STT

DANH SACH 00*SO sAn XUAT THUOC DAT TIEU CHUAN PIC/S - GMP VA EU - GMP

TEN CO SO'SAN

XUAT DIA CHI
Pierre Fare Aquitaine Prarm
Vedicarent Intemational 1, Avenue

Proouction (Coso  du Beam, IDRON, 64320,
san xuet) France

Baxter SA(Coso  Boulevard Rere

doggavaxuat  Branquart 80, Lessines,

xoong lo) 7880, Belgum

Baxter A Boulevard Rere
Branouart 80, Lessines,
7880, Blgum

Cadla 1339, Trasad Roed,

Phameceuticals  Dholka-382225,

Limited Anrredabed, GUjarat,
India

Baliarda SA Seavedra 1260/62
(C1247AMR), Quded
Autonoma de Buencs
Aires, Repubica Argentina

Blimllaf Sareyi  Qerkezkoy Organize

\e Ticaret Sanayt Bolgesi, Karaagef

Aonm8rketi  IVvh 5 K No6, Kapeldi-
Tekirdag, 59610, Turkey

Danh sach co so Dat

Bot 63

(Theo congvan so 2579/QLD-CL ngay 06/03/2019 cua Cue Quan ly Door]

PHAM VI CHHNG NHAN

*San pham Thuoc bot dong kho Carmewit.

*Thuocvo trung:
+Thuoc sanxuat vo trung: Thuoe dong Ko
+Thuoc tiet trung cuoi: Dung dich the tich lon; dung dich
the tich o

*Thuocvo trung:

+Thuoc sanxuat vo trung;: thuoc dong ko, dung dch the
tich nho; Thuoc bot pha tiem choa Gephalosporin,

*San phamvien nen beo phimReagin Plus (Giticalin (doo
dang Giticdlin netri) 100, Ninocipin 30n)

*Thuoc khong vo trung choa khang sinh nhom Beta lactam
Vien nang cong; vien nery ot phachon dich uong,

Trang 1/ 24

NGUYEN GIAY CH
TAC GMP NHAN

BJ-GWP 2018/HPHF
R/186

PGS GVP MXY18

PC/SQW OFP,
001264 18
BJGW WPASD
10/17-
03/16; 381-
17-11

ngay

ngAY et

CAP

HAN

21042021

1710200 05/11/2019 30032021 1910/2021

CO QUAN CAP

National Agency for the
Safety of Medidne ad
Health Products

(ANSM), France

Federal Agency for
Medidnes and Hedlth
Products (FAMHP),
Belgum

Federal Agency for
Medidnes and Hedlth
Products (FAMHP),
Belgum

Netional Prarmeceutical
Regulatory Agency
(NPRA), Ministry of
Heelth, MHlaysia

Netionel Adrinistration
of Drugs, Foods ard
Medical Devices
(ANIVAAT), Argertina

Agency for Mediardl
Products and Medicdl
Devices (HALVED),
Qroatia

NHOM

Dot 63



TEN Q0'SO' SAN
STt XUAT
6 PHARVATHEN

INTERNATIONAL
A

7 AoonQE A
Cach viet khec:
ACONOS, SA

Onoolagy Liited

Manufacturing
Services LLC
(Cososnxuet)

Merdk Sap &
Gop.
Wilson Plant
(Cosodogga
apl)
MerdkShap &
Dohmre BV

(Gosodogqo
vz o/

Danh sach co so Dat

/Camil Febra, 58 (hoec
(/58) 08320 8 Mesnau

(Baroelone), Spain

19 HPSIEC, Industrial
Areq, Baddl, Distt. Solan,
Hedhdl Pradesh
173206, India

5000 Martin Luther King
Jr. Hohway, GreenMille,
North Cardlina (hoec NO)
27834, LA

4633 Merck Roed, Wilson,
North Cardlina (hoec NO)
2783 LA

Waaderweg 3,
HAARLEM 2031BN\,
Netherlands

NGUYEN
TAC GMP

GIAY CH

PHAM VI CHtfNG NHAN NHAN

*Thuocvo trung; BJGW 82818/ 1-8
+Thuoc sanxuat vo trung: dung dich the tich nho; thuoc darng 2018
ranva cay ghep (thuoc bat pha tiem).
*Thuoe khong vo trung: Vien nang cong; vien nen; vien ren
beo phim
*Thuocvo trung; BJGW  NH1850/0
+Thuoc sanxuat vo trung: Dang beo e ben ran (leogoma O1/CAT
homon hoec chat 0o hoet ¥vh homon); dung dich the tich
nho- thuoc nho et (beo gom ca hamron hoec chat oo hoat
tfrh homon).
*Thuoc khong vo trung: Thuoe uong dang long (hormmon hoec
dhet 0o hoet thrh homon).
*Thuocvo trung; PGS QWP 109065
+Thuoc sanxuat vo trung: dung dich tien thuoc bot dong
kho phatiem
*San pham Comuong SINGULAIRD CRAL, Granuie BJGW BWHH
(Montelukast (dtfol dang IVontelukast netri) 4n).
BJGW NAH
17/1014440
BJGW NH
17/2002429

Trang 2/ 24

ngAy
CAP

:

/1/2018  19/11/2018 10/10/2018

16/02/2018 08/06/2017

ngay
HET
HAN

:
:
%

CO QUAN CAP THUOC
1 2
Greece Netiordl 1
Orgargation for
Medidnes

Ministry of Heelth of 1
Catalonia-Spain

Technolagy, Netherlands

Inspectorate -
Prammeceutical Affairs
ad Vedicd

Technolagy, Netherlands

Dot 63



TEN QO'SO'SAN

STT XUAT

10 AstraZeneca AB

Sodieta’ Per Azioni

13 SM Fameceutia

SRL
(Cososnxuet)

Deftanedica

(Cosoxuet
Xoong)

14 SM Fameceutia

SRL
(Cososnxuet)

Deftanredica

(Cosoxuet
Xoong)

Danh sach co so Dat

DIA CHI
SE-15185 Socertalje,
Sieten

Dadi authe: Od Salid

Dosg, ¢
Sockrtaje, 15185,
Snedken)

Corden Phany,
Otto-HaNStr, 68723

Plankstadt, Gemmary

Vide DAl' Industria, 3E
Reparto Via Gallel, 17-
20867, Caponego (VB),
Italy

Zora Industriale - 85080
IO (F2), italy

Emst-Wegner-\Weg 15
72766 Reutlingen,
Gamary

Zora Industriale - 85080
TIMO (), ltaly

Emst-Wegner-\\eg 15,
72766 Reutlingen,
Gamary

PHAM VI CHtfNG NHAN

Thuoc khong vo trung: Vien neng cong;, pellet, thuoc con
vien nen

*Thuoc khong vo trung: Vien nang cong;, thuoc com thuoe
bat (choa hoat dhat 0o heet tirh cao); vien nen, vien beo
(choa hoat dret 0o hoet trh cao).

*Thuocvo trung;
+Thucc tiet trung cuoi: Dung dich, nhu'toong the Uth o,

*San pham Dung dich tiem truyen Moretd (Metronidezole
500n1/100m)

*San pham Dung dich tiem truyen Moretd (Metronidezole
500n/100m)

Trang 3/ 24

NGUYEN
TAC GMP

GIAY CH
NHAN

BGW

BGWw

BGW

BGW

BGW

ngAy
CAP

27/11/2018

14/01/2019 06/09/2017 14/01/2019 0092017 24/05/2018  20/09/2018

ngay
HET

02019 02020 - A01/2021

13062019

CO QUAN CAP

Snedish Medicd
Proocts Agency (MPA)

Coquen theamauyen
Doc

AlFA italian Medicines
Ay

[talian Medidnes
Aoency (AFA)

Coquen theamauyen
Doc (Badken+
Wurttemberg)

[talian Medidnes
Aoency (AFA)

Coquen themauyen
Doc (Badken+
Wurttemberg)

NHOM
THUCC

1
1

2
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TEN QO'SO'SAN
STT XUAT

DIACHI

15 (3. Behring QriH C3. Behving GviH
Corzhauser

16 Nobd llac Sarayii
veTicaret AS

17 Stach WJoint
Venture Co. Ltd

18 Ca so SANXEL
Novartis Phemma
SEen AG

casodongga\a

XUat Xoong;
NOVARTIS

FARMACEUTICA

Danh sach ca so Dat

Hof
3041 Vrburg (Stdittell
Mchellbach) Germrary

Sancaklar VBhEdd
Akcakoca Cad. No: 299
81100, Duzce-Turkey

No 40, Tu DoAene,
Vietram- Sngapore,
Inclstrial Park, Thuan An,
Binh Duong Province,
Vietram
Schaffhauserstrasse, 4332
Stein, Switzerland

