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

Dot 43

( Theo cong van s6 15361/QLD-CL ngay 09/08/2016 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |Lupin Limited Unit 1, 198-202 New Ind. Lupin Limited C4c tai liéu Cong ty cung cap chua dugc hop phap héa l3nh su va cdng chirng hop
Area No.2, District Raisen, phép, chua thé hién bang chirng viéc san xuat cac dang bao ché dé nghj cong bo dat
Mandideep, 462 046 - tiéu chudn GMP - PICs hodc GMP - EU.
India P& nghj cdng ty cung cap céc gidy t& c6 day du tinh phap ly trong d6 thé hién viéc
kiém tra, danh gid d6i véi sdn xuat cac dang bao ché& dé nghi cdng b6 dat tiéu chuan
GMP - PICs hodc GMP - EU.
2 |Delorbis 17 Athinon str., Ergates  [DELOR/001/| @ |Pharmaceutical Services (Cong ty c6 phan [Cong ty san xuat d3 dugc cong bd dot 34, STT 7.
Pharmaceuticals [Industrial Area, 2643 2016 8 Ministry of Health, XNK Y t& Thai An |Gidy chirng nhan GMP dugc cap lai trén co sé cung dot kiém tra, 1a ban chup
Ltd Ergates, Lefkosia, Cyprus S |Cyprus photocopy, chua dugc hgp phap hda lanh sy hodc cdng chirng tai nudce sd tai.
E Khéng dép (rng yéu cau
3 |Cipla Limited D-7, MIDC, Kurkumbh, United States Food and |Cipla Ltd. India [Tai liéu cong b6 khéng phai chirng nhan GMP hodc CPP. Van thu cta FDA kém theo
District Pune, Drug Administration bédo cdo thanh tra GMP; tuy nhién khdng rd pham vi thanh tra,két ludn thanh tra.
Maharashtra, 413 802, (U.S. FDA Khong dap rng.
India
4 |Bioprofarma S.A |Terrada 1270 - 20132014 - National Administration |Laboratories Pham vi chirng nhan chi chirng nhan cho giai doan déng gdi. Khéng dat yéu cau.
Bioprofarma S.A. - (Zip 001925 15 of Drugs, Foods and Recalcine S.A
code C1416ARD) and Medical Devices
Palpa 2862 - Laboratorios LY [(ANMAT), Argentina
IMA S.A.L.C. - (Zip code ]
C1416 DPB), of the §
Autonomous City of S
Buenos Aires, Argentine
Republic
5 |Laboratorios IMA |Palpa 2862, (Zip Code 20132014 o |National Administration [Laboratories Pham vi chirng nhan tai Van thu dé nghj cdng bé 13 déng géi thir cip, xuat nhap
S.A.l.C. C1426DPB), of the City of |000027 16 § of Drugs, Foods and Recalcine S.A kh3u. Khéng dap (rng yéu ciu.
Buenos Aires, Argentina o |Medical Devices
g (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
6 |Biosidus S.A. Constituction 4234 (Zip 20132014 National Administration |Congty TNHH [Gidy CN da dugc cdng bd tai Dot 41, STT 21 tai dia chi co s& san xuat "Av. De los
code C1254ABX) ,City of |000291 16 o |of Drugs, Foods and Tam Dan Quilmes 137 (Zip Code B1883FBI), Bernal Oeste, Quilmes, Province of Buenos Aires
Buenos Aires, Argentina § Medical Devices Argentina Republic" . Cong ty d@ nghi b8 sung dia chi co s& san xuat tai Constituction
= |(ANMAT), Argentina 4234 (Zip code C1254ABX) ,City of Buenos Aires, Argentina. Pham vi chirng nhan tai
% co sd co dié chi dé ngf,mi céng ,bé' tai van thu khodng rd rang cac dang bao ché, nguyén
liéu san xuat. Sinh phadm chuan doan khéng thudc pham vi céng bé. Khéng dép (ng
yéu cau.
7 |Astellas Ireland Killorglin, Co. Kerry, 10920 o |Health Products Céngty TNHH |HO so d3 cong b6 dot 41, STT 23.
Co. Ltd Ireland § Regulatory Authority DKSH Viét Nam |Khéng b& sung pham vi chirng nhan dang bao ché "vién nang cirng phéng thich kéo
S |(HPRA), Ireland dai" do da nam trong pham vi chirng nhan dwoc céng bd "vién nang cirng". Pham vi
% chirng nhan cdng bd tai gidy GMP la theo ddy chuyén san xuét.
8 |Amanta Plot No. 786, N.H. No.8, Taiwan Food Amanta Tai liéu khdng phai gidy chirng nhan GMP hoac CPP. Ban dich tiéng Anh cla gidy xac
Healthcare Village-Hariyala, Tal- and Drug Administration [Healthcare nhan sai 16i.
Limited Matar, Dist-Kheda- (TFDA) Limited

9 [Biocon Limited

Plot No. 2-4, Phase IV,

Bommasandra-Jigani Link
Road, Bommasandra Post,
Bangalore - 560 099, India

State Administration of
Ukraine on Medicinal
Products (SAUMP)

Biocon Limited

Céng ty da dugc cong bd STT 42, Dot 41 véi cung gidy chirng nhan. Khéng tién hanh
cong bé lai.
Trong Gidy chirng nhan khéng c6 pham vi Thudc sinh hoc theo dé nghi clia Cong ty.

10 |AstraZeneca AB

SE-15185 Sodertalje,

Medical Products Agency

VPDD

Gidy chirng nhan GMP chirng nhan theo dia chi san xuat. Thém vao d6, theo Théng

Sweden (MPA), Sweden AstraZeneca tu vé ghi nhan thuéc, nhan phai dwoc ghi dia chi co s& san xuat. Vi vay, cong bo theo
Singapore dia chi co s& san xuat, khong tién hanh céng b6 theo dia chi phdp ly cha cong ty.
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