PHU LUC 1:

CONG BO DANH MUC THUOC SAN XUAT TU NGUYEN LIEU HOAT CHAT PUQC SAN XUAT
TAI CAC NUOC THAM GIA ICH - Pot 1

(Ban hanh kém theo cong vin s6 4193 /QLD-PK ngay 04/3/2015 ctia Cuc Quan 1y Duoc)

Thanh phim Nguyén li¢u hoat chét Ho so dé nghi cong bb
Dugc chét
Ngay hét han | (ghi day du tén, " . A s Sevea s
TT| Tén thube SPK SPK dang nguyén c’f:::n TenNsx  |Pi# °h;l°l‘;ts“ San | Nwoesx | Ten Vfl' ‘:l'f'cﬂ: °g 65“ de | Tailitu °hll’é't‘i:;‘“h’ Neay
1) ) A3) (dd/mm/yy) | liéu, dang mudi ) ) ght cong !
@ ) ©) ®) 10) an
(5)
Cong ty TNHH Duoc phim |Gidy chiung nhan CEP s Rl-
DBL Heraeus Precious |Heraeusstrasse 12- va Hoéa chit Nam Linh CEP 2003-278-Rev 03 cép
1 [Oxaliplatin | VN-17003-13 | 01/10/2018 |Oxaliplatin EP |metals GMBH & (14, Gemany- Germany |D/c: 22/6 dwong 15, [16/01/2013 va khong ghi hiéu
50mg Co, KG 63450 Hanau Phuwong Tan Kiéng, Qudn |lyc (Chép nhédn trong vong 24
7, TP HCM théng ké tir ngay cip)
Cbéng ty TNHH Dugc pham |Gidy ching nhan CEP s Rl-
DBL Heraeus Precious |Heraeusstrasse 12- va Héa chat Nam Linh CEP 2003-278-Rev 03 cép
2 |Oxaliplatin | VN-17004-13 | 01/10/2018 |Oxaliplatin EP [metals GMBH & |14, Gemany- Germany |P/c: 22/6 dwong 15  [16/01/2013 va khong ghi hiéu
100mg Co, KG 63450 Hanau Phuwong Tén Kiéng, Qudn |luc (Chép nhéan trong vong 24
7, TP HCM thang ké tir ngay cip)
QA Material & Giay ching nhan CjMP SO ?.9.1—
APLKvarnbereaca 2013-099239 cap ngay
NSX |AstraZeneca AB : 383 Sweden . 29/11/2013 ¢6 gi tri 03 ndm ké
tan 12, Sodertalje, AstraZeneca Singapore Pte |~ N 2
15185 Lid tr ngay kiém tra GMP
. Esomeprazol o (21/02/2013)
3 Nexium | VN-15719-12 | 10/10/2017 natri D/c: 8, Wilkie Road, #06-01
Wilkie Edge, Singapore i i
224 avenue de la 228095 Giay chung nhan GMP so
Minakem Dordogne HMP/FR/41/2013 cp ngay
NSX | Dunkerque SAS  [59640 Dunkerque |F 72" 03/5/2014, hiéu luc dén

11/02/2017
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Thanh phim Nguyén liéu hoat chét Ho so dé nghi cong bo
Duwgc chit
Ngay hét han | (ghi day dutén, | e e N
vr| Tenhude | 0K SDK | dangnguen | T | qanngx [PRCNCOshSin | g gy | Téna dia chicosodd | Tailigu chimg minh; Nedy
1) ) &) (dd/mm/yy) | lidu, dang mudi p (7 . ) ghi i g e
) ) (6) ®) (10 1mn
©)
Gidy chimg nhan GMP cua nha
san xudt Bristol-Myers Squibb
Cruiserath s6 2012/5904/A032
AstraZeneca Singapore Pte cap nga)v/ 30/;01‘/ 201\3 C(.); hiu
. . Iyc 03 ndm ké tir ngay kiém tra
Onelvza Saxaclintin Bristol-Myers Cruiserath Road, Ltd GMP (22/11/2012)
4 | ey VN-17249-13 [27/12/2018 £1p NSX  [Squibb Mulhuddart, Ireland  |B/e: 8, Wilkie Road, #06-01 | . ‘o =2t
2,5mg monohydrat . . - . Ghi chd: Khoéng cong bo
Cruiserath Dublin 15 Wilkie Edge, Singapore N . £
228095 nguyén liéu cua nha san xuat
nguyén li¢u tht 2 (Swords
Laboratories) do Gidy chimg
nhan GMP hét hi¢u luc
24/6/2014)
Gidy ching nhan GMP cua nha
san xudt Bristol-Myers Squibb
Cruiserath sb 2012/5904/A032
AstraZeneca Singapore Pte cap nga}j 30/;01/ 201\3 C(.); hi¢u
. . luc 03 nam ké tir ngay kiém tra
Onelvza Saxaelintin Bristol-Myers Cruiserath Road, Ltd GMP (22/11/2012)
5| &y VN-17250-13 [27/12/2018 gh pd t NSX  |Squibb Mulhuddart, Ireland  |B/c: 8, Wilkie Road, #06-01 | o 0 )
mg fonoaycral Cruiserath Dublin 15 Wilkie Edge, Singapore 1 Chu: Baong cong o