Ronda de Santa Vhria,
158, 08210 Barbera Ddl
Valles (Barcelona), Spain
Cachhi khec Rondace
Santa Vhfa, 158 Barbera
e Valles, 08210, Spain

PHAM VI CHtfNG NHAN

*Thuocvo trung;

+Thuoc sanxuat vo trung;: thuoc dong Ko,
*(he phamsinh hoc: dhe phamto e thuoc cong nghe sirh
hoc; san pham oo nguon goc to ngodi hoec dong Vet
*Human-thromin fiborinogen to ngodd

*Thuocvo trung;

+Thuoc san xuat vo trung: Thuoce bat phartiem nhom
Cephalosparin. _

*Thuoc khong vo trung: Vien neng cong; thuoc Xjt, dung dich
dung ngaai; hon dich uong; sirova nhu dich uong; thuoe kem
o (pomedke) va thuoc gel; vien nen; vien ngan vien nen beo
phimvavien ren beo tan trong ruat, vien beo dodng (dragee)
; thuoc bat; thuoc com

*Thuoc dooc lieur Sro; vien nen
*Thuoc choa Cephalosporin: vien beo phin bot phachondich
g

*Thuoc khong vo trung: vien nen; vien nen beo phinT vien
nen sul bat; vien nang cong; hon dichva dung dich

*San pram

+\ien nang cong Onbrez Breezhdler (Indecateral (dodi dang
incecateral meleat) 150n ).

+\ien nang cong Onbrez Breezhdler (Indecateral (dodi dang
incecateral meleat) 300m).

Trang 4/ 24

NGUYEN GIAY CH
TAC GMP NHAN

FUGVP DE HEOL
GVP 2018
014

BGW TRGVP/20

PGS GVP 1080968

BJGW 18088

BGW NFHIEL0

O1/CAT

ngAy
CAP

16/04/2018  18/10/2017 27/09/2018

1910/2018

ngay
HI:_r

14/06/2021

D0/2019

NHOM
CO QUAN CAP THUOC

1
Caquen themayen 1
Doc

Turkish Medidnes ad 2
Medical Devices Agency
(MMVIA

MI’ISU'yOfl‘EdTha'd 2

W\&ifare, Repubdic of
China (Tawan)

Siss Agency for 1
(Snissimedic)
Agency for Medicines

and Heelth Procicts
(AEVFS), Spain
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Qv NHCM
TEN QO'S0'SAN NGUYEN GIAYCH ngay "9 THIOC
STT XUAT DIA CHI PHAM VI CHENG NHAN TACGVP  NHAN CAP I:E\I CO QUAN CAP . A
19 Schuenkdun  Southof No. 2 roed, *San pham Sodium chloride injection, 100 Polypropylere  Japan GVP AG10600628 Ministry of Health, 2
Prameceuticll  Xindu Setellite Gity bottie"COVK" N o Labour and Weifare
Co ld Industrial Development B (IVHW), Japan
Zore, Chergal, Sichuan, ©
China by
20 SN SEZUnit-1 Flot A4l *Thuoe khong vo trung: Vien nen, vien nang cung. PCSAW M-217CE I Thergpeutic Goods >
Prameceticl  Inclstial Ares, Prese I 00461 g é Adinistration (TGA),
IndustriesLid A SAS Negar Mo, g Australia
Pnieh, India S
21 3N Industrial Area-3 AB *Thuoc khongvo trung: Vien reny vien nang thuocbot e AIGS GVP 6/7/3/3/1/ South African Health >
Phamreceutical Roed, DewesF, Generd hondid Thuoc bot carbepenem (0083/2018 Products Regulatory
Indwstries ltd ~~ Bladk, Biock B&C, Authority
PENEM Block, Vedhya
Pracksh - 455001, India
2 Braxhd Vinh LocH-Tech *Thuoe khong vo trung chua kheng sinh fhomPJactam Vien BUGWP FTO72/SIM National Authority of 2
ImexPharm Pharmeceutical Antibiotic  neng cung, vien nen, thuoc bot H001/2018 Medidnes and Hedlth
Corporation Plant, Lot BIA - BIA, Proolcts, Portucdl
Street 2A Vinh Loc )
Incstrial Park Bich Hing o
Hoa BWad, Brh Tan ¢
District, HoChi Mh Gty o
Vietram
23 Hdsm Birex Darvestoan, Mulhuddart, *Thuoc khongvo trung: Vien reng aung; thuoc benrag vien: BUGVWP 1413/MO Health Products 1
Phammeceuticals  Dubdin 15, Irdland nen; thuoc bat; thuoc com 4 Regulatory Authority
Ltd (HPRA), Ireland
24 Samyouny 33 Tedo 1140, *Thuoc uong dang rarn: Vien neng cung dhua duoc dat PCSAW MGG Pegleon Regional Food >
Unitech Co, Ltd  Yuseong-qu, Dagjeon, phonga, 2419-1- & Drug Administration,
Korea *Thuoc tiemchua duoc chet phongxa 2016-17 Korea
*Thuoc uong dang long va dung dich uong chua duoc dhet

ponga

Danh sach colso Dat Trang 5/ 24 Dot 63



TEN CO's0'sAN

STT XUAT

DIACHI

5 Segfned Hareln  Langes Feld 13 31789

(Cososan xuat)

NV. Oganon

(Coso dong goi,

xuatxoong)

Fanmeceutica, SA

Linnited

28 BBraun Medca

Inoustries St

Heslthcare Ltd

Danh sach co so Dat

Hameln, Gemany

IVolerstraat 110, O8S
53420C, Netherlands
(*Cach ghikhac:
Molenstraat 110, 5342
CC Oss, Netherlands
hoac: Kloosterstraat 6,
5349 AB Oss,
Netherlands )

RuaJoso ce Daus, n° 19,

Veerch Nova, 2700487
Amedora, Portugdl

B-21/22. MDC Areg,
Kameshwar, Negpr,
441501, India

Bayan Lepes Free
Industrial Zone, 11900
Bayen Lepes, Puau
Fireng, MHlaysia

Plot No 876, NH, No. 8

Village Hariyela, Ta-
Mhtar, District Knech,
Guejarat, 387411, India

PHAM VI CHtfNG NHAN

*San pham Dung dich tiem Esmeron (Roouronium broice
10my/m)

*Thuoc khong vo trung: Vien neng cung; vien nen, vien ren
beo phin thuoc bat, thuoc com

*Thuoc khong vo trung: Vien nang cung, vien ney, phim
knuech tan trong meny,

*Thuocvo trung:
+Thuoc tiet trung cuoi; Dung dich the tich nho; Dung dich
the tich lon

*Thuocvo trung;
+Thuoc sanxuat vo trung: Dung dich the tich nho (dung
ggmm dung dich kh durg).

prem
+Dung dich it kh dung Salbutardl 25mL

Trang 6/ 24

NGUYEN
TAC GMP

GIAY CH
NHAN

FUGWP DEN G

MP 2018 0
013

BGW NMH
16/1010471
C

BUGVP  FBL/SI/VH

§

2/1/2018  30/05/2018 0307/2018  16/06/2016 26/03/2017

BGW FIG/VHO

:

PIGSGVP 69%8/18

PGS QWP 063/2018/G

ngAy
CAP

16/01/2018

ngay
HET
HAN

08/09/2019

12/0/2021 0/02/2021  24/03/2019

L

2

CO QUAN CAP

Coquen theamauyen
Duc

Netionel Authority of
Medicines and Hesith
Proccts (INFARVED),
PortLgl

National Authority of
Vedidnes and Hedlth
Products (INFARVED),

National Prammeceutical
Regulatory Agency -
MVelaysia

State Service of Ukraine
an Medidnes and Drugs
Contrd (SVDO)

