra clia cling co s&, cung dia chi, cung pham vi chirng nhan ma Céng ty dé nghi.
§ S.p.A. Gidy chirng nhan GMP ndp trong ho so cong b |a ban in tir EUDRA, ndi dung thiéu
g phan pham vi chitng nhan, chua dwoc cong chirng, hop phap hda lanh sy theo quy
Py dinh.
~ Khoéng dat yéu ciu phap ly.
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India

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI c A PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
6 |AstraZeneca AB  |Forskargatan 18 5.9.1-2017- Swedish Medical VPDD H6 so chua ndp phi theo quy dinh.
(Turbuhaler), Sédertélje, 047718 ~ |Products Agency (MPA) |AstraZeneca Tai thoi diém cdng b6, Gidy chirng nhan d3 hét han hiéu luc.
15185, Sweden § Singapore
(* Dia chi chung: >
Sodertalje, 15185, S
Sweden) ~
7 |CITS.R.L VIA PRIMO VILLA,17, IT/187/H/20 © |ltalian Medicines Agency |VPDD Pham vi chirng nhan cla co s& chi c6 hoat ddng chirng nhan xuat xwdng va déng goi
BURAGO DI MOLGORA 16 8 (AIFA) Lifepharma cdp 2, khong phai |3 toan b qua trinh sdn xuat. Khong dép &ng yéu cau.
(MB), 20875, Italy 8 S.p.A.
8
8 |Lipa 21 Reaghs Farm Road, MI-2014-LI- ©  |Australian Therapeutic |Congty CPDP  |Co s& da cong bS dot 48 STT 65, khdng cong b lai
Pharmaceuticals [Minto NSW 2566, 10243-1 8 Goods Administration trung wong
Ltd Australia E (TGA) Codupha
N
9 |F.Hoffmann-lLa |Wurmisweg, 4303 15-0899 Swiss Agency for VPBD Hoffmann [Cong ty d3 dwoc cong b6 dot 33 STT 57 vdi thoi han hiéu luc 13 28/11/2017.
Roche Ltd. Kaiseraugst, Switzerland .« |Therapeutic Products tai Ha Noi Cong ty xuat trinh thu xac nhan cla co quan thdm quyén Thuy Sy vé viéc gia han hiéu
§ (Swissmedic) Iwc cho dén khi gidy chirng nhan GMP m&i du'?c cap, chua cé théng tin vé ngay kiém
g tra du kién. Nhu vay gi’éfy gia han khong cu thé vé hiéu lwe, nén khéng d‘()’ng y gia han.
E Cuc QLD sé rut cong bo sau 03 thang ké tir ngay gidy chirng nhan GMP hét hiéu lyc.
10 |Natco Pharma Plot No. A3, UPSIDC, NL/H Health Care Inspectorate [Natco Pharma  [DA cong b6 va diéu chinh tai dot 43 STT 52, khéng cong bé lai
Limited Selaquil Industrial area, 15/1007023 © |- Pharmaceutical Affairs [Limited
Dehradun, Uttarakhand, 8 and Medical Technology,
248197, India S |Netherlands
—
—
11 [Mega Lifesciences |60 National Avenue MI-2017-LI- ~ |Therapeutic Goods Mega Cuc QLD khéng cdng b8 pham vi chirng nhan déi véi duwoc chat.
(Australia) Pty Ltd [PAKENHAM VIC 3810, 03740-1 § Administration (TGA), Lifesciences
Australia g Australia Public Company
§ Limited
12 [Macleods Unit-Il, Plot 12, 15, 21, 23, [DE_BY_05_G Co quan thdm quyén Macleods Gidy chirng nhan GMP 13 ban photocopy, chua dwgc hop phédp héa lanh sy, khéng
Pharmaceuticals |24, 25, 26, 27, 28 & 30, MP_2017_1 N [Pdc Pharmaceuticals |dat tinh phap ly.
Limited Survey No 366, Premier 039 8 Limited
Industrial Estate, g
Kachigam 396210 Daman, S
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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 |Green Cross Corp. |586, Gwahaksaneop 2-ro, |2016-G1- Daejeon Regional Office |Green Cross Céng ty dé nghi cdng bd Han Quéc theo nhém 1. Tuy nhién Han Quéc |a regulatory
Ochang-eup, Cheongwon- |0579 ¥ |of Food and Drug Safety, [Corporation member, khdng phai la thanh vién sang 1ap va thanh vién thudong truc, vi vay khéng
gu, Cheongju-si, 8 Korea tién hanh cong b6 Han Quéc theo nhém 1.
Chungcheongbuk-do, g
Republic of Korea =
14 |[Biosidus S.A. + Av. De los Quilmes 137 |20132014 National Administration |Céngty CP XNK [Co s& dd dwoc cdng b6 Dot 53, STT 73.
(Zip Code B1883FIB), 00123117 of Drugs, Foods and Thai An Khong cong bd lai.
Bernal Oeste, Quilmes, of Medical Devices
the Province of Buenos (ANMAT), Argentina
Aires, Argentine Republic ~
+ Constitucion 4234 (Zip §
Code C1254ABX), of the N
city of Buenos Aires, 3
Argentine Republic -
15 |CSL Behring AG Untermattweg 8, 3027 17-0077 r  |Swiss Agency for Céngty Unico |Co sé chi thue hién giai doan ddng gdi, khéng phai toan bd quy trinh san xut san
Bern, Switzwerland 8 Therapeutic Products Alliance Co., Ltd |pham.
§ (Swissmedic)
3
16 |Leopard Medical |19/5 Petchkasem 1-2-07-17-16/ £ |Food and Drug Coéngty TNHH  |Thai Lan la thanh vién cda Pics tir 8/2016. GCN dugc cap tir 2015, khéng dat.
Brand Co., Ltd road,Thaphaya, Nakorn 00024 8 Administration (Thai Duoc Song Sang
Chaisri, Nakorn Pha thom, § FDA), Thailand
73120, Thailand S
17 [Salutas Pharma Otto-von-Guericke-Allee 1,|DE_ST 01_G ~ |Coquan thdm quyén VPDD Novatis  [San phdm thudc pham vi da duwoc cdng bb dot 52 stt 65. Khdng cong bé lai
GmbH 39179 Barleben, Germany (MP_2017_0 8 blc (Singapore) Pte
020 § Ltd tai Tp. HCM
3
18 ([Lamp San Via Della Pace, 25/A - IT/168- © Italian Medicines Agency |Cong ty TNHH  [CAng ty yéu ciu diéu chinh pham vi cdng b6 thém vién nén bao phim. Cong ty b6
Prospero SPA 41030 San Prospero (MO) |1/H/2016 8 (AIFA) Dugc pham Lién |sung CPP clia sdn pham Asgizole vién nén tan trong rudt. Tuy nhién tai MA san pham,
S
i

