PHU LUC 1: DANH SACH HO SO PE NGHI CONG BO CO SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP
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Tai thoi diém hién tai, Giay chung
MSD  International|60 Tuas West Drive Singapore Health|Cong ty Merck|nhan da hét hiéu lyc.
1 GmbH (Singapore|Singapore 638413,(MLMP1100002 |09/07/2014 [Sciences Sharp& Dohme
Branch) Singapore Authority (Asia) Ltd
Productos Roche,|1536-B, Col.  Parque|133300516A071 . g y '
2 : 08/08/2013  |Protection Hoffmann-La
S.A.DEC.V. Industrial, C.P. 50030,(1 .
. Against  Health{Roche Ltd
Toluca, Mexico ;
Risks
Noi dung chimg nhén chi dé cap téi
nguyén tic dat tiéu chuan GMP-WHO,
Patheon  INC  -|2100  Syntex  Court, I(D:?onda:;s Hez:z con . |knéng theo GMP-PIC/S hay GMP-EU.
3 Toronto Region|Mississauga, Ontario,[58691 15/10/2014 Food Branch Menirini Yiveu chu phai ¢b xac nhan dat GMP
Operations Canada L5N 7K9 PIC/S hoic theo yéu ciu GMP cia
Inspectorate
Canada.
Cong ty dé nghi dinh chinh pham vi
Cac Gidy ching trong cac Gidy chimg nhan cia EU.
nhan theo dé Tuy nhién, theo Gidy chimg nhan cua
A _ ngh; '(;I'heo Acong Cong ty Pfizer EU co Tlhlel} truongfl hop dakv1et ro
4 Cong ty  Pfizer van ti€p nhén so (Thailand) pham vi chimg nhidn bao gom hay
(Thailand) Limited 12619 ngay Lirmited khéng bao gom cac thudc cd yéu cau
19/12/2014  t6i dac biét. Vi vay, pham vi chirng nhan
Cuc Quan ly céc dang bao ché chi c6 thé 1am rd
Duoc) bang SMF ciia Cong ty hodc bién ban

kiém tra.
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50, Steinway Blvd Pham vi chung nhan & GMP-WHO,
Etobicoke, Ontario, khéng c6 noi dung dé cap tGi GMP
Apotex INC Canada, MOW 6Y3; Health  Canada PIAC/S’;GMP:EU', o
150 Signet Drive,|- 150 Signet ~ Drive, (Health  Products|Céng ty DKSH Yeu cau phi co xac nhan dat GMP
5 g "> Toronto, Ontario, Canada, 58636 06/10/2014 ong ty PIC/S hodc theo yéu ciu GMP cua
Toronto, Ontario, and Food Branch|Vietnam
Canada, M9L 1T9 MSL 1T9 Inspectorate) Canada.
! _ 285 Gary Ray Drive, P
Weston, Ontario, Canada,
MOL 1P4
Plot No. 72, EPIP, Phase-l, Ukraine onlceng t .|Tai thoi diém hién tai, Gidy chimg
Zeiss Pharmaceuticals|Jharmajri, Baddi, Distt.|065/2013/SAUM o N9 Y O han da hét hicu luc.
6 . 30/08/2013  |Medicinal phan dugc
Pvt Ltd Solan, Himachal Pradesh,{P/GMP 2 5
india Products pham Vian Lam
Cong ty dé nghi dinh chinh viéc pham
vi chimg nhan céng bd hep hon pham
vi dugce ghi tai Gidy chimg nhén.
g e o e o e 1o
;7 |Biochimio Via Licinio, 11 - 22036) 1170 111112013 [0g/0g/2013  |'2Nan Medicines) . sharma  |bé 13 céc dang bao ché c6 ghi chd han
Farmaceutico Erba (Co) Italia Agency (AIFA) I . a A oa .
Lisapharma S.o.a S.P.A ché chi thye hién mét s6 cong doan san
P -P- xuat, khong phai toan bo quy trinh san
xuit. (Thube dong khd, thudc bot vo
trung, vién nang, vién nén,...)
Indonesia Tai liéu nop khong la gidy chimg nhan
JI. Jend. Bambang Utoyo . R A . x .z .
3 PT. Dexa Medica No. 138 Palembang, PW.01.02.331.08 21/08/2014 National Agency Cong ty Dexa GI\{IP, d;e nghi cung cap G:ay chur:g
. .14.4383 for Drug and|Medica nhan goc do co quan tham quyén
Indonesia .z .
Food Control Indonesia cap cho cong ty.
. MDI and Vision Unit, Austrian Cong ty TNHH| & thoi diém hién tai, Gidy chimg
9 Beximco Tongi 1711 Gaziour INS-482216- 18/04/2012 Medicines and D ha nhan da hét hiéu luc.
Pharmaceuticals Ltd. g ’ PUn0002-012 Medical Devices| "¢ pham
Bangladesh Doha