Dot 63



NHOM
TEN QO SO’ SAN NGUYEN GIAYCH ngAy 92Y

STT SUAT DIA CHI PHAM VI CHtfNG NHAN TACGMP  NHAN AP ﬂirN CO QUAN CAP ;HUOg
3 Bofamallec Akpinar meh Csmangez - * Thuioe khong vo trung: Mien nang cdng; vien nang mrem PGS QWP TRIGW/20 Turkish Medidnes ad
Sarﬂyl\/éTcaret cad N 156, Sancaktepe,  gelatin; dung dich dung ngoai; Siro, dung cich, hon dich Lo 18/130 Medical Devioes Agency
Istanboul Turkey thuoc ben ran (kem g, no); thuoe den, thuoc trdng; Vien (TMVDA
nen, vien rnen nhai, vien nen beo phim vien nen beotan trong
ruat, vien nen beo dodng; thuoc bat, thuoc compha hon dich
uong; vien nen, vien nen beo phim chola dooc dhat oo hoet
tfinh hommn
3l Lmited ligbility ~ *108 Kozarka street,  *Thuocvo trung; PC/SQWP 071/2018/G State Administration of 2
company <Yuria-  Cherkassy, Cherkassy +Thuoc tiet trung cuoi; Dung dich the tich lon; dung dich MP Ukraine an Mediardl
Pham> regon, Ukraing, 18030,  the tich nho; dung dich tham phen phue mec; dung dich roa ('\}iL Products (SAUVP)
*21, Chygyryrska street, vettmong dung dich e hrt; hon dich de hit (chda. hammon), q
Cherkassy, Cherkassy thuoc nho ©
region, Ukraine, 18030, *Thmkmrg trung: Thuoc dung ngaai dang long;, thuoe
uong dang lang;, thuoe Xt (chda hamnon),
2 CLBrigAG  Wankdorfstrasse 10 3014 *Thmmmrgdnhwﬁmtorrwmmyettomg PCSAWP 181611 Swiss Agency for 1

C Products
(Snissimedic)

Bem, Snitzerland Drgcjchmeum lon, dung dich thetich rho, thuoc dong

B Catdlent Gemary Gammrelsbacher Sr2,  *San pham Vien neng mem Navelbine (Vinorelbine 20, BJGW [EBWOL Coquen theamauyen 1
Ddc

1/06/2018  16/07/2018 05/12/2018
19/04/2021 04/05/2021

Boerbech GiH 69412 Hoerbech, Germrary 30ng) GVP 2018
(Cososnxuet) Q072
Perre Feore Aquitaine Prarm BGW 2018HFF National Agency for the
Medicament Intermationdl 1, Avenue R/186 o Safety of Medidne ad
Prociuction (Coso cu Beam, 64320 IDRON % Health Proolcts
dong%u vaxuet Fane (ANSM), France
xoong =
A PereFdoe Aquitaine Prarm *San pham Bot pha dung dich tiem Velcade (Bortezomib BJ-GVP 2008/HPFF Netiondl Agency fortne 4

Medicament Intermationdl 1, Aenue  3511) R/186 Safety of Medidne ad
Proouction (hoec  cu Beam, ldron, 64320 o Health Procicts
Pierre Fare (hoec 64320 Idran) 0 (ANSM), France
Medcarent  Fance BZ'
Prodliction- @
dron) §
(Cososnxuet)

S

Danh sach co so Dat Trang 7/ 24 Dot 63



TEN G0'SO'SAN
STT XUAT DIACHI PHAM VI CHEING NHAN TACGVP  NHAN AP Il-_Er\|
Janssen Tumhoutseweg 30 BJGW BE/GWW/2
Phamreceutica  Beerse, 2340 (hoec B 17/124
NV 2340 Beerse), Belgum
(Cosodongo
va Xuat xoong)
3H Colrc 22816 GangchorHo, Thuoc uong dang rat Thuocvien ren; thuoc bot, pimtan AIGS QWP 2018D1-
Danvon -gu, Arsanssi dodi looi (orodispersible film); 2278
Gyeoni -do, Repubdlic of
Korea
b Catadent Gammrelsbacher Str.2 *Thuoc khong vo trung: Vien nang e thuoc uong cang BJGW DEBWOL
Hoerbach GiH - 69412 Boerbach Gamrany  long; vien nang) clatt troc trang va vien naing dat amcko. QWP 2018
o2

NGUYEN GIAYCH ngAy

1910/2018 1M/0Y/018 o :° ags
1102021 19042021 27/06/2021

37 Novartis RodaceSantaMaria,  *Thuoc khong vo trung (eo gomcathuoc ggy nghien, hodng BUGVP NCH/1861/0
Fameceutica, SA 1583 08210 BaberaDd then): OL/CAT
Valles (Baroelona), Spain - - Vien nert vien nen beo phim
- Vien nang cong (e gomca chet Kimte beo).
3B JassenClag State roed B3kmOL,  *San phamt Vien rengiai phong keo i Concerta 18y US oGVP (PP, DM
Manufctring Mameyward, Gurdo,  (ethyiphenicate HO). CON\A
LC Puerto Rico (hoec Puerto
(Cososanxuet)  Rioo00778), USA
Irc,, Roddord, IL, 61109, LBA
(Cosodong o) %
Jarssen Ortho LLC State roed 933 k0., 5
(Cosokemtra  Mameywad Gurao,
detloongde  PuertoRico (hoec Puerto
xuatxoonglo  Roo00778), LRA
thuo)
P JassenClag State roed B kMOL,  *San phamt Vien rengiai phong keo dai Concerta 36y US oGP PP, OGS
Merufecting  Mameyward, Gurabo,  (methyipheniciate HO). 8QC
LC Puerto Rico (hoec Puerto
(Cososnxuat)  Rioo00778), LBA

Danh sach co so Dat

Trang 8/ 24

ngay

CO QUAN CAP

Federal Agency for
Medianes ad Heslth
Products (FAMHP),
Belgum

Gyeongin Regionel
COffice of Food and Diug
Safety, Korea

Coquen theamauyen
Doc

Ministry of Heelth of
Catalonia, Spain
United States Food and
Drug Administration
USHA

Urited States Food ard
Drug Adinistration
USHA

1

2

Dot 63



TEN Q0" SO' SAN
STT XUAT
AndersonBrecon 4545 Assenrbly Drive,
Inc, Roddord, IL, 61109, LBA
(Cosodong goi)

Janssen Ortho LLC Statte roed 933 kmO.4,
(Cosokemtra  Mameywad Gurao,
detloongde  Puerto Rioo (hoec Puerto
xuatxoonglo  Rico00778), LRA

DIACHI PHAM VI CHtfNG NHAN

State roed 983 kO,
Maey ward, Guralo,
LC Puerto Rico (hoec Puerto
Rioo 00778), LBA

4545 Asserrbly Drive,
Inc, Rookford, IL, 61109, USA
(Cosodong goi)

Janssen Ortho LLC Statte roed 933 kmO.4,
(Cosokemtra  Mameywad Gurao,
detloongde  Puerto Rioo (hoec Puerto
xuatxoonglo  Rioo00778), LRA

*San pham Vien rengial phong keo dai Concerta 54ng
(methyipheniciete HO).

41 Janssen Glag State roed B3 k0.1,
Maey ward, Guralo,
Puerto Rico (hoec Puerto

Rioo 00778), LBA

4545 Asserrbly Drive,
Inc, Rookford, IL, 61109, USA
(Cosodong goi)

Janssen Ortho LLC State roed 933 kmO.4,
(Cosokemtra  Mameywad Gurao,
detloongde  Puerto Rioo (hoec Puerto
xuatxoonglo  Rioo00778), LRA

thuoo)

*San pham Vien rengial phong keo da Coneerta 27y
(methyiphenicete: HO).

