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TEN CO SO SAN
XUAT

TTY Biopharm
Company Limited
Chung Li Factory

Laboratorio
Farmaceutico C.T
S.R.L

Bipso GmbH
(Co st san xudt)

Vifor
(International) Inc
(Coso xudt
xudng)

Pharbil Pharma
GmbH
(Cosd san xudt)

Ferring
International
Center SA
(Cosé dong goi,
xudtxuwdng )

Danh sach co s@ Pat

DANH SACH CO SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

DIA CHI

838, Chung Hwa Rd., Sec.

1, Chungli Dist., Taoyuan
City, 32069, Taiwan

Co s& san xudt: Via Dante

Alighieri, 71-18038
Sanremo (IM), Italia.

Co s& kiém tra chat
lvong: Via Ludovico
Ariosto, 17-18038

Sanremo (IM) Italia

Robert-Gerwig-Strasse 4,

78224 Singen, Germany

Rechenstrasse 37, 9014
St. Gallen, Switzerland

Pharbil Pharma GmbH

Reichenberger Strasse 43,
33605 Bielefeld, Germany

Chemin de la

Vergognausaz 50, 1162 St-

Prex, Switzerland

Dot 59

(Theo cdng van s6 17220/QLD-CL ngay 06/09/2018 clia Cuc Quan ly Dwoc]

PHAM VI CHUNG NHAN

*Thudc khong vo trung: dang bao ché ban ran (thudc ma,
thuéc kem);

*San phadm: Daytrix (1g/3,5 ml bétva dung mai dung cho
dung dich tiém bép)

*San phdm: Venofer 20mg/ml solution for injection

*San pham: Vién dat tryc trang Pentasa (Mesalazine 1g).

Trang 1/ 13

GIAY CH.
NHAN

NGUYEN
TAC GMP

PIC/S-GMP 4374

EU GMP CPP/2018/3
37

EU-GMP DE_BW_01_
GMP_2017_
1098

PIC/S GMP N0.17-0275

EU-GMP DE_NW_02-
GMP_2017_
0003

PICs GMP N0.17-0474

NGAY
CAP

20/12/2017 22/01/2018 21/05/2018

13/0z/201?

17/01/2017

06/03/2017

NGAY
HET

T
30/09/2019 =
=

10/11/2019

25/05/2019

NHOM
THUGC

CO QUAN CAP
Taiwan Food 2
and Drug Administration
(TFDA)

Italian Medicines 1
Agency (AIFA)

Swiss Agency for 1
Therapeutic Products
(Swissmedic)

Co quan thdm quyén 1
blc

Swiss Agency for
Therapeutic Products
(Swissmedic)
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TEN CO SO SAN

STT . DIA CHI
XUAT
5 Ranbaxy Lot 23, Bakar Arang
(Malaysia) Sdn. Industrial Estate, 08000
Bhd. Sungai Petani, Kedah,
Malaysia
6 Sun Survey N. 214, Plot No.

Pharmaceutical
Industries Ltd

20, Govt.Indl.Area, Phase
I, Piparia, Silvassa-
396230, U.T. of Dadra &
Nagar Haveli, India

7  Guju Pharm. Co., 5, Deokjeoljegi-gil,
Ltd. Jeongnam-myeon,
Hwaseong-si, Gyeonggi-

do, Republic of Korea

Danh sach co s@ Pat

GIAY CH.
NHAN

NGUYEN

PHAM VICHUNG NHAN )
TAC GMP

PIC/S-GMP KKM/NPRA.
PKP/600-2/5

*Thudc khdng vo triang: Vién nang ckng; vién nén; vién nén
bao phim; thudc bot; thudc com.