Agency (AGES)
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Santen 9-19,  Shimoshinjo  3- Tai thoi diém hién tai, Giay ching
Pharmaceutical Co.,|chome, Higashiyodogawa- _ nhan di hét hidu lyc.
Ltd ku, Osaka, Japan Japan Ministry of Cong van dé nghi cho san pham
10 ' ’ , vap 4644 19/02/2013 |Health,  Labour|Cdng ty Santen g e an  pad
(Santen (348-3, Aza-suma, Oaza- Oflovid,tuy nhién giay ching nhan
. . . and Welfare J 5 , 2
Pharmaceutical Co.,[shide, Taga-cho, Inukami- cung cap la cho san pham
Ltd. Shiga Plant) gun, Shiga, Japan) Flumetholon.
_|céng ty|Théng tin vé ngay hop phap hoa lanh
Warsaw . Karolkowa 22/24, 01-207|GIF-IW- Poland . Main Pharmaceutical |sy la ngay 16/12/2015 la khéng phu
11  |Pharmaceutical 19/11/2014  |Pharmaceutical
Warsaw, Poland 4011/12/1P/2015 Works hop.
Works Polfa S.A Inspector
Polpharma
Tai dot 24, Cuc QLD yéu cau cong ty
cung cip gidy chimg nhan GMP gbc
ctia co quan thim quyén cip cho co so
JL. TB Simatupang No. 8 The National san xuét hodc bdo cao thanh tra GMP
12 |PT. Merck Tbk Pasar Rebo Jakarta Timur PW.01.02.331.05 05/05/2014 Agency for Drug|Cong ty Merck gar}.nhit’ do’GCN AnQp tai Cuc khong
. .14.2420 and Food Control,|{Serono phai Giay chirng nhan.
13760, Indonesia . R . A 4 , R
Indonesia Cong ty da ndp cac Giay chirng nhan
gbc, tuy nhién trén ndi dung cac GCN
nay khong dé cap toi pham Vi ching
nhan theo nguyén tic PIC/S.
gethar Herzbergstrasse 3 61138|DE_HE 01 _GM quydn cia Dic|D o P coan U e
13 |Arzneimittel - GmbH Niederdorfelden, Germany (P_2013 0020 05/03/2013 (Regierungsprasid dugc pham va
& Co. KG ' YIr- - g gsp thuong mai

ium Darmstadt)
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Giay ching nhan hét han vao ngay
20/3/2015;
Hb so cdng bd khdng cho thiy c6 modi
Agency for lien quan hay dau giép lai gitra Gidy
Medicinal ching nhan GMP va trang cong
Krka tovarma Smarjeska cesta 6, Novo Products and|{Cong ty Krka,|chung;
14 , dra\;il dd mesto  (Locna), 8501,|450-24/2012-1 |22/08/2012 |Medical Devices|tovarna Gidy chimg nhan GMP nay khong co
R Slovenia of the Republic of|zdravil., d.d. trén website EUDRA.
Slovenian Gidy chimg nhan phai ban sao dugc
(JAZMP) ching nhan lanh su/chung thuc (&
nude so tai) va HPHLS hop 1€ hoac
ban chinh (caa GCN GMP con hiéu
luc).
. 59 welland Vale RD St Canadian - Health] o . | Gidy ching nhan GMP xac nhan chi
Biolyse Pharma . . Products and ;__|dat tiéu chuan cia WHO va san pham
15 Corporation Catharines, Ontario,|58762 22/10/2014 Food Branch dugc pham Kkhone duoc lru hanh & nuée sé tai
P Canada L2 3Y2 Viét Lam ong duoce fuu hanh 0 nuoc so tat
Inspectorate
Portuguese R Gl?y Cl,mng,nha,n k.hon‘g dlch cong
National VPDD Coéng ty|chimg ¢ nudc s¢ tai va khdng dugc
Labesfal _ - Zong Industrial do Laj_edo, F010/S1/MH/001 Authority of S.LA hop phép hoa lanh sy theo quy dinh
16 |Laboratorios Almiro,|Santiago de Besteiros, 29/01/2015 - (Tenamyd
/2015 Medicines  and .
S.A 3465-157, Portugal Canada) Inc. tai
Health Products, To.Ha N
IP (INFARMED) | P2 9!
Medac  gesellschaft Cona tv TNHH Pham vi ching nhéan chi la Dong goi
17 fur Klinische| Theaterstrae 6, 22880\DE_SH_01_GM |, /o0, [Co quan tham Duorg y hAm cap 2 va kiém tra chat luong, khdng
spezialpraparate Wedel, Germany P_2013_0010 quyén Pirc > p dat

m.b.H

Viét Phap