Danh sach co so Dat Trang 9/ 24

GIAY CH
NHAN

NGUYEN
TAC GMP

US oGP CPP: PAKP-

US oGP CPP: HBGR-
ez

ngAy
CAP

:

07/09/2018

07/09/2018

ngay
HET

§

08/07/2020

08/07/2020

CO QUAN CAP

Urited States Food ard
Drug Adinistration
USHA

Urited States Food ard
Drug Adinistration
USHA

NHOM
THUCC

1

2

Dot 63



TEN QO'SO'SAN

STT XUAT DIACHI
4L  |aboratoire 1 rue Alexander Heming,
Aguettant Parc Saentifique Tory
Gamier, Lyon, 6007,
Hance
43 laino, A Paligon Industrial Can
Jard, Agda. Bizet, 812,
(08191 RUB (Barcelona),
Spain
44 Cadla Hedlthcare  Plot No. 417, 419, 420,
Limited Sarkhg - Bavla NHNo.
8A Mllage -Moraiya, Tal-
Sanand, Dist Anmeckboed
3B 210, India
45 NewGenPram 117 Seoganmto 94,
INC. lksartsi Jeallabuk-0o,
Republic of Korea
46 AstraZerecaPty 1014 Khartoum Roed,
Lt NCRTH RYDE, NSW2113,
Australia
47 DeeHna 4%, HanHo,
Phamreceutical  Hoengseongreup,
Co, ld Hoengseong-gun,
Gangwon+do, Reputbdlic of
Korea
48  Laboratoires 20 Re LouisCharles
Galenigques Vemin Vemin, Damrenie Les
Lys, 77190, (hoec 77190

Danh sach co so Dat

Damrarie Les Lys) France

PHAM VI CHtfNG NHAN

*Thuocvo trung:
+Thuoc sanxuat vo trung: Dung dich the tich nho,
ﬁ;manugm: Dung dich the tich lon; dung dich

*Thuoc khong vo trung: thuoc uong dang long; thuoe dung
nooai cang long; thuoe dang ben ran

*Thuoc tiemtiet trung uoi;
*\ien nert vien beo phin vien nang cang; thuoc phun nu

- Thuaoc vien nen, vien nen beo phim vien nang cdng, thuoc
nmo

*Thuocvo trung: Hon dich kh dung dung de hit

*Thuoc uong dang rat Vien nen, vien neng; ghim phentan

trong ey,

*Thuoc o, thuoc kem thuoc gdl
*Merg cén, thuoc cep.

* Dung dich uong chda chett doc te beo,

NGUYEN GIAY CH
TAC GMP NHAN

BUGVWP 2018/HPHF
R2Z30

BUGVP NO/1854/0
O1/CAT

PGS GVP 1066064406

PGSGVWP 2018F1-

PCSGVWP M-2018-
100421

ACSGVP 20188l1-

*Thuoc khongvo trung: Vien nang mem thuoc bot vien ey BUGWP 2018/HPHF

vien ren beo phint thuoc dan

Trang 10/ 24

R15%6

206/2018 ZiI1V/2018  Z7/08/2018  2410/2018 2062018 21/11/2018  25/10/2018

ngay
HET

:

2032021 /1120210 2306200 2512200 /W09 19072021 29/06/2021

CO QUAN CAP

Netional Agency for the
Safety of Medidne ad
Health Products

(ANSM), France

Ministry of Heelth of
Covemment of
Catalonia, Spain

Ministry of Heelth and
W\&ifare, Repubdic of
China (Taven)
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TEN QO'SO'SAN

STt XUAT

49 |aboratoires 3642 avenLe Mac
Opodex Industrie - Sangnier, 9230
Mllenewe La Garene
(hoec illenewve La
Garerne 9230) Fance
5 GetzPramaPt Pt 20-30, Sector 27,
Licl Korang Inclstrial Ares,
74900 Karachi, Pakistan
51 Sofarimex- Av, Des Inoustrias - Alto
Industria Quimca do Cdlaride, Caoem 2735
eFamreceutica, 213 Portugal.
SA
5 Plizer KM 19, R1689, 639,
Pharmeceuticals  \iegp Bgja, Puerto Riog,
LLC LBA
5 Bekollac\e Adll Vehdllesi., YOrukler
KmaSan AS  Sokak No: 234920
Suitanbeyfi, Istaniou,
Turkey.
Y MakSapé&  Shotton lae,
Donrelimited  Cramiingtion, NE23 31U
United Kingdom
% MadkSap&  Shoton lae,
Dohrelimted  Grarington,
(Sanxuet) Northurmberiand, NE23
3U United Kingdom

Danh sach colso Dat

DIACHI

PHAM VI CHtfNG NHAN

*Thuoe khongvo trung;

- Thuoc dung ngoai dang long

- Thuoc uong dang long

- Cac thuoc dang ran khec: Thuoc bat

- Cacthuoc dang benran

*Thuoc khong vo trung: Vien naing cung; Vien ne; vien ren
beo phin vien nhai; thuoc hit phen lieu

*Thuocvo trung;

+Thuoc sanxuat vo trung: Thuoe bot phatiem (teogomeaa
thuoc bot dong kho phatie); dung dich the tich o
*Thuoc khong vo trung: Vien nang cung; thuoc dung ngoal
obrgkrg,Mlﬂgoh'gla‘g, thuoc comy dang beo de
ben ra; vien nert vien rnen beo phim

*Vien nang Celelorex (celecaxib 200n1)

- Siro thuoc; thuoc uong nhogiat;, thuoe Xt (knong co kM
g8s); aung dich thuoc; hon dich thuac; vien nen; vien ren beo
phinT vien nang cung; thuoc goi; thuoc bot pra hondidy;
;}mdan lotion; thuoc trung; thuoc ke thuoc nid; thuoc

*Thuoc khong vo trung: Vien nen, vien beo phim vien .

*Sen pham

- Thuaoc vien nen Renitec S (Enelapnl meleat 5n).

- Thuoc vien nen beo phim Singullair (Montelukast dubi dang
IVontelukest retri 10g).

Trang 11/ 24

NGUYEN GIAY CH
TAC GMP NHAN

BGW 2018HFF
R

PCGGVP MXAY18

BUGVP  FZ7/S1/AVH
/001/2018

US cGVP N\VG-Z2AAR

PGS GWP TRIGVP/20
18/283

AW KMAS
Insp GWP
2/4061-
0024

KMAZS
Inesp
GVPANP
25/4061-

ngAy
CAP

14/08/2018  17/06/2018

17/09/2018 13/07/2018

oy/12/2018 04/12/2018  2/11/2018

ngay
HET

202021 20042021 16092020 02/02/2021 B0y/2021 2202 %

CO QUAN CAP

French Netiorel Agency
for Mecicines and
Heslth ProdLcts Sty
(ANSV)

VHlaysian Natiordl
Phamreceutical Contral
Bureaul (NFCB)
National Authority of
Medidnes ad Hedlth
Products (INFARVED),
Portugdl
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TEN 00'S0"SAN
STT = XUAT

Merck Sharp Wsardenweg, 30, 2081
Dohre BV (Dong BN Hearlem Nethexlands
o)

% Argen Roed 31, Km24.6, Junocs,
Manufectring  Puerto Rico, 00777,
Linited United States

57 EBEar 2nd Kmof Ring roed,
Pharmneceutical Co Borouerd, 69189, Iran

58 Medogham No50
Private Limited ~ Mllage,

Chengalpet District, Tal
Neol, INGOB 202, India

P SaofiWnthvop  1nedelaVierge,
Industrie Arbareset Lagae,
(Cach ghikhac: Carbon Bac, 33565,
sanofi Winthrop ~ Hanoe
Industrie - (*Cachghi kec:

Carbon Blanc) 1rue celaVere,
Ambares et
33565 Cartoon Blae
Cedkex, France)

60 Ngorod Life GL7/1 Tarapur industrial
Stences Pt Lid - Area (MIDC), Bosar,

Inci
a

Danh sach ca so Dat

DIACHI

PHAM VI CHEING NHAN

- San pramdung dich tiem Neupogen (bamtiem dong san
chua Flgrastim 30mogy/0,5m)

*Thuoc khong vo trung: Vien nen; vien nen bag; vien neng
ang, thuoc bat, thuocwogdanglong.

*Thuocvo trung: Dung dich the tich nho (tiem/tiem truy'en);
thuoc dong Ko,

*Thuoc chua khang sinh nhom Cephalospornin: Thuoe bat pra
tiem/tiem truy'en; thuoc bot

*Thuoe khong vo trung: vien nang cung; vien nert vien nen
beo phim thuoc bat kho phachon dich uogy,

il *Thuoe sinh hoc: san premchua betadactm

*Thuocvo trung;
+Thuoc san xuat vo trung: Dung dich the tich nho,
+Thuoc tiet trung cuoi; Dung dich the tich nho,
*Thuoc khong vo trung: Vien neng cung; vien nen; vien ren
beo phiny v com
*Thuoc sinh hoc: Thuoe oo muangoc tu ngual hoec dong
vat; Brgymvi sinhvet.

