Phu luc 1:

CONG BO DANH MUC THUOC SAN XUAT TU NGUYEN LIEU HOAT CHAT PUQC SAN XUAT
TAI CAC NUOC THAM GIA ICH - Dot 2

(ban hanh keém theo cong vin sd 22762/QLD-PK ngay 08 thang 12 nim 2015 ctia Cyc Quén Iy Duoc)

Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han (ghi day du o . . o A s s . a2 Srea . Y
TT| Tén thube SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NuwgeSX | Ten V:: i*:‘cf;: cgés“ de | Tai l“-*l‘:ac;‘“:;g ml‘l';h (lzf;‘y het
o 3 (ddfmmiyy) | nguyénlin, | <00 ) ®) ©) o D
@ dang muoi ...)
()
Gidy ching nhan GMP s
. 294 avenue de la HMP/EW41/2013/ do( Co Aquan
Minakem Dordoene F quan 1y dugc Phédp cap, hét han
Dunkerque SAS | <% 40%)unker ” rance nghy 12/02/2016 (c6 hiéu lyc 03
d AstraZeneca Singapore |nim ké tir ngay thanh tra GMP
Omeprazol Pte Ltd 12/02/2013)
1 |LOSEC VN-9444-10 | 15/04/2015 (*) nz i Ph.Eur D/c: 8, Wilkie Road,
ﬁf’ﬁlﬁgﬁgﬁe’ Giy chimg nhan GMP s 5.9.1-
QA Material & AP, sap 2013-099239 do Co quan quan ly
AstraZeneca AB  [Kvarnbergagatan 12, [Sweden duoc Thuy Dién cép, hét han ngay
Sodertalje, 15185 21/02/2016 (c6 hiéu lyc 03 nam ké
tu ngay thanh tra GMP 21/02/2013)
. Gidy ching nhan GMP s
AstraZeneca Sigapore |y gy 5" GMP_2015_0016 do
Nurnberger Str. 12 Pre Lud Co quan quan 1y dugc Pic c
2 |CASODEX |VN-18149-14 [19/9/2019 Bicalutamid  |Ph.Eur |Excella GmbH urnberger St Germany  |P/c: 8, Wilkie Road, Y quall quan [y due > cap,
90537 Feucht -y hét han ngay 20/03/2018 (c6 hiéu
#06-01 Wilkie Edge, - PN <
Sineanore 228095 Iyc 03 ndm ké tor ngay thanh tra
gap GMP 20/03/2015)
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Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han (ghi day du oA . 5 2 2 P 2 2 2 sepea . .1, So WA
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
o 3 (@dfmmiyy) | nguyénlin, | <00 ) ® ©) o D
“ dang muoi ...)
()
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 QO Cq quan quan ly dugc
Limited Briston, Avon, BS10 . Anh cap, hét han ngay 21/07/2017
AstraZeneca Singapore PR o LA v s
TZE Pte Ltd (c6 hiéu luc 03 nam ke tir ngay
3 S)}?IEC?ZOQ(}E; VN-18758-15 | 02/09/2020 Q;‘?E:f;f Ble: 8, Wilkie Road, |20 1 GMP 21/07/2014)
#06-01 Wilkie Edge, ] ]
Singapore 228095  |Gidy chung nhan GMP s6
Ajinomoto Cooppallaan 91, . BE_,/GI\,/IP/ZOM/,,OO? do ;CO quan\
NSX . Belgium quan ly dugc Bi cap, hét han ngay
OmniChem NV |Wetteren, B-9230 19/03/2017 (c6 hiéu lyc 03 nim ké
tr ngay thanh tra GMP 19/03/2014)
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 c!o Cq quan quan ly dugc
Limited Briston, Avon, BS10 Anh cap, hét han ngay 21/07/2017
TZE AstraZeneca Singapore |(c6 hiéu lyc 03 nam ké tir ngay
o Pte Ltd thanh tra GMP 21/07/2014)
4 S)}?EZ(OQ(}J :;]g“ VN-18759-15 | 02/09/2020 Q;‘?E:f;f D/c: 8, Wilkie Road,
#06-01 Wilkie Edge, ) )
Singapore 228095 Giay chtrng nhin GMP s6
.. BE/GMP/2014/008 do Co quan
Ajinomoto Cooppallaan 91, . . . x Lx .
NSX . Belgium quan ly dugc Bi cap, hét han ngay
OmniChem NV |Wetteren, B-9230 19/03/2017 (c6 hidu luc 03 nim ké
tu ngay thanh tra GMP 19/03/2014)
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Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han (ghi day du o . . . A s s . a2 Srea . Y
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
o 3 (@dfmmiyy) | nguyénlin, | <00 ) ®) ©) o D
“ dang muoi ...)
(&)
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 do Co quan quan 1y dugc
Limited Briston, Avon, BS10 Anh cép, hét han ngay 21/07/2017