PIC/S-GMP 034/2018/G
+ Vién bao phim Admenta (Memantine 5mg, 10mg); MP

*Thudc khdng vo trang:

+ Vién bao phim Arizil (Donepezil 5mg, 10mg);

+ Vién nang clrng Gabantin 300 (Gabantin 300mg);

+ Vién nén bao tan trong rudt Encorate (Sodium valproate,
valproic acid 200mg, 300mg);

+ Vién bao giai phdng cé kiém soat Encorate Chrono (Sodium
valproate, Valproic acid 200mg, 300mg);

+ Vién nén Zeptol (Carbamazepine 200mg)

+ Vién bao phim Clofranil (Clomipramine 25mg);

+ Vién nén bao phim Levenium (Levetiracetam 250, 500mg,
750mg, 1000mg);

+ Vién nang crng Maxgalin (Pregabalin 75mg, 150mg);

+ Vién bao tan trong ruét Mesacol (Mesalamine 400mg);

+ Vién nén bao phim Mirtaz (Mirtazapine 15mg, 30mg);

+ Vién nén hoa tan nhanh Oleanz Rapitab (Olanzapine 5mg,
10mg)

+ Vién nén bao tan trong rugt Pantasun (Pantoprasole 20mg,
40mg);

+ Vién nén Parkizol (Pramipexole 0.25mg, 1mg);

+ Vién nang clrng Prodep (Fluoxetine 20mg);

+ Vién nén Sunirovel (Irbesartan 150mg, 300mg);

+ Vién nén Sunirovel H (Irbesartan 150mg,
Hydrochlorothiazide 12,5mg);

+ Vién nén bao phim Suncardivas (Carvedilol 12,5mg, 6,25mg);
+ Vién nén bao phim Sunoxitol (Oxcarbazepine 150mg,
300mg);

PIC/S-GMP 2018-D1-
0306

+Thudc u6Sg dang rén: Vién nén; vién na2g clng; thudc bot.
*Thudc tiém: Dung dich; bdt dong khé pha tiém.
*Thudc udng dang léng: Sird; thudc udng dang léng.

Trang 2/ 13

NGAY

09/04/2018

04/06/2018

00
N
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NGAY
HET
HAN

10/08/2020

26/11/2018

17/02/2019

CO QUAN CAP

Malaysia National
Pharmaceutical Control
Bureau

State Administration of
Ukraine on Medicinal
Products (SAUMP)

Gyeongin Regional
Office of Food and Drug
Safety, Korea

NHOM
THUOC
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TEN CO SO SAN
STT -
XUAT

8 Gland Pharma
Limited

9  Orion
Corporation
(hoac Orion Oyj
hodc Orion
pharma)

(Cosé san xudt)
Schering-Plough
Labo NV

(Cosé déng goi)

10 S.M.B.

Technology SA

11 Atabay Kimya
San. ve Tic. A.S.

12w
Pharmaceutical
Corporation

13 JW Shinyak
Corporation

Danh sach co s& Pat

DIA CHI

Survey No 143-148, 150 &
151, Near
Gandimaisamma cross
roads, D P Pally,
Quthubullapur Mandai,
Ranga Reddy District,
Hyderabad, IN-500 043,
India

Tengstrominkatu 8,
Turku, FI-20360 (hoac
20360), Finland

Industriepark 30, Heist-
op-den-Berg, 2220,
Belgium

Zoning Industriel - Rue du
Parc industriel 39,
Marche-en-Famenne,
6900, Belgium

Dilovasi Organize Sanayi
Bolgesi, 4. Kisim Sakarya
Caddesi No:28, Gebze /
Kocaeli, Turkey

56 Hanjin 1-gil, Songak-
eup Dangjin-si,
Chungcheongnam-do,
Republic of Korea

88-24 Sandan-ro,
Pyeongtaek-si, Gyeonggi-
do, Republic of Korea

PHAM VICHUNG NHAN

*Thudc vo trung:

+ Thudc san xudtvé trung: Thuéc dong kho; dung dich thé
tich nhé.

+ Thudc tiét tring cudi: Dung dich thé tich I&n; dung dich
thé’ tich nho.

*Thudc sinh hoc: Thu6c ¢céd ngudn goc tlr nguwoi hodc dong vat.