*Thuocvo trung;

+Thuoc san xuat vo trung (beo gomca thuoc doc te beo):
Thuoc dong Kho, dung dich the tich nho
+Thuoc tiet trung cual (beo gom ca thuoce doc te beo): dung
dchthe tich nho

*Thuoc san xuat khong vo trung (beo gomca thuoc doc te
beo): Vien nang cung, vien nen

Trang 12/ 24

ngay

NGUYEN GIAYCH n
TACGWP  NHAN

BUGVWP NMH
1772002429

Ay

Q

/LY B

BJGW SM2-XP

PGS GVP 665/93417

BJGW LKGW
31201 Ingp
aw

:

/072018 020/2019  3/10/2018  16/02/2018 %
20/04/2021 /02021 1012201 V102000

04/09/2018

2

NHOM
THUOC

1 2

CO QUAN CAP

L
g

Phamreceutical Affairs
ad Vedicdl
Technolagy, Netherlands

United Sates Foodand. 4
Drug Adhrinistration
US A

Iranian Food and Drug
Administration (FDA)

N

National Institute of 2
Pharmecy and Nutrition,
Hungery
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TEN CO'SO'SAN

STT XUAT

DIACHI

61 PT. Bthica Industi Kawesan Industri

Farmasi (PT. Jabebeka Tahep V, Blpk
Ethica) BIB1, Desa Jayarmukii,
Kecaretan Gkarang
Pusat, Kalbupaten Bekes,
Jana Barat, Indonesia
& HillydiaSPA VGarsd, 731-733-
50019 Sesto FHorentino
(A), Itdia
cach viet khac: "Via
Gramsci, 731-733, Sesto
Fiorentino, 50019
Florence, Italia
63 Redpham Bjorkbomsvegen 5
Karlskogp AB Karlskoga, 69133, Sneden
64 GaxoSmthkline 637 Rue des Aulnais,
Biologicals - Saint - SAINT AMAND LES EALIX
Arand LesBaux. 59230, France
Cachghi Krec:
GaxaSmithKline
Bidlagicals.
66 Cososnxuet  Baxter Onocology GriH
Baxter Onoology  KantstraPe 2
G 33790 Halle/ Westfden
GCamary
(*cachghi kec:
Kantstrasse 2
D-3370 Hdlle, Gamrany)

Danh sach co so Dat

PHAM VI CHtfNG NHAN

*Thuoc tiet trung cuai: Thuoe iemthe u ch o duoi 100
(lbeo gomca thuoc choa khang sinh khong betalactam, khong
beo gomthuoce tranh thai, cac hommon sinh due khecva thuoe
Kimte beo).

*Thuoc san xuat vo trung; Thuoe tiemthe tich nho duoi
100m (leo gom ca thuoc choa khang sinh khong betalactam
khong beo gomthuoc tranh thal, cac hommon sinh due kecva
thuoc Kimte beo)

*Thuocvo trung;

- Thuoc san xuat vo trung: Dung dich the tich nho choa de
phamaoong nghe sinh haoc

*Thuoc sinh hee:

- Che pramcong nghe sinh hac: che phem protein tai to hop.

*Thuoc vo trung: Thuoc tiet trung cuoi dang ben rar

*Thuoc khong vo trung: Thuoc uong dang long; thuoc dang
ben ran (kem gel); thuoc dan; mieng den ngoal ca

*Thuocvo trung
W%Mmm:mmmmqmﬁeﬁm
*Thuoc sinh hoc: sen pram mien dich; san phamoong nghe
srhhec

S pramCetrotice 0.25my (i dng Cetrorelix acetate)

Trang 13/ 24

NGUYEN GIAY CH
TAC GMP NHAN

PGS GVP 4733/CPOB/
AM/16

BGW [T2Z2MH20

BGW 5912018

R249

e
S

l\l

ngAy
CAP

14/11/2018

12/11/2018 20/12/2018

2/065/2017

ngay
HET
HAN

E'e

:
:
:

20 o

CO QUAN CAP

Nationel Agency for
Drug ad Food Contro
(NACFC), Indonesia

[talian Medicnes
Agency (AFA)

Snecken Medical

National Agency for the
Safety of Mediane ad

(ANSM), France

Coquen theamauyen
Doc

NH M
THLCC

1 2
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TEN Q0" SO' SAN NGUYEN GIAYCH ngAy o2
STT XUAT DIA CHI PHAM VI CHEfNG NHAN TACGVE  NHAN 8”;’ ﬂirN
Casosnxuat  Veerweg 12 8121 AA BJGW NM
dung moi: Abbott Oist, Netherlands 151006176 §
Biolagicals BV V1 d
N
Casoxuatxoong Fankfurter Strasse 250 BJGW DEHE QL
‘MerckKGeA 64293 Darmrstaot GVP 2018
Gamay 00071
6 Fosstlberica,  MaCorpluterse, 140, *San pham Thuoc vien nen beo pim ARCOXIA 60 BJGW EOMHV/1 ~
SA Alcala de Herares 28806 (Etoricoxib 60n); ARCOXIA 90ng (Etoricoxib 90n); 7
(Casosanxuet)  (Medhid) - Soain ARCOXA 1200y (Etoricoxib 120g). 0
®
MerkShep & Shotton Lare, BGW KMAS 0
Domelimted  Cranington, Ir'sp .
Northumberiand, NE23 GVP/INP
IU K 2/4061- X
0023
6/ Cogtycopen LoB2B3 Kuooy *Thuoe knongvo trung: Vien nen Japanr 5123008015
Dooc HuGang-  nghiep Tan Phu Thanhy Gw 8%

Cinehne Gaidoan 1 xaTan Fru
DHGta Hu A tinh Hau Gang, Vet

Gayg Nam

Tentegatt  Dacditiegah LotB>

CHG B3Tan PhuThanh

Prameoceutical  Industrial Zone- Phese 1, S

Joint-Stock Tan Phu Thanh commurg,
Conpay-DHG - Chau Thanh ADistrict,
Phamreceutical  Hau Gang Provinee,
PlantBrachin ~ Vietham

Hu Gag
68 Famalyon (hoec DAeneChadesde *Vien nen beo pimRovamyane 1.500.000 IU (Spiramyadne CFP.
Fama Lyon - Gaulle, Saint Genis Lavd,  1.500.000 IU); Vien nen beo pimRovamyane 3000000IU - BUGWP (022643
Saint Genis Lavdl) 69230, France (hoec D (Spiramycine 3.000.000 1V 022642
Avenue Charles de Gallle,
69230 Saint Genis Laval, o)

France)

Danh sach ca so Dat Trang 14/ 24

NHOM
CO QUAN CAP THUOC

Caquen themayen
Doc

Caquen theamauyen
Doc

IHBI‘tn‘entfd ) 1
Fadilitations Foreign
Trace
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TEN 00'S0"SAN
STT = XUAT

@  Sanofi Winthrap
Inclustrie

70 Silpa Medicare
Limted

71 PT. Sanbe Famma

72 PT. Sanbe Famma

73 PT. Sanbe Fama

Danh sach co so Dat

NGUYEN  GIAY CH
DIACHI PHAM VI CHEING NHAN TACGVP  NHAN
180 Rue Jean Jaurres *San pham Dung dich thuoc tiem trong ang tiemdong san CFP.
A2 Maisos-Alfort Lovenax (6000 U anti-Xa/0,6 i tuong duong vol enaxaparin BUGWP 017907
Cedex, France. socium 60n/0,6 m); Dung dich thuoe tiem trong ong tiem 017906
dong san Lovenox (4000 IU anti-Xa/0,4 i tuong duong voi
enaxaparin sodium40mg/04 m)

Unit4, Phamreceuticl ™ *Thuocvo trung: BJGWP  INS482698-
FomuationSEZ Aot - Thuoc sanxuat vo trung: Drgojdnlhehdw lon; Dung dich (0001-001
No's S20t0S-26, Pranma the tich nho; Thuoc dong Ko,
$Z TIIC, Green - Thuec tiet trung cuai: Dung dich the tich lon; Dung dich the
Industrial Park, Polepelly  tich nho.
(), Jaocheria (M), *Thuocvo trung: Vien ren
IVBehebubreer (DY),
500301 Telangana, India
Jalan Mehar Martanegara * Thuioce san xuat vo trung: Thuoc bot phaiemachoa PCSGVP 4330/0PCR/
No. 162 (JI. Leuwiggiah  ogphalosporin va den xuit (beo gom ca dan xuet perem) AII/15
No 162) RT.0L RAV12
Kelurahen Barcs
Kecametan Girehi
Tengeh Kota Gnreh,
Indonesia
Jalan Industri N0, *Thuoc khongvo trung nonHoetalactam (beogomaathuoc PICSAVP 4921/0PCR/
RT.0LRWN(O8, Kelurahen  choa knang sinh nonHoetalactam): Vien nen, vien ren beg; M7
Utama Kecamatan Gmehi- thuoce bot uong; thuoe nuoc uog 4924/CPCB/
Selatan, Kota Gnreh, M7
Inconesia 4923/CPOB/