TZE AstraZeneca Singapore |(c6 hiéu lyc 03 nam ké tir ngay
.. Pte Ltd thanh tra GMP 21/07/2014)
5 31)33{05%131111 VN-18760-15 | 02/09/2020 Q;‘?E:f;f D/c: 8, Wilkie Road,
£ #06-01 Wilkie Edge,
Singapore 228095 |Gidy chirg nhan GMP s6
Ajinomoto Cooppallaan 91, . BE_,/GI\,/IP/ZOM/,,OO? do ;CO quan\
NSX OmniChem NV |W B-9230 Belgium quan ly dugc Bi cap, hét han ngay
mnit-hem etteren, B- 19/03/2017 (c6 hidu luc 03 nidm ké
tu ngay thanh tra GMP 19/03/2014)
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 do Co quan quan ly dugc
Limited Briston, Avon, BS10 Anh cap, hét han ngay 21/07/2017
TZE AstraZeneca Singapore (c6 hi€u luc 03 nam ké tir ngay
Pte Ltd thanh tra GMP 21/07/2014)
6 S)}?ECZ)OQ(}EL VN-18757-15 | 02/09/2020 Q;‘?E:f;f D/c: 8, Wilkie Road,
s #06-01 Wilkie Edge, | ,
Singapore 228095 Giay chimg nhan GMP s6
Ajinomoto Cooppallaan 91, . BE,/GI\,/IP/ZOM/,OO;S do ;CO duan
NSX OmniChem NV |Wett B-9230 Belgium quan ly dugc Bi cap, hét han ngay
mnit-hem etteren, b- 19/03/2017 (c6 hiéu luc 03 nam ké
tu ngay thanh tra GMP 19/03/2014)
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Thanh phim Nguyén li¢u hoat chit Ho so dé nghi cong bd
Duoc chit
Ngay hét han (ghi day du o . . . A s s . a2 Srea . Y
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
(1) @) 3) (@dfmmiyy) | nguyénlin, | <00 7) ®) ) o D
@) dang muoi ...)
(&)
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 do Co quan quan ly dugc
Limited Briston, Avon, BS10 Anh cap, hét han ngay 21/07/2017
TZE AstraZeneca Singapore (c6 hiéu luc 03 ndm keé tir ngay
Pte Ltd thanh tra GMP 21/07/2014)
7 CRZEOSIEOR VN-I8151-14 | 19/9/2019 Ros‘g’i‘zaun Dle: 8, Wilkie Road,
& #06-01 Wilkie Edge,
Singapore 228095 Giay chtrng nhin GMP s6
Ajinomoto Cooppallaan 91, . BE,/GI\,/IP/ZOM/,OO;S do ;CO duan
NSX OmniChem NV |Wett B-9230 Belgium quan ly dugc Bi cap, hét han ngay
mnit-hem etteren, b- 19/03/2017 (c6 hiéu luc 03 nam ké
tu ngay thanh tra GMP 19/03/2014)
Gidy chimg nhan GMP s6 UK API
Avlon Works, 32467 Insp GMP 32467/10116-
NSX AstraZeneca UK |Severnside, Hallen, UK 0010 do Co quan quan ly dugc
Limited Briston, Avon, BS10 Anh cap, hét han ngay 21/07/2017
TZE AstraZeneca Singapore (c6 hi€u luc 03 nam ké tir ngay
Pte Ltd thanh tra GMP 21/07/2014)
8 CR]EOSIEOR VN-18150-14 | 12019 Ros‘g’i‘zaun Dle: 8, Wilkie Road,
& #06-01 Wilkie Edge,
Singapore 228095 Giay chtrng nhan GMP s6
Ajinomoto Cooppallaan 91, . BE,/GI\,/IP/ZOM/,OO;S do ;CO duan
NSX OmniChem NV |Wett B-9230 Belgium quan ly dugc Bi cap, hét han ngay
mnit-hem etteren, b- 19/03/2017 (c6 hiéu luc 03 nam ké
tr ngay thanh tra GMP 19/03/2014)
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Thanh phim Nguyén li¢u hoat chét Hb so' dé nghi cong bd
Duoc chit
Ngay hét han (ghi day du o . . . A s s . a2 Srea . Y
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX bia Ch;fl‘; JUH | Nugesx Ten " i!?cfﬁl: N de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
o @ 3 (@dfmmiyy) | nguyénlin, | <00 ) ®) ©) o D
@) dang muoi ...)
)
Centre de production Gidy chimg nhan GMP s
Metformin Calais, HMP/FR/13/2015 do Co quan
hydroclorid NSX Merck Sante SAS 5 rue Clément Ader, France AstraZeneca Singapore  |quéan 1y duoc Phap cip, hét han
KOMBOGLY 62100 Calais Pte Ltd ngay 12/03/2017
9 |ZE XR, VN-18679-15 02/09/2020 Dre: 8, Wz.lkz‘e Road, Gihy chimg nhan GMP 6 7565 do
Smg/500 mg Saxacliotin Swords Watery Lane, #96'01 Wilkie Edge, Co quan quéan 1y dugc Ireland cap,
