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

Pot 32

( Theo céng van s6 19122 /QLD-CL ngay 08/10/2015 ctia Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN PE NGHI : R A
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG DAT YEU CAU
1 |Eli Lilly and Lilly Technology Center HPF/PT/7/2 French National Agency (VPDD Eli Lilly Ching chi dwoc nép la ban in trén EUDRA va
Company 46285 and 46221, 015 L2 |for Medicine and Health [Export SA duoc chirng thye hop phap hda lanh sy,
Indianapolis, Indiana, USA 8 Products Safety (ANSM) nhung khéng phai ban sao tir chirng chi géc
5 nén khéng phu hop quy dinh vé tinh phép ly,
X khéng duoc chap nhan.

2 |Lek farmacevtska |Verovskova ulica 57, 401-9/2015- .~ |Agency for Medicinal VPDD Novartis |Ching chi dwgc ndp la ban sao chua duoc
druzba d.d. (Lek [Ljubljana, 1526, Slovenia |5 § Products and Medical (Singapore) Pte [ching thuc hop phdp hda lanh sy nén khong
Pharmaceuticals g Devices of the Republic [Ltd phUu hop quy dinh vé tinh phap ly, khéng
d.d.) § of Slovenia (JAZMP) duoc chap nhan.

3 |Baxter AG Industriestrasse 67, 1221 |INS-480001- o Austrian Medicines and |VPDD Baxter Tai thoi diém Coéng ty ndp hod so dinh chinh,

Wien, Austria 0085-001 8 Medical Devices Agency |Healthcare gidy chirng nhan d3 hét han, vi vdy khéng
(10/10) § (AGES) ti€n hanh dinh chinh.
3

4 |Laboratorios Calle IXno.2 Pol. Ind. La  |015/1253 .~ |Agency for Medicines Cong ty Alfa Gidy chirng nhan CPP ndp kém d3 dugc
Francisco Durban, [Redonda, 04710 E| EJIDO § and Health Products Intes Industria  [chitng thyc va HPHLS nhuwng chwa duoc
S.A (Almeria), Spain g (AEMPS), Spain Terapeutica photo cong chirng nén khong phu hop quy

= Splendore dinh vé tinh phap ly, khéng chap nhan.
o

5 |[Co sd san xuét V.le Addetta 4/12/-20067 |(IT/274- m |ltalian Medicines Agency |VPDD Tai dot 22, Cuc Quan ly Dwoc da céng bd
ban thanh pham: |[Tribiano (Ml), Italia 1/H/2013 8 (AIFA) AstraZeneca ngay hét han theo nguyén tic sau:

ACS Dobfar S.P.A ! Singapore Ngay hét han cla ACS Dobfar: 22/2/2016
E Ngay hét han clia Zambon" 29/11/2015
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st | TEN ;%;g SAN PIA CHI G;‘;\; A‘;\IH' NC(X;Y CO’ QUAN CAP DggNEGleéﬂ LY DO KHONG PAT YEU CAU
Co s& dong goi Via Industria 13, 6814 13-008 w  |Swiss Agency for Ngay het han cua Astra Zeneca UK.
cdp 1 (ddénglo Cadempino, Switzerland S  [Therapeutic Products 13,/5/201\6' !
thuc bbt): S (Swissmedic) Léy,han gan nhat cda Zambon la han cho san
Zambon g pham. ’ .
Switzerland Ltd o Vivay, khong tién hanh diéu chinh thoi han
Co s& dong goi Silk Road Business Park, UK MIA Medicines and hieu lyc.
cap 2: Macclesfield, SK 10 2 NA, 117901 Insp © Healthcare Products
AstraZeneca UK  [United Kingdom. GMP/GDP/I 8 Regulatory Agency
Limited MP § (MHRA), United Kingdom
17901/1011 Py
7-0026
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