M7
J. Inoustri Grrerene *Thuoc vo trung norHoetalactam (beo gomca thuoe choa PCSQWP 4542/CPCB/
No.8 Desa Gnrarenre, khang sinh nonHoetalactam): Dung dich the tich nho; Dung AX/15
Kecaratan Ngpmprahy, dich the tich lon; hon didvinhu dich the tich lon A4A3/CPOB/
Kabupaten Banoung *Thuoc vo trung nonHoetalactam Dung dich tham phen AMX/15

Trang 15/ 24

n

20/04/2018 24/06/2018 %‘Q

25/09/20&5@3ij

Ay

ngay

HET
HAN

2002020 06002 00 3/03200

CO QUAN CAP

Chanbre de Commeree
et dinoustrie de Region
Paris lle-de-France

Fedkeral Office for Safety
in Heelth Care, Austria

Netionel Agency For
Drug and Food Contrd,
Indonesia

Netionel Agency For
Drug and Food Contro),
Indonesia

Naetionel Agency For
Drug and Food Contrd,
Indoresia

NHOM
THUCC

1 2
1
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TEN QO'SO'SAN
STT XUAT

74 PT. Sanbe Famra. - Jalan Veher Martanegara. * Thuoc khong vo trung cholad kheng sinh nhom peniallin va,

7 Sanofi SPA

Linnited

Linrited

(Gosodong o)

Danh sach co so Dat

DIACHI

No 162 (Jl. Leuwiggjah
No 162) RT.01 RAV12
Kelurahan Baros
Kecametan Gnrehi
Tengeh Kota Gnreh,
Indonesia

Vide Europa, 11-21040
Origgio (VA), Itdlia

Plat No HI2&8H13 MG

WAl Incustrial Estate,

,lﬁlréargdaad, 431136,
a

Plot No 11, 12813 Indore

Spedial Eoonomic Zorg,
PramaZore, Prese |,
Sector [ll, Pithapur-
4AT75, Dis. Drar,
IVechya Pradesh, India

Tengstromirkatu 8
Turky, A-20860 (hoec
2080), Finland

IndLstrieperk 30, Heist-
Qp-denBerg, 2220,
Belgum

NGUYEN
TAC GMP

GIAY CH

PHAM VI CHtfNG NHAN NHAN

PCSGVP 5178/CPCB/
den xuat: Vien nen, vien nen beg; thuoc bot uog, A/18
*Thuoc khong vo trung chaa khang sinh nhom cephalosparin 5180/CPCB/
va cenxuat: Vien nen, vien nen beo; thuoc bot uog, A/18
*Thuoc batvo trung pha tiem chda penicllin va den xuat 5182/CPOB/
A/18
5184/CPCB/
AM/I8
5181/CPCB/
A/18
*Thuoc hon dich uong Enteragenmina 2ty DV/Am) 0lo5mM BUGWP CPP/2017/2
Zivil
*Thuoc khong vo trung: Vien nang oding, vien nen BJGW 1838
*Thuoc khongvo trung: Vien nen beo phim Tenofovir PGS AW 108130
Disopradl Fumerate/Lamivudine/Efavirerz 300ng+ 300y + (PVFI0281)

600g

*San pham Vien nang oding Termocl Capsule (Temozolomice BUGIVP 7038/06.08,
5y, 20ng, 1000y, 1400, 180, 250n) 0004/2017

BGW BEGW/20
151

Trang 16 / 24

ngAy
CAP

14/07/2016 2/12/2017  09/10/2017 26/06/2018

BOF2016  0y/12/2017

ngay
HET
HAN

28/06/2023

20042019 17/11/2020

CO QUAN CAP

Netionel Agency For

Drug and Food Contrd,

Inconesia

[talian Medicnes
Aoency (AFA)

Hedlth Products
Regulatory Authority
(HPRA), Irdland

Ministry of Heelth and
W\&ifare, Repubdlic of
China (Tavan)

Firnish Mecidines
Agency, Inspectorate

Federd Agency for
IVedidnes and Hedith

Belgum
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ngay NHOM

TEN G0'SO'SAN NGUYEN GIAYCH ngAy
STT XUAT DIACHI PHAM VI CHEING NHAN TACGVP  NHAN  CAP Il-_Er\I CO QUAN CAP m
7  SnthKline Clarendon Reed, *Thuocvo trung; BJGW KMA United Kingdonris 1
BeedreamUd ™A  Worthing, BN148CH +Thuoc sanxuat vo trung: Thuoe cay ghepva dang ran (beo 10622 Ingp meddnesad
SmithKline United Kingdom gomcathuoc chda peniaillin). aw § Healthcare Products
Beedam *Thuoc khong vo trung: Vien nen, vien nen beo phim (beo 10692/3922- Regulatory Agency
Pharmeceuticals grrncad;h penicillin, Potassium davulanate/amoxiallin 00¢7! = MRA
Trihydrate).
8 ABCFRameceutid Ma Cantone Morett, 2 *Thuoc khong vo trung: Vien neng odng; thuoc uong darng BJGWP [1/107- Italian Medianes 1
SPA (loc. Localita’ San long; vien nen; thuoc bat; thuoc com 12018 Agency (AFA)
Bemardo) - 10015 ea
(TO) ttaly
8l BlissG/SPhama 11, Dewen Udyog Negar,  Thuoc khong vo trung: vien cet BJGW B82017R Netional Agency for >
Ltdl - Unit I Aliyali, Plgher, O Medidines and Vedical
IVeharashtra, 401404, Devices (NAMIVD),
Incia S o FRoma
& ZdsHoepra  PotNo 3 Pramez- *Thuocvotrung . BUGW KGW Medicines ad 2
Oncology Private - Spedial Boonamic Zone,  +Thuioe san xuat vo trung: Thuoc dong Kho, dung dich the tich 330Irep Healthcare Products
Limited Sakhg Badahigwey, o, aw Regulatory Agency
NH No 8A Vhtoch, +Thuoc tiet trung cuai: dung dich the tich nho 2344001 (MRA), United
Taluka Sanand, 990006 Kingdom
Anmedabad In 382213,
India
&8 Narodone u. Andizgla Soitana 7, 05 * Thuoc vo trung; Baw GRHW Chief Pharmeceutical 1
CentrumBaden 400 Owock, Pdland - Thuoc san xuat o trung;: thuoc dong kho, dung dich the tich 400/0348 0 Inspectorate (VP),
Jadromch nho 1o/0m Pdand
- Thuoc tiet trung cuai: dung dich the tich nho (beo gomthuce Y17
phong xa), birh phet het nhen phong xa (radionudlice
generators) _
*Thuoc khong vo trung: vien nang oding (chda thuoe pharg
%sirh hoc: dhe premtl' e
4 Gefama Ak DelaConstitucion,  *San pham Thuoc bot pradung dchiemCalistinetatode CPPBU 2018/02407 Agency for Medicines 1
Laboratorio, SL 198-199, Raifgono SodoGES 1M aw and Health Products
Inclstrial Monte Boyal, (AEVPS), Spain
45950 Casarmubios cd
Monte, (Toledo), Spain