e P [NsX Labor Swords, Co. Ireland Singapore 228095 hét han ngay 14/03/2017 (c6 hiéu
Y aboratories Dublin Iuc 03 nam Ké tir ngay thanh tra
GMP 14/03/2014)
Centre de production Gidy chimg nhan GMP s
Metformin Calais HMP/FR/13/2015 do Co quan
hydroclorid NSX Merck Sante SAS 5 rue Clément Ader France AstraZeneca Singapore |quan ly dugc Phap cip, hét han
KOMBOGLY 62100 Calais Pte Ltd ngay 12/03/2017
10 |ZE XR, VN-18678-15| 02/09/2020 D/c: 8, Wilkie Road, Gidy chirg nhan GMP s6 7565 do
5mg/1000 mg o Watery Lane, #06-01 Wilkie Edge, Co quan quéan 1y duoc Ireland cép,
if‘o"ffﬁlp(ﬁ‘;t NSX iwg’ rds Swords, Co. Ireland  |Singapore 228095 hét han ngay 14/03/2017 (c6 hiéu
4 aboratories Dublin Iwc 03 ndm ké tur ngay thanh tra
GMP 14/03/2014)
Astellas Pharma C?P g ty TNHH DKSH -4 , A s
Tech Co.. Ltd Viét Nam Giay chung nhéan tinh trang GMP
( Astellas.’PhaI.m . 2178 Kojin-machi, Ble: S6 23, Pai 16 Déc |do Co quan y t& Nhat Ban cép,
11 |Advagraf VN-16498-13 01/04/2018  |Tacrolimus NSX Toyama city, Japan lap, Khu céng nghiép |hiéu luc dén ngay 04/7/2016 (chap
Tech Co., Ltd. A . A < PO N £
Tovama Toyama 930-0809 Viét Nam- Singapore, |nhén 02 nam ké tir ngay duoc cap
Tec}:]hnolo Center Huyén Thugn An, Tinh Giéy ching nhan 04/7/2014)
gy Binh Duong, Viét Nam
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Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han | (ghi day du " Lo R U
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
o @ 3 (@dfmmiyy) | nguyénlin, | <00 ) ®) ©) o D
@) dang muoi ...)
()
Astellas Pharma C(.)P ¢ ty TNHH DKSH 1 , A o
Tech Co.. Ltd Viét Nam Giay chung nhan tinh trang GMP
( Astellas Pharma | 2178 Keojin-machi, B/e: 86 23, Pai 1§ Péc |do Co quan y té Nhat Ban cép,
12 |Advagraf VN-16290-13 18/01/2018 [Tacrolimus NSX Toyama city, Japan lap, Khu cong nghiép |hiéu luc dén ngay 04/7/2016 (chip
Tech Co., Ltd. - . A R Y £
Tovama Toyama 930-0809 Viét Nam- Singapore, |nhan 02 nam ké tu ngay dugc cap
TeZhnolo Center Huyén Thudn An, Tinh |Giy ching nhan 04/7/2014)
gy Binh Duong, Viét Nam
Astellas Pharma C?P ¢ ty TNHH DKSH .4 , A s
Tech Co.. Ltd Viét Nam Giay chung nhén tinh trang GMP
( Astellas.’PhaI.m . 2178 Kojin-machi, Ble: 86 23, Pai 16 Déc |do Co quan y t& Nhat Ban cip,
13 [Advagraf VN-16291-13 18/01/2018  |Tacrolimus NSX Toyama city, Japan lap, Khu cong nghiép |hiéu luc dén ngay 04/7/2016 (chép
Tech Co., Ltd. ‘A . A < PO N £
Tovama Toyama 930-0809 Viét Nam- Singapore, |nh@n 02 nam ké tr ngay duoc cap
Tec}:]hnolo Center Huyén Thugn An, Tinh Giéy ching nhan 04/7/2014)
gy Binh Duong, Viét Nam
VPDD Novartis Pharma
Services AG Gidy ching nhan tinh trang GMP
. B/e: Phong 1001, tang |do Co quan quan 1y y té Thuy Sy
14 |Femara VN-18040-14 |  12/06/2019  |Letrozole Nsx  |Novartis Pharma  (Rothausweg, 4133\ 0 o0 0d (10, 1oa Centec, 72-74 |cp, hicu Tuc dén ngay 21/7/2016
Schweizerhalle AG [Schweizerhalle > - . < I ~e A %
Nguyén Thi Minh Khai, [(02 ndm ké tor ngay cap Gidy
P6, 03, TP. H6 Chi |chingnhan21/7/2014)
Minh
VPDD Novartis Pharma
Services AG Gidy ching nhan tinh trang GMP
. B/e: Phong 1001, tang |do Co quan quan 1y y té Thuy Sy
15 |Exjade 250 | VN-17125-13 | 0171012018 |Deferasirox | Nsx  |Novartis Pharma - \Rothausweg, 41334 0 0o 170, 10a Centee, 72-74 |cdp, higu luc dén ngay 21/7/2016
Schweizerhalle AG [Schweizerhalle > g . < I ~e A %
Nguyén Thi Minh Khai, [(02 ndm ké tor ngay cap Gidy
P6, 03, TP. H6 Chi |chingnhan21/7/2014)
Minh
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Thanh phim