*San phadm: Vién nang cirng Temodal Capsule (Temozolomide
5mg, 20mg, 100mg, 140mg, 180mg, 250mg)

*Thudc khdng vo trung: Vién nang civng; thudc dung ngoai
dang ldng; thudc udng dang long; thudc bot; thudc dan; vién
nén.

*Thudc udng chira khang sinh nhém PeniciNin: Vién nén, vién
nén bao phim; bt pha hén dich uéng; vién nang.

*Thudc uéng dang ran.

*Thudc tiém: Thuoc bot pha tiém chira khang sinh
Carbapenem.

* Dung dich thu6c nhé mat.

* Dung dich thuéc udng.

*Thudc hit.

*Thudc uéng dang rén: Vién nén; vién nang; thudc bot; sird
kho.

*Thudc dung ngoai dang long; lotion, thudc nho tai; thudc
nhé mii; hdn dich xit mdi.

*Thudc md; thudc kem; thudc gel.

Trang 3/ 13

NGUYEN
TAC GMP

EU - GMP

EU-GMP

EU GMP

EU-GMP

PIC/S GMP

PIC/S-GMP

PIC/S-GMP

GIAY CH.
NHAN

UK GMP
39716 Insp
GMP
39716/3187
772-0005

7038/06.08.
00.04/2017

BE/GMP/20
15/111

BE/GMP/20
18/036

TR/GMP/20
18/109

2018-G1-
0954

2018-D1-
1161

19/06/2017

04/12/2017

08/03/2016

17/05/2018 31/05/2018 22/05/2018

23/05/2018

09/01/2020

03/12/2018

30/03/2021

06/07/2019 02/2021

18/05/2020

NHOM
THUOC

CO QUAN CAP
Medicines and 2
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Finnish Medicines 1
Agency, Inspectorate

Federal Agency for
Medicines and Health
Products (FAMHP),
Belgium

Federal Agency for 1
Medicines and Health
Products (FAMHP),

Belgium

Turkish Medicines and 2
Medical Devices Agency
(TMMDA)

Daejeon Regional Food 2
and Drug
Administration, Korea

Gyeongin Regional 2
Office of Food and Drug
Safety, Korea
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TEN CO SO SAN
STT -
XUAT

14  Faes Farma, S.A

15 Shin Poong
Pharm. Co., Ltd

16 Italpharmaco S.A.

(Cosé san xudt)

CIT S.r.l
(Cos& déng gdi)

17 "Ligvor" CJSC

18 MSD
International
GmbH (Puerto
Rico Branch) (Co
s& sdn xudt ban
thanh pham)

Danh sach co s@ Pat

DIA CHI

C/Méaximo Aguirre, 14,
Lejona-Leioa, 48940
Vizcaya, Spain

41-15
Osongsaengmyeong 5-ro,
Osong-eup, Heungdeok-
gu, Cheongju-si,
Chungcheongbuk-do,
Republic of Korea

C/san Rafael, 3, Pol. Ind.
Alcobendas, Alcobendas
28108 Madrid, Spain

Via Primo Villa, 17-20875
Burago di Molgora (MB),
Italia

Yerevan 0089, Kochinyan
Str., number 7/9,
Republic of Armenia

Pridco Industrial Park,
State Road 183, Las
Piedras, Puerto Rico
00771, USA

PHAM VICHUNG NHAN

*Thudc khdng vo truang: Vién nang cing; thudc uéng dang
1dng (bao gom ca chira hormon va chdt c6 hoat tinh hormon);
vién nén bao duong; vién nén bao phim; thudc com; vién nén
(bao gom ca chira hormon va chat cé hoat tinh hormon).

Thudc chivra khang sinh nhém Cephalosporin: Thuéc tiém; vién
nén; vién nang.

*San phdm: Dung dich udng Ferlatum (sat protein succinylat
800mcg).