Danh sach colso Dat Trang 17/ 24 Dot 63



ngay NH M

TEN QO'SO'SAN NGUYEN GIAY CH ngAy
STT SUAT DIA CHI PHAM VI CHEfING NHAN TACGMP  NHAN HI:_I' CO QUAN CAP IHLUJZ
& Roa Newtoan, Bantry, Co. *Thuoc khongvo trung;: thuoc dung ngaal dang log, thuee BUGIWP 2571/ 1
mameowﬁaals Cork, PIAMO09, Irland  uong dang lang, dang beo dhe ben ran, thuoe bat g
&6 BayerAG Mulerstrabe 178 13353 *Thuoc vo trung (eo gomca thuoc hae mon) BJGW DE BE 01 ( G Ooqmﬂaﬂqym 1
Berlin, Gamrary - Thuoc san xuat Vo trung: Thuaoc dong kho; dung dich the tfch VP 2018
nho (anpoules, \nalsardcarm@es) 2
- Thuoc tiet trung cuai: Dung dich the tfth lon (infusion bottles
a’c_loart)ndg&s) drgojdwﬁeudw rho (vids and pre-filled
SYNINGES,
*Thuoc cong nghe sinh hac (protein tai to ho/DNA
aflibercept (Byleq)
87 Anen State Roed 31, Km246,  *Thuoc dung dich tiem Neulastim (pegfilgrastim 6n/0,6m) (PP PNBBEN® Hedlth Care 1
Menufecturing  Junoos, Puerto Rioo, (tental My la Neulasta (pegfilgrastim 6ng/0,6m) singledose. dGVP URA Inspectorate -
Linted 00777, United States prefilled syringe for injection) Pharmeceutical Affairs
ad Medcd
Technology, Netherlands
8 GaxoWHlcome 2 cke laPeyemierg, *Thuoc khong vo trung choa khang sinh nhom BetarLactam 2008/HPFF Netiondl Agency fortne 4
Production 53100 Myere, France Mien nang cong; thuioc bat phac hon dids vien nen; vien ren E‘ Safety of Medidne ad
beo phim Health Products
oL (ANSM), France
& HepAbee/ Hdp  Pedni loaninon, *Thuocvo trung; BJAGW 65690/ 86 National Organization 1
SA loaning, 45500, Greece +Thuoc sanxuat vo trung: Dung dich the tich nho, 2018 for Medidnes (ECP),
+Thuoc tiet trung cuoi; Dung dich the tich nho, _ % Geee
*Thuoc khong vo trung: Vien nang cong; thuoce dung ngoal g
dang long; thuoc uong dang long; dang beo dhe ben rar vien S
ckt (choa homnon); vien nen (choa. homnon), N
*Thuoc dooc liew
0 FarerltaiaSPA MaZambeetti, 2520021 *San pham vien nen Acarbose Fiuichem (Acarbose 100n);, BUGWP  [T/265- Italian Medianes
(Cososnxuat) Baranzate (M) (hoec 5+ vien nen Acarbose Fiuldhem (Acarbose 50ng) 1MH2016 Agercy (AFA)
20021 Baranzate d
Ballate - Milano), Italia. % %

Danh sach co so Dat Trang 18/ 24 Dot 63



ngay NH M

TEN QO'SO'SAN NGUYEN GIAYCH ngA
STT XUAT DIA CHI PHAM VI CHEFNG NHAN TACGVE  NHAN SA;’ HirN CO QUAN CAP IHLUJZ
lanpSn Ma della Paoe, 25/A /168 %
ProsperoSPA 41080 San Progpero (VD) 32016 §
(Cosodoggn  (hoec /A 1141030 Sn
soepiathoe) Pogero- Mrs) 3
ia
91 Phanmetis Zore dActivites Est? 1, *Thuoc khongvo trung: Thuoe dung ngaal dang logy Thuee  BUGWP PRI/ French Netiondl Ageny ¢
ESTREES SAINT DENIS, uorg dang logy, 2017 for Medidne ad Hedth
60190, France Products Safety (ANSV)
N
@ Hesenskad  Feseniwsstrasse (oec *Thuocvo trung: _ BaGw DEH 0L Coquen theamauyen 1
Deutschlad FreseniusstraBe) 1, 61169 +Thuoc tiet trung cuoi: Dung dich the Uth lon; dung dich QWP 2018 Dac
G Friedkery, Gemary the tich o, 0129
S
%8 YoungPoory 333 Habangnoeo, *Thuoc khong Vo trung: vien nen; vien ren dat amceo; vien - PGS GVP 2018D1- Gyeongin Regordl 2
Prameceuticl  Nanmdonggui Incheon, g cong; Vien nang e thuoc com 534 % % Office of Food and Dy
Co, Ltd Repubic of Korea r@ g Safety, Korea
Y BaxterOvology Baxter OwdogyGriH — *Sanpham _ _ BJGW P Coquen theamauyen 1
QrH KantstraPe 2 +Thuoc bot pha tiem Endaxen 200n (cydophospharmide 2007/1/122; Dac
33790 Halle/ Westfalen, 200 o)) 0071123,
Gamary +Thuoc bot pha tiem Endaxen 500n (cydophosphamide 2007/1/120.
(Cach ghi Kec: 50ny);
Kantstrasse 2 +Thuoc bat pha tiem Holaven (ffosfamide 500 o). X
D-3370 Hdlle, Gemrany)
% LTSLomam Lohmarstr. 2 56626 *San pham Meeng den hep thu gua da Neupro (Rotigotine BJGW [DERPOL. Coquen theamauyen 1
TherapieSysteme (hoac D56GX) 25 ny5 o, 45 ny/10an?; 6,75 ny/15 a2, 90 ny20 GVP 2018 Doc
AG Andemech, Gemary arg, 135 nyD o 18 ny/40 o). (00033
(Cososanxuet
\va dong goi o

)

Danh sach co so Dat Trang 19/ 24 Dot 63



TEN QO'SO'SAN
STT XUAT

[reland Lintted
(Cosoxuet
X00Nng) N

% Phamavision
San \eTic. AS

Danh sach co so Dat

DIACHI

Mittelstr. 15 40789
MohemamRnain,
Gamary

Alfred-Nobel-Str. 10,
40789 Morheimam
Rhein, Gamary

GalileistraRe 6 08056
Anickau, Germrany

Shamon Industrial
Estate, Shannon, Co,
(are, Irland

Ceddkes

Davtipeia Gecd
No:145, Topkapi Istanbu,

3A010, Turkey

ngay NHOM

PHAM VI CHENG NHAN 'II\'IAG\Cl:JéﬁI\IP G:Q:A?\f ”8:;’ HirN CO QUAN CAP m
BGW DENVO Coquen theamauyen
GVP 2016 Doc
0048
RUGW DENW@®B Coquen themauyen
GVP 2016 § Doc
047
B
BUGW DENOL Coquen theamauyen
GVP 017 Doc
1004
e
BGW 174728 Health Products
7 Regulatory Authority
(HPRA), Irdland
3
*Thuocvo trung; PGS QWP TRIGW/20 Turkish Medidnes ad 2
+Thuoc sanxuat vo trung: Dung dich iemthe tth nho; 18208 Medical Devioes Agency
+Thuoc tiet trung cuoi; Dung dich tiem truyen the tich lar (MVDA
dung dich tiemthe tich nho,
*Thuoc khong vo trung:
+Thuoc dung ngoal dang lang (dung dich); thuoc uong darng
IGU(dmddlmﬂddlsrquCrmgot);bIﬂﬁfm
cjch uong; dang keo che ben ren (kem o, gel, nhutoong);
vien nert vien nen beo phin vien beo dodng (dragee).
+Thuoc choa khang sinh nhom Cephalosporin: vien rert

vien ren beo phin bot pha hon dich uong; vien neng cong;
+Thuoc choa khang sinh nhom peniallin: vien neny; thuoc
bot.

Trang 20/ 24 Dot 63



TEN QO'SO'SAN

STT XUAT

97 Sanofi-Aventis
Deutschiand
QriH

B BotonSA

Sophartex
(Cososnxuet)
Laboratoires

(Cosoxuet
o)
Prammavision
Sanayi e Ticaret
Anonim Sirketi

Reliance life
stences Private
Linited (Plant 6)

Danh sach co so Dat

DIA CHI
Inclstriepark Hoohst

Bruningstraloe 50 (hoec
Bruningstrasse), HA00,
HB00, HB00, H/85, HA,
66926 (hoec D-65926)
Frankfurt am Main (hoec
Frankfurt anVain
Alemegre), Camrary.