Nguyén liéu hoat chat

Ho so dé nghi cong bd

TT
1)

Tén thube

@)

SPK
3

Ngay hét han
SBbK
(dd/mm/yy)
4)

Duoc chit
(ghi day du
tén, dang
nguyén li¢u,
dang mudi ...)

)

Tiéu
chuan

(6)

Tén NSX
)

Dia chi co sé san
xuat

@®)

Nuwée SX
9

Tén va dia chi co s¢ dé
nghi cong bd
(10)

Tai li¢u chimg minh; Ngay hét
han gidy phép (+*)
(1)

16 [Exjade 500

VN-17126-13

01/10/2018

Deferasirox

NSX

Novartis Pharma
Schweizerhalle AG

Rothausweg, 4133
Schweizerhalle

Switzerland

VPDD Novartis Pharma
Services AG

B/c: Phong 1001, tang
10, toa Centec, 72-74
Nguyén Thi Minh Khai,
P6, Q3, TP. Ho Chi
Minh

Gidy ching nhén tinh trang GMP
do Co quan quan ly y té Thuy Sy
cép, hiéu lyc dén ngay 21/7/2016
(02 niam ké tir ngay cap Gidy
chuing nhéan 21/7/2014)

17 |Exjade 125

VN-17124-13

01/10/2018

Deferasirox

NSX

Novartis Pharma
Schweizerhalle AG

Rothausweg, 4133
Schweizerhalle

Switzerland

VPDD Novartis Pharma
Services AG

B/c: Phong 1001, tang
10, toa Centec, 72-74
Nguyén Thi Minh Khai,
P6, Q3, TP. Ho Chi
Minh

Gidy ching nhan tinh trang GMP
do Co quan quan ly y té Thuy Sy
cép, hi¢u lyc dén ngay 21/7/2016
(02 niam ké tir ngay cap Gidy
chuing nhan 21/7/2014)

Certican 0.5

- Imng

VN-16849-13

05/07/2018

Everolimus

NSX

Novartis Pharma
Schweizerhalle AG

Rothausweg, 4133
Schweizerhalle

Switzerland

VPBD Novartis Pharma
Services AG

B/c: Phong 1001, tang
10, toa Centec, 72-74
Nguyén Thi Minh Khai,
P6, 03, TP. H6 Chi
Minh