*Thudc vo trung:

+ Thudc san xudtvé trung: Dung dich thé tich nho (dung
dich tiém Neurotop FL - Ethylmethylhydroxypyridine
succinate);

*San phdm:

+ Vién nén bao phim Atozet 10mg/10mg
(Ezetimibe/atorvastatin 10mg/10mg);

+ Vién nén bao phim Atozet 10mg/20mg
(Ezetimibe/atorvastatin 10mg/20mg).

Trang 4/ 13

NGUYEN GIAY CH.
TAC GMP NHAN
EU-GMP ES/064HVI/1

8

PIC/S-GMP 2018-G1-
1148

EU GMP ES/003HVI/1
8

EU GMP  IT/187-
1/H/2016

PIC/S GMP 091/2016/S
AUMP/GMP

US-GMP  JSFN-XG5S;

HO9M6-SED3

NGAY
CAP

31/05/2018

20/06/2018

08/08/2016 16/01/2018

10/01/2017

02/10/2017; 23/10/2017

NGAY
HET
HAN

15/03/2021

27/03/2019

17/12/2018

02/12/2019

NHOM
THUOC

CO QUAN CAP
Agency for Medicines 1
and Health Products
(AEMPS), Spain

Daejeon Regional Office 2
of Food & Drug Safety,
Korea

Agency for Medicines 1
and Health Products
(AEMPS), Spain

Italian Medicines 1
Agency (AIFA)

State Service of Ukraine 2
on Medicines and Drugs
Control (SMDC)

United States Food and 1
Drug Administration
(U.S. FDA)

bot 59



STT

19

20

21

22

TEN CO SO SAN
XUAT

MSD
International
GmbH (Singapore
Branch) (Co s&
san xudt san
phdm trung gian)

Merck Sharp &
Dohme B.V
(Co s& déng gdi)

Korea United
Pharm. Inc.

Korea United
Pharm. Inc.

URSAPHARM
Arzneimittel
GmbH

Recipharm
Karlskoga AB

Danh sach co s@ Pat

DIA CHI

70 Tuas West Drive,
Singapore 638414,
Singapore

Waarderweg 39, Haarlem,
2031 BN, Netherlands

25-23, Nojanggongdan-
gil, Jeondong-myeon,
Sejong-si, Republic of
Korea

107, Gongdan-ro,
Yeonseo-myeon, Sejong-
si, Republic of Korea

Industriestralle 35, 66129
Saarbriicken, Germany

Bjorkbornsvagen 5,
Karlskoga, 69133, Sweden

PHAM VICHUNG NHAN

*San phdm: Vién nén bao phim Etopul 15mg ( Erlotinib
150mg)

*San pham:

+ Thu6c bdt dong khd pha tiém Allipem 500mg (Pemetrexed

500mg);

+ Thu6c bot dong khd pha tiém Allipem 100mg (Pemetrexed

100mg).
*Thudc vo trung:

+ Thudc san xudtvé trung: Dung dich thé tich I&n; dung
dich thé’ tich nhd, thuéc ban ran;

+ Thu6c tiét trang cudi: Dung dich nhé mét, dung dich thé’
tich nho.
*Thudc khdng vo tring: Vién nang cirng; thudc dung ngoai
dang 16ng; thuéc udng dang 16ng; cac dang thuéc ban ran;
vién nén; cém.
*Thudc dwoc ligu; thudc vi lwgng dong can.
*Thudc vo trung: Thudc tiét tring cubi dang ban ran;
*Thudc khdng vd tring: Thudc udng dang ldng; thudc dang
ban rén (kem, gel); thu6c dan; miéng dan ngoai da