Lamp San Prospero khéng phai |a co s& san xuat san pham.
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22 08777 Sant Quinti de
Mediona (Barcelona),
Spain

12/05/2017

(AEMPS), Spain

Hop

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
19 |[Glenmark Village Kishanpura, Baddi- [095/2016/S ~ |State Administration of [VPDD Glenmark (GCN cta Ukraine cip kém theo danh sach san pham, vi vdy céng b6 theo san pham
Pharmaceuticals [Nalagarh Road, Tehsil AUMP/GMP § Ukraine on Medicinal Pharmaceuticals [theo ding n6i dung chitng nhan( xem trang 3/15 Bdo cdo thanh tra Céng ty nop kém)
Ltd. Baddi, Distt, Solan (H.P.) S |Products
173 205, India S
(@]
20 |EBEWE Pharma MondseestraRe 11, 4866 [INS-480020- Federal Office for Safety |VPDD Novartis [Bién ban thanh tra chua néu ré viéc CSSX cd sx thudc vo trung thudng va vo trung
Ges.m.b.H. Nfg.  |Unterach am Attersee, 0098-001 ™ [in Health Care Singapore Pte  [chira chat doc, chat kim té€ bao. Khéng ddng y diéu chinh.
KG Austria (10/10) 8 (Bundesamt fiir Ltd. tai Tp.HCM
5 Sicherheit im
S |Gesundheitswesen),
Austria
21 [URSAPHARM Industriestrasse 35 66129 [DE_SL_01_G| « |Coquan thdm quyén Congty TNHH  |Tai pham vi chirng nhan, thudc vé trung khdng bao gdm dang bao ché ban ran. Thuéc
Arzneimittel Saarbrucken, Germany MP_2016_0 8 blc duoc pham Viét |m& tra mat [a thudc vo trung, thudc pham vi dang bao ché ban ran khéng v trung da
GmbH 002 g Phap cong bé..
S
22 [Patheon Inc(Co [2100 Syntex Court, Gidy chirng r |Health Products and VPBD Janssen  |GCN GMP cla CSSX Pantheon d3 hét han tai thoi diém céng bd. Ngoai ra, CPP cla
s& san xuét) Mississauga, Ontario, nhan GMP: 8 Food Branch Cilag Ltd Canada khéng chi tiét cho mét san pham nao. Khéng cong bé.
Canada L5N 7K9 65278 S |Inspectorate (HPFBI),
E Canada
Janssen Cilag Via C. Janssen (loc. Borgo [IT/267- wn |AIFA Italian Medicines
S.P.A. (Co s& déng |S. Michelle), 04100 Latina |1/H/2015 8 Agency
g0i va xuat xwdng) |(LT), Italy 5
S
23 [GP Pharm, SA Pol. Ind. Els Vinyets - Els  |NCF/1715/0 Agency for Medicines Céngty TNHH  |Khéng déng y diéu chinh do thudc bt pha tiém va thudc déng kho pha tiém la 2
Fogars, 2, Ctra. C-244, Km. [01/CAT and Health Products Dugc pham Lién |[cdng nghé sdn xuat khac nhau.
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