Gidy ching nhén tinh trang GMP
do Co quan quan ly y té Thuy Sy
cép, hiéu lyc dén ngay 21/7/2016
(02 niam ké tir ngay cap Gidy
chuing nhéan 21/7/2014)

Certican 0.75

= |mg

VN-16850-14

05/07/2018

Everolimus

NSX

Novartis Pharma
Schweizerhalle AG

Rothausweg, 4133
Schweizerhalle

Switzerland

VPBD Novartis Pharma
Services AG

B/c: Phong 1001, tang
10, toa Centec, 72-74
Nguyén Thi Minh Khai,
P6, 03, TP. H6 Chi
Minh

Gidy ching nhan tinh trang GMP
do Co quan quan ly y té Thuy Sy
cép, higu lyc dén ngay 21/7/2016
(02 niam ké tir ngay cap Gidy
chiing nhan 21/7/2014)
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Thanh phim

Nguyén liéu hoat chat

Ho so dé nghi cong bd

TT
1)

Tén thube

@)

SPK
3

Ngay hét han
SBbK
(dd/mm/yy)
4)

Duoc chit
(ghi day du
tén, dang
nguyén li¢u,
dang mudi ...)

)

Tiéu
chuan

(6)

Tén NSX
)

Dia chi co sé san
xuat

@®)

Nuwée SX
9

Tén va dia chi co s¢ dé
nghi cong bd
(10)

Tai li¢u chimg minh; Ngay hét
han gidy phép (+*)
(1)

Certican 0.25

= g

VN-16848-13

05/07/2018

Everolimus

NSX

Novartis Pharma
Schweizerhalle AG

Rothausweg, 4133
Schweizerhalle

Switzerland

VPDD Novartis Pharma
Services AG

B/c: Phong 1001, tang
10, toa Centec, 72-74
Nguyén Thi Minh Khai,
P6, Q3, TP. Ho Chi
Minh

Gidy ching nhén tinh trang GMP
do Co quan quan ly y té Thuy Sy
cép, hiéu lyc dén ngay 21/7/2016
(02 niam ké tir ngay cap Gidy
chuing nhéan 21/7/2014)

21 |Levitra

VN-17262-13

27/12/2018

Vardenafil

NSX

Bayer Pharma AG

Friedrich-Ebert-
Str.217-333, 42117
Wupertal

Germany

VPDD Bayer (South
East Asia) Pte. Ltd tai
Tp HOChi Minh

Ble: 80IA, tang 8, 106
Nguyén Van Troi —
Phuong 8 - Qudn Phii
Nhugn — Tp Ho Chi
Minh

Gidy chimg nhin GMP s
DE_NW_03_GMP_2014_0006 do
Co quan quan 1y y t& Dic cap, hiéu
lyc dén ngay 04/10/2016 (03 nam
ké tr ngay thanh tra GMP
04/10/2013)

Levitra

VN-17841-14

12/06/2019

Vardenafil

NSX

Bayer Pharma AG

Friedrich-Ebert-
Str.217-333, 42117
Wupertal

Germany

VPDD Bayer (South
East Asia) Pte. Ltd tai
Tp HOChi Minh

Ble: 80IA, tang 8, 106
Nguyén Van Troi —
Phuong 8 - Qudn Phii
Nhugn — Tp Ho Chi
Minh

Gidy chimg nhin GMP s
DE_NW_03_GMP_2014_0006 do
Co quan quan 1y y t& Dic cap, hiéu
lyc dén ngay 04/10/2016 (03 nam
ké tr ngay thanh tra GMP
04/10/2013)

23 |Levitra

VN-17842-14

12/06/2019

Vardenafil

NSX

Bayer Pharma AG

Friedrich-Ebert-
Str.217-333, 42117
Wupertal

Germany

VPDD Bayer (South
East Asia) Pte. Ltd tai
Tp HOChi Minh

Ble: 80IA, tang 8, 106
Nguyén Van Tréi —
Phuong 8 - Qudn Phii
Nhugn — Tp Ho Chi
Minh