Trang 5/ 13

NGUYEN

TAC GMP

GIAY CH.
NHAN

PIC/S GMP MLMP13000

EU GMP

PIC/S -
GMP

PIC/S -
GMP

EU-GMP

EU GMP

01

NL-
H15/100668
9

2017-G1-
1099

2018-G1-
0970
2018-G1-
0969

DE_SL_01_G
MP_2018_0
009

4.1.2-2018-
044305

NGAY

11/09/2017

21/12/2015

12/05/2017

21/05/2018

04/04/2018

11/06/2018

NGAY
HET
HAN

09/09/2018

15/03/2021

30/12/2018

NHOM
THUOC

CO QUAN CAP
Health Sciences
Authority (HSA),
Singapore

Health Care

Inspectorate -
Pharmaceutical Affairs
and Medical
Technology, Netherlands

Deajeon Regional 2
Commissioner Food and

Drug Administration,

MFDS, Korea

Deajeon Regional 2
Commissioner Food and

Drug Administration,

MFDS, Korea

Co quan thdm quyén 1
blc

Sweden Medical 1
Products Agency
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. - N - \ NGAY NHOM
STT TEN €O ?O SAN DIA CHI PHAM VICHUNG NHAN N,GUYEN GlAYACH' NG~AY HET CO QUAN CAP THUOC
XUAT TAC GMP NHAN CAP HAN 1 )
23 AstraZeneca UK  Silk Road Business Park, *Thudc vo trung: EU-GMP UK MIA Medicines and 1
Limited Macclesfield, SK 10 2NA, + Thu6c san xuét vé trang: Thudc dang ran va cdy ghép (bao 17901 Insp Healthcare Products
United Kingdom gdm ca thudc chira hoat chat LHRH Agonist). GMP/GDP/I ~ N Regulatory Agency
+ Thudc tiét tring cudi: Dung dich thé tich nho. MP g 5 (MHRA), United
*Thudc khdng vo trung: Vién nang cirng; thudc dung ngoai 17901/1011 S E' Kingdom
dang 1dng; thudc udng dang ldng; vién nén va vién nén bao 7- 0036 2 P
phim (bao gdm ca thudc chra hoat chat antieostrogen).
24 Alcon Research 6201 South Freeway, Fort *San phdm: Natacyn 5% (Natamycin ophtalmic suspension) U.S. cGMP 6EFX-7D8A © o United States Food and 1
Ltd. Worth, TX 76134, United § § Drug Administration
States of America B S (US. FDA)
& S
- -
25 Orion Orionintie 1, 02200 *Thudc vo trung: EU-GMP  2258/06.08. Finnish Medicines 1
Corporation/Orio  Espoo, Finland + Thu6c san xudtvod trung: Thudc bot dong kho pha tiém, 00.04/2018 Agency (FIMEA)
n Oyj/Orion tiém truyén; dung dich dam déac thé tich nhé dé pha tiém,
pharma tiém truyén; dung dich dung trong bang quang; dung dich * Q
dung trong niém mac miéng. g g
+ Thudc tiét tring cu6i: dung dich dam déac thé tich nhd dé g g
pha tiém, tiém truyén Ny b
*Thudc khdng vo trang: thuéc udng nhd giot dang 1dng, vién
nén (bao gom ca vién nén chira sulphonamide), vién nén bao
phim, thudc bot hit.
26 Thymoorgan Schiffgraben 23, 38690 *San pham: EU-GMP DE_NI_01_G ~ Co quan thdm quyén 1
Pharmazie GmbH Goslar, Germany + Thu6c bot dong khd pha tiém Vammybivid's (Vancomycin MP_2017_1 b blc
(Cosdsan xudt) (* Cach ghici: 1g). 002 %
Schiffgraben 23, 38690 + Thu6c bot dong khd pha tiém Vammybivid's (Vancomycin > N
Vienenburg, Germany) 500mg). - g
Sanavita Lohstrasse (hoac DE_HE_01_ o S
Pharmaceuticals Lohstralle) 2, 59368 GMP_2017_ P 3
GmbH Werne, Germany 1054 S
(Cosd xudt E
xuwdng) o
27 Laboratorios Poligono Industrial La *Thudc khdng vo tring: vién nang clng; vién nén. EU-GMP ES/087HV/1 © o Agency for Medicines 1
Francisco Durban, Redonda, C/IX, no 2, El 8 § § and Health Products
S.A Ejido, 04710 (Almeria), E § (AEMPS), Spain
Spain = 5
— o
Danh sach co s& Dat Trang 6/ 13 bot 59