228095

nguyén liéu cua nha san xuét
nguyén liéu thu 2 (Swords
Laboratories) do Gidy chimg
nhan GMP hét hiéu luc
24/6/2014)
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Thanh phim Nguyén liéu hoat chét Ho so dé nghi cong bo
Duwgc chit
Ngay hét han | (ghi day du tén, " . A s oA o C s
TT| Tén thube SPK SPK dang nguyén Tlel:l Tén NSX Pia chi cg s6 sian Nuée SX Tén va d;'a cAhl co A’so de Tai liéu chu;ng minh; Ngay
n <. | chuan xuat nghi cong bo hét han
(0)) 2 3) (dd/mm/yy) | liéu, dang muoi @] Q)]
(6) 8 (10) a1
4) )
(5)
AstraZeneca Singapore Pte |Gidy chimg nhan GMP s6 6.2.1-
Marcain Bupi . Camb Bjorkborn Ltd 2013-074277 chp  ngay
6 [0.5% VN-15208-12 [22/06/2017 h“ggjﬁi‘; Ph.Eur Kzﬁslizxa Ap |Industriomrade, |Sweden |B/c: 8, Wilkie Road, #06-01 |13/12/2013 ¢6 hiéu lyc 03 nim
4 & Karlskoga, 69185 Wilkie Edge, Singapore |ké tir ngdy kiém tra GMP
228095 (12/9/2013)
QA Material & AstraZeneca Singapore Pte |Gidy chimg nhan GMP s6 5.9.1-
API, Ltd 2013-099239  cip ngay
7 |Plendil VN-17835-14 [12/06/2019 Felodipin Ph.Eur |AstraZeneca AB |Kvarnbergagatan (Sweden  |D/c: 8, Wilkie Road, #06-01 129/11/2013 ¢6 hiéu lyc 03 nam
12, Sodertalje, Wilkie Edge, Singapore |ké tir ngay kiém tra GMP
15185 228095 (21/02/2013)
AstraZeneca Singapore Pte Gidy chimg nhan GMP sb
Esomeprazol Minakem 224 avenue de la Lu HMP/FR/41/2013 cép nga
8 [Nexium  [VN-17834-14 [12/06/2019 praz Ph.Eur Dordogne France  |BP/e: 8, Wilkie Road, #06-01 (=075 cap ngay
magnesi trihydrat Dunkerque SAS - . 03/5/2013 ¢6 hi¢u luc dén ngay
59640 Dunkerque Wilkie Edge, Singapore 11/02/2017
228095
AstraZeneca Singapore Pte [GCN GMP )
Alinomoto Cooppallaan 91 Ltd BE/GMP/2014/008 ky ngay
9 |Iressa VN-15209-12 | 22/06/2017 |Gefitinib NSX J . pp ' |Germany |D/c: 8, Wilkie Road, #06-01 [02/6/2014 ¢6 hiéu lyc 03 ndm
OmniChem NV |Wetteren, B-9230