Gidy chimg nhin GMP s
DE_NW_03_GMP_2014_0006 do
Co quan quan 1y y t& Dic cap, hiéu
lyc dén ngay 04/10/2016 (03 nam
ké tr ngay thanh tra GMP
04/10/2013)
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Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han (ghi day du oA . 5 2 2 P 2 2 2 sepea . .1, So WA
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
o 3 (@dfmmiyy) | nguyénlin, | <00 ) ® ©) o D
@ dang muoi ...)
(5)
VPDD Bayer (South
East Asia) Pte. Ltd tai |Gidy chimg nhan GMP s
o Tp HOChi Minh DE_NW_03_GMP_2014_0006 do
Friedrich-Ebert Dle: 80IA, ting 8 106 |Co quan quan 1y y té Dirc cAp, higu
24 |Levitra ODT VN2-107-13 | 05/07/2015 (*) [Vardenafil NSX Bayer Pharma AG [Str.217-333, 42117 |Germany Y] Py A R T
Wupertal Nguyén Van Troi — h,r;c d?n nga\ly 04/10/2016 (03 nam
Phuong 8 - Qudn Phii [ké trr ngay thanh tra GMP
Nhudgn — Tp Ho Chi |04/10/2013)
Minh
Pfizer (Thailand) Ltd.  |Gidy ching nhdn GMP s
Ringaskiddy API P/c: Floor 36, 37, 38 |2013/7136/ASR11424-1 do Co
. . . Pfizer Ireland Plant, P.O. Box 140, United Center Building, |quan quan ly y té Ireland cap, hi€u
25 |Viagra VN-17541-13 | 27/12/2018 | Sildenafil NSX |pharmaceuticals  |Ringaskiddy, Co.  |ciand 323 Silom Road, Silom, |luc dén ngay 29/11/2016 (03 nim
Cork Bangrak, Bangkok  |ké ti ngay thanh tra GMP
10500, Thailand 29/11/2013)
Pfizer (Thailand) Ltd.  |Gidy ching nhdn GMP s
Ringaskiddy API P/c: Floor 36, 37, 38 |2013/7136/ASR11424-1 do Co
. . . Pfizer Ireland Plant, P.O. Box 140, United Center Building, |quan quan ly y té Ireland cap, hi€u
26 |Viagra VN-17542-13 | 27/12/2018 | Sildenafil NSX | pharmaceuticals  |Ringaskiddy, Co.  |ciand 323 Silom Road, Silom, |luc dén ngay 29/11/2016 (03 nim
Cork Bangrak, Bangkok  |ké ti ngay thanh tra GMP
10500, Thailand 29/11/2013)
, . Gidy chimg nhin GMP s
Ringaskiddy API 2013/7136/ASR11424-1 do Co
Plant, P.O. Box 140, - - an 1y y € Ireland cép, hiu
Ringaskiddy, Co. Ireland Pfizer (Thailand) Ltd. ~ [dUan quan y'y p, hic
Cork Ble: Floor 36, 37, 38 h_ic d?n nga}y 29/11/2016 (03 nam
27 |Lipitor VN-17768-14 loasoam019 AtOfvastatin NSX Pfizer Irelagd Unitecli CenterBuil.ding, ke.’ tir ngay thanh tra GM}’)
calcium Pharmaceuticals 323 Silom Road, Silom, Gidy chimg nhian GMP sb
. Bangrak, Bangkok 2013/6280/A016 do Co quan quan
]él(zzlke Island, Co. Ireland 10500, Thailand ly y té Ireland cép, hiéu luc wdén
ngay 07/02/2016 (03 nim ké tir
ngay thanh tra GMP 07/02/2013)
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Thanh phim Nguyén li¢u hoat chit Ho so dé nghi cong bd
Duoc chit
Ngay hét han (ghi day du oA . 5 2 2 P 2 2 2 sepea . .1, So WA
TT| Tén thude SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; JUH | Nugesx Ten " i!?cfﬁl: N de | Tai l'?l‘l'ac;‘“:;g ml‘l’;h (lzf;'y het
(1) ) 3) (dd/mmiyy) | nguyenligu, | TEC ) ®) ©) o D
@) dang muoi ...)
()
Gidy chimg nhin GMP s
Ringaskiddy API 2013/7136/ASR11424-1 do Co
Plant, P.O. Box 140, uan quan 1y y té Ireland c , hiéu
Ringaskiddy, Co. | Pfizer (Thailand) Ltd. ;]L_rc dgn ngé};/ y29/11/2016 (o% nim