Vederzysz, U. Paznanska

12 06-850 Orarow
Mezowieck, Poland

21 Rue du Pressoir 285800

Vemouillet, France

70, Avenue du Generd ce

Gaulle 92800 PuteaLx,

Davupesa cad. No‘l45,
Topkapi Istanbul, 34010,

Tukey

Dhirubhai Arbeni Life

stence centre (DALO),

Thene, Belapur roed,

Relele, Nev MU,

:?/gﬂashra, INMO0701,
a

PHAM VI CHtfNG NHAN

*Thuocvo trung;

+Thuoc sanxuat vo trung: dung dich the £th nho (chatt doc
te bao/chet Kimte beo, hommon hoec dhat 0o hoat trh
hommon); thuoc cay ghep va dang ran (homnon hoec dhet o
meittfrf)1 hamon); vi het: (hormnon hoec chet oo hoet tirh

+Thuoc tiet trung cuai: dung dich the tich nho; dung dich
the tich lon
*Thuoc khong vo trung; thuoc dung ngoal dang long; thuoc
uong cang long (hommon hoec chatt 0o hoatt tirh homnon);
dag beo dhe benran
*Thuoc sinh hae: thuoc cong nghe sinh ha; san pramchiet
Xuet to ngool hoec dong vat.
*Thuocvo trung;

+Thuoc sanxuat vo trung: Dung dich the tich nho;
*Thuoc sinh hoe: dhe phamcong nghe sinh hoc

*San pham cam phe.hon dich Bry Children 250 g
(Erythromyan dooi dang Erythromyain ethyl succinet 250n)

*Thuoc knongvo trung;
- Thuac choa khang sinh nhom Cephalosparnin: Vien nen; bot
phahon dich uogy,

*Thuoc khong vo trung: Thuoc ung tho: vien nang cong; vien
nen

Trang 21/ 24

NGUYEN
TAC GMP

BJGWP

BGW

BGWw

BGW

ngay

GIAY CH HET

ngAy CO QUAN CAP

NHAN CAP HAN
CEHE QL Coquen thamauyen
GVP 2018 Doc
002¢]
MPS405.19 Main Phaneceutical
20181 g g Inspectorate (VP),
WIC/0026 Pdand
0L 05/312 S
HAFRR/LY ~ Nationdl Agency for
2017 Medicines and Hedlth
< Prodicts Safety (ANSV)
2018 § Netional Agency for
HPHFR/1%6 g  Meddnesand Hth
Prodicts Safety (ANSV)
WPA-530 Agency for Medidrdl
10/17- Products and Medicd
03/15; 38L: Devices (HALVED),
1006241 S Q Qroetia
1811
KGQWP Medidines ad
4142 Irgp Healthcare Products
41432/6618 (MHRA), United
8120004 Kingdom

Dot 63



TEN QO'SO'SAN

STT XUAT

10 Sophertex (hoec

QrtHT/AMD
Ireland (Carlow)

(Cososan xuet)

Danh sach co so Dat

DIACHI

PHAM VI CHtfNG NHAN

21 nue duPressair, 28500 *San phem

Vemouillet, France

BlodkAad B PlotNo. PL *Thuocvo trung

to PO, Prese I, Duwadh,

\SZE Visckhepetram,
Anchra Pracksh 530046,

Inda

Dublin Reed, Carlow; Co

(hoec County) Carlow,
Ireland

Industriepark 30, Heist-
op-cenBerg, 220,
Belgum

State Roed 183, Pridoo
Industrial Park, Las
Piedras, Puerto Rioo
00771, WBA
Industriepark 30, Heist-

op-centBerg, 222,
Belgum

Whitly Qperations, 111
Drive, ity

Consuers Dive,
Ontario LIN 545, Canech

+Thuoc sanuatvo trung: Thuoe dong kg, dung dich the
tich o

- Vien beo phimAntarene Codeire (Ibuprofeny/Codein)
200my/ gy
- Vien beo phimAntarere (lbuprofen) 100ng,

*Thuoc khong vo trung: Vien nang odng; vien nen

*Pramu

choing rhen khong beo gom thuoc Azaciticine
betapharm 25 my/L (100mg/vial) bot pha hondich

*San pham Dung dich tiem truyen trh mech Keytruch
(Permbralizuneb 100ng/4m)

NGUYEN GIAY CH
TAC GMP NHAN

BJGWP 024642;

-BY 4 G
> 2018 0

BGWw

@%9

BGW 1838¥yMIl

BGW BEGW/20
18125

*San pham Vien ren Zetia (Ezetimibe 10ng). Tenthoong el US. cGVP QB30

quocte Ezetrd.

BGW BEGW/20
18/125

*San pham Hon dich uong Noxafil (Posaconezale, 40ng/imd). BUGWP 70113

Trang 22/ 24

T

27/0/2018 17/0/2019 041072018 17/01/2019 13/03/2018

ngay
HI:_r

/11/2019 10/]_1/2019

24/11/2020

10/03/2020

/2019

CO QUAN CAP

QJ Paris lle-de-France

Coquen theamauyen
Ddc (Regierungvon
Coerbayerm)

Heslth Prodcts

Reguiatory Authority,
Irland

Federd Agency for
Vedicines and Hedlth

Belgum

United States Food ad
Drug Administration
USHA

Federd Agency for
Vedicines and Hedlth

Belgum
European Medidnes

g

Dot 63



TEN QO'SO'SAN

STT XUAT

Cenexi HC
(Casodongo
cap 2va Xt
X00Nng)

Oion

Inolstria
Farmeceutica

GdenicaSerese

SRL
(Casosanxuet)
Deftamedica
GH

DIACHI

2 e Louss Pastar,

14200 Herowille St Cair,

Fance

Tengstrominkatu §
Turky, A-20860 (hoec
20860), Finland

Industriepark 30, Heist-
op-cenBerg, 2220,
Belgum

No.290-1, Chung Lun
Village, Hiinferg,
Hainchy, 30442, Taiven
ROQ

Nudeo Industriale S. Atto

(loc. SNCOO A
TORDINO) - 64100
Teramo (TE), Italia

24, Jeyakgongoen 1-gl,
Hengrameup,

Haeseongsi, Gyeongg-

do, Repubdlic of Korea
Ma Cassia Nord, 361 -

53014 Monteron Darbia

(&), ftely

Emst\W\egner-\Weg 15
72766 Reutlingen

(Casokemsoat Gamary

va Xuat Xoong)

Danh sach ca so Dat

NGUYEN GIAY CH
TAC GMP NHAN

BUGVWP 2018/HPHF
R261

PHAM VI CHtfNG NHAN

*San pham
5y, 20ng, 1007y, 140ng, 1800y, 250nm)

Vien nang cdng Temodal Capsule (Temozdlomide BUGVWP 7033/06.08,
000472017

BUGVWP BEGVP/D
18/125

*Thuoc knongvo trung: Vien ren, vien renbeopiim thuoe PGS GVP 4721

bat, vien neng odng. .
*Thuoc chda khang sinh nhom Penidillin: Thuoe dong Ko
chda Penidllin
*Thuocvo trung: BJGW [T/142H20
+Thuoc sanxuat vo trung: dung dich the tich nho, 18
*\ien nen bao phint vien nang odng; S roko; ACSAVP 2018D1-
*Thuoc tiem 22
*Siro (dang lang); hon dich oy,
*Hon dich chda hommon sinh e
*San pram BUGWP [T/67-
+ Dung dich tiem Falipan (Lidocain hydrodorid 20ngy/im, IMH2017
hop 06 ang 2m va hop 5ang 10m);
+ Dung dich tiem Puivid (B dung dich chola Bupivecaine
hydrachlond (dodi dang Bupivacaine hydrachiond
monohydrat) 25g). BJGW DEBWOL.
GVP 2019
0006

Trang 23/ 24

ngAy
CAP

06/12/2018

14/01/2019 06/04/2017 (2102018 0/11/2018 20V11/2018 17/0/2019  O4/12/2017

ngay
HET
HAN

S

272021 13042021 26/11/2020 20042020

27/05/2019

CO QUAN CAP

Firrish Mecidines
Agency, Inspectorate

Federal Agency for
Medicines and Hedlth
Products (FAMHP),
Belgum
Ministry of Heglth ad
W\&ifare, Repubdic of
China (Taven)

AlFA italian Medicines
ARy

Gyeongin Regordl
Office of Food and Dy
Safety, Korea

[talian Medidnes
Aoency (AFA)

Caquen theamauyen

NHOM

Dot 63



TEN Q0" SO' SAN
STT XUAT
112 Hi Lillyad
Conary (Coso
sanxuet
Lilly, SA (Coso
dong gal va xuat
X00Nng)

Danh sach co so Dat

ngay
NGUYEN GIAYCH ngAy HET CO QUAN CAP

DIACHI PHAM VI CHHNG NHAN TAC GMP NHAN CAP

Lilly Technology Center.,  *San pham Vien ren beo phim Efient (moi vienrenbeopim - BUGWP 04/16/1044 Euragpean Medidnes
Irdar‘eﬁ;lf, Indiana choa 5y hoec 10 prasugrel). Ten thoong e Jasugrel @ 9 Agercy

Avch. e la Industria 0, g

28108 Alcobendes, 8

IVedid, Soain

Trang 24/ 24

Dot 63