Wilkie Edge,
228095

Singapore

ké tir ngay kiém tra GMP
(19/3/2014)
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Thanh phim Nguyén li¢u hoat chit Ho so dé nghi cong bo
Duwgc chit
Ngay hét han | (ghi day dutén, | e e N
Tr| Tenthube | SDK SDK | digngwyen | TR | qanngx |PRCHcosvsing g gy | Tenva diachicosydd | Tailigu ching minh; Neby
1) ?2) A3) (dd/mm/yy) | liéu, dang mudi @ ©)) ghi cong °
) ) (6) () 10 1mn
©)
Giy chimg nhan GMP cua nha
san xudt AstraZeneca AB sb
5.9.1-2013-099239 ky ngay
29/11/2013 ¢6 hiéu luc 03 nam
ké tir ngay kiém tra GMP
(21/02/2013).
QA Material & AstraZeneca Singapore Pte Ghi Achu':A th) ne . cong\ b,o
nguyén li¢u cia cdc nha sin
APL L xudt khic (Nha san xudt
10 |Brilinta VN2-106-13 | 05/07/2015 |[Ticagrelor NSX [AstraZeneca AB [Kvarnbergagatan [Sweden |D/c: 8, Wilkie Road, #06-01 | .. .
- - . Ajinomoto  OmniChem NV:
12, Sodertalje, Wilkie Edge, Singapore Y NN
Giay x4c nhén tinh trang GMP
15185 228095 o P . Z A
khong c6 thong tin cu thé vé
nguyén liéu; Nha san xuét DSM
Fine Chemicals Austria Nfg.
GmbH & Co KG: Gidy phép
san xuét khong c6 thong tin cu
thé v& nguyén liéu va hét hiéu
luc)
Silk Road GCN GMP s6 UK API 17901
Business Park . Insp GMP 17901/10117-0024
NSX fiﬁifgneca UK | Macclesfield, %l;e;om k¢ ngay 10/8/2012 c6 hiéu luc
Cheshire, SK10 g AstraZeneca Singapore Pte  [03 nim ké tir ngay kiém tra
2NA Ltd GMP (10/7/2012)
11 |Faslodex VN2-138-13  |01/10/2015 Fulvestrant D/c: 8, Wilkie Road, #06-01
Wilkie Edge, Singapore GCN GMP 6
228095 BE/GMP/2014/008 ky ng?
.. y ngay
Ajinomoto Cooppallaan 91, . ia <
NSX OmniChem NV [Wetteren, B-9230 Belgium 02/6/2014 ¢6 hiéu luc 03 nam

ké tir ngay kiém tra GMP
(19/3/2014)
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Thanh phim Nguyén liéu hoat chét Ho so dé nghi cong bo
Duwgc chit
Ngay hét han | (ghi ddy du tén, " . A s oA o C s
vr| Tenhude | 0K SDK | dangnguen | T | qanngx [PRCNCOshSin | g gy | Téna dia chicosodd | Tailigu chimg minh; Nedy
1) ) &) (dd/mm/yy) | lidu, dang mudi p (7 . ) ghi i g e
@ = ©) ®) (10) (n
(5)
VPDBD Merck Sharp &
Dohme(ASIA) Ltd Giéiy chung nhan GMP )
Aerius Schering - Plough Rathdrum Count BPle: Flat/RM 1401 A&B |2013/6904/A021/H cip ngay
12 (syrup) VN-14268-11 | 08/11/2016 |Desloratadine NSX [(Avondale) Wicklow y Ireland 14F & 27/F., Caroline |28/01/2014 c6 hiéu lyc 03 nam
yrup Company Center, Lee Gardens Two, |ké tir ngiy kiém tra GMP
28 Yun Ping Road, |(17/5/2013)
Causeway Bay, Hong Kong
Wallingstown, IPSEN PHARMA Giay ching nhan GMP 6
Ginkeo dr Little Island Dle: 65 Quai Georges | C\o/0281/AL1324 cap ngay
13 |Tanakan VN-16289-13 | 18/01/2018 0 ary NSX [Cara Partners . Ireland ’ g 08/5/2013 ¢6 hiéu lyc 03 nam
extract Industrial Estate, 92100 Boulogne e tir v kidm tra GMP
Co. Cork BillancourtCedex, Franceg ¢ neay iem tra

(16/01/2013)

Page 5




Page 6



Page 7



Page 8



Page 9



Page 10