. . Cork D/ ¢ Floor 36, 37’. 3‘? ké tr ngay thanh tra GMP
28 |Lipitor VN-17769-14 l04/03/2019 Atoryastatm NSX Pfizer Irelagd Umteq Center Bml‘dmg, 70/11/7013)
calcium Pharmaceuticals 323 Silom Road, Silom, Gi ha hin GMP sé
iy chimg nhj
. Bangrak, Bangkok 2013/6280/A016 do Co quan quén
Little Island, Co. 10500, Thailand . £ s . £
Cork Ireland ly y té Ireland cap, hi¢u h_rchen
ngay 07/02/2016 (03 nam ké tir
ngay thanh tra GMP 07/02/2013)
Gidy chimg nhin GMP s
Ringaskiddy API 2013/7136/ASR11424-1 do Co
Plant, P.O. Box 140, Ireland quan guén Iyy té Ireland cép, hiéu
Ringaskiddy, Co. Pfizer (Thailand) Ltd. luc dén ngay 29/11/2016 (03 nam
Cork BPle: Floor 36, 37,38 |ké tir ngay thanh tra GMP
29 |Lipitor VN-17767-14 |04/03/2019 AtOfvastatin NSX Pfizer Irelagd Unitecli Center Buil.ding, 29/11/2013)
calcium Pharmaceuticals 323 Silom Road, Silom, 4 , « £
Bangrak, Bangkok Giay chung nhin GMP SQ,
Little Island, Co. 10500, Thailand 2013/62807A016 do Co quan quan
Cork Ireland ly y té Ireland cap, hi¢u h_rchen
ngay 07/02/2016 (03 nam ké tir
ngay thanh tra GMP 07/02/2013)
Cong Ty CP Dugc Pham |Gidy ching nhan GMP sé sukls
Ostravska 29, c.p. Czech Duy Tan 150804/2013 do Co quan quan ly
30 :A&CO‘}ZE‘;’?;‘;‘; VN-12236-11 |  20/04/2016 xg;‘iﬁhemlat EP Iigzztrclj:‘;hro 305, 747 70 Opava — |Republic  |B/e: 22 HG Biéu Chanh, |dwge CH Séc cép 6 gid tri dén
o Komarov (CH Czech) |Q. Phii Nhudn, Tp. Ho |07/5/2017 (c6 hiéu luc 3,5 nam ké
Chi Minh, Viét Nam tr ngay thanh tra GMP 07/11/2013)
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Thanh phim Nguyén liéu hoat chat Ho so dé nghi cong bo
Duoc chit
Ngay hét han (ghi day du o . . . A s s . a2 Srea . Y
TT| Tén thuée SPK SPK tén, dang c]l;'l‘::n Tén NSX Dia Ch;fl‘; ts“ SN | NugeSX | Ten V:: i!?cfﬁl: cgés“ de | Tai l'?l‘l'ac;‘“:;g ml‘l';h (lszy het
(1) @) 3) (@dfmmiyy) | nguyénlin, | <00 7) ®) ) o D
@) dang muoi ...)
()
Cong Ty CP Dugc Pham |Gidy ching nhan GMP s6 sukls
Ostravska 29, c.p. Czech Duy Tan 150804/2013 do Co quan quan ly
31 :ﬁi‘}iﬁﬁ;ﬁ; VN-12237-11|  20/04/2016 xg;‘iﬁhemlat EP Iigzztrclj:‘;hro 305, 747 70 Opava — |Republic  |B/c: 22 HO Biéu Chdnh, |dugc CH Séc cdp c6 gid tri dén
S Komarov (CH Czech) |Q. Phii Nhugn, Tp. Ho |07/5/2017 (c6 hiéu lyc 3,5 nim ké
Chi Minh, Viét Nam tr ngay thanh tra GMP 07/11/2013)
AstraZeneca Singapore |Gidy ching nhan GMP sb 6.2.1-
EMLA, 25 Lidocain Cambrex Bjorkborn Pte Ltd 2013-074277 do Co quan quan ly
32 |mg/g + 25 VN-9940-10 | 20/08/2015 (*) | "\~ .. Ph.Eur [ o AR Industriomrade, Sweden Dfc: 8, Wilkie Road, |dugc Thuy dién cap c6 gid tri dén
mg/g Y & Karlskoga, 69185 #06-01 Wilkie Edge, |12/9/2016 (c6 hiéu luc 03 nim ké
Singapore 228095 tur ngay thanh tra GMP 12/9/2013)
Ghi cha:

(*): Thudc da hét han s6 ding ky nhung duoc phép luu hanh dén hét han diing cta thude

(**): Thudc hét hiéu lyc cong bd khi gidy phép GMP ctia nha mdy san xuat nguyén liéu hét hidu lyc
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