STT

28

29

30

31

32

TEN CO SO SAN
XUAT

GP Pharm, SA

UAB Aconitum

Sanofi Winthrop
Industrie - Tours

Laboratoires
Merck Sharp&
Dohme-Chibret

2nd Plant,
Standard Chem.
& Pharm. Co., Ltd.,

Danh sach co s@ Pat

DIA CHI

Pol. Ind. Els Vinyets - Els
Fogars, 2, Ctra. C-244,
Km. 22; 08777 Sant
Quinti de Mediona
(Barcelona), Spain

Inovaciju g.4, Biruliskiu k.,

Kauno r.sav., Lithuania

30-36 avenue Gustave
Eiffel, Tours, 37100,
France

Route de Marsat, Riom,
Clermont-Ferrand Cedex
9, 63963, France

No. 154, Kaiyuan Road,
Sinying District, Tainan
City 73055, Taiwan

(* Céach ghi cli: 154, Kai-
yuan Road, Hsin-ying
(730), Taiwan, Republic of
China)

PHAM VICHUNG NHAN

*Thudc vo trung:

+ Thudc san xudtvé trung: Dung dich thé tich nho (bao gom
ca thuoc chira chat doc té bao/chat kim té bao; hormon hoéc
chat c6 hoat tinh hormon); thudc dong khd pha dung dich
tiém (bao gom ca thudc chira chat doc té bao/chat kim té bao;
hormon hodc chédt c¢6 hoat tinh hormon); thuéc tiém khong cé
duwogc chdt (dung mo6i hoan nguyén va liposomas) dwgc déng
trong lo, 6ng tiém, bom tiém déng san.

+ Thudc tiét tring cudi: Dung dich thé’ tich nho (bao gém ca
thu6c chtra chat doc té bao/chét kim té bao; hormon hoac
chat c6 hoat tinh hormon); thuéc tiém khong cé dwoc chat
(dung moi hoan nguyén va liposomas) dugc déng trong lo,
dng tiém, bom tiém déng san.

*Thudc khdng vo tring: vién nang clng, thudc udng dang
1dng, vién nén;

*Thubc duoc liéu,

*Thudc vi lwgng dong can.

*Thudc khdng vo trung: vién nang clng; vién nén.

*Thudc san xudt vo trang: Thudc déng khd; dung dich thé’ tich
nho;

* Thudc sinh hoc: thu6c cong nghé sinh hoc, san phdm mién
dich;

*Thudc khong vo trang:

+ Dang thuéc 16ng: hdn dich, dung dich.

+ Dang thuéc ban rdn: mé&, kem.

+ Dang thuéc rdn: vién nén bao dwdng, vién nén bao phim,
vién nén, thu6c com, vién nang, thudc dan, gac tdm khéang
sinh.

Trang 7/ 13

NGUYEN
TAC GMP

EU-GMP

EU GMP

EU-GMP

EU-GMP

PICS GMP

GIAY CH.
NHAN

NCF/1823/0
01/CAT

LT/11H/201
7

2018/HPF/F
R/072

2018/HPF/F
R/021

4287

11/05/2018

30/03/2018 08/12/2017

17/01/2018

29/03/2018

06/03/2021

29/09/2020

12/06/2020

24/04/2020

11/12/2018

CO QUAN CAP

Agency for Medicines
and Health Products
(AEMPS), Spain

State Medicines Control
Agency (SMCA),
Lithuania

French National Agency
for Medicine and Health
Products Safety (ANSM)

European Medicines
Agency

Food and Drug
Administration, Tawain

NHOM

THUOC

1 2

2
bot 59



TEN CO SO SAN
STT -
XUAT

33 Eisai Co., Ltd.
Kawashima Plant

34 Laboratorios
Bago S.A

35 Pierre Fabre
Medicament
Production
(Co s@ san xudat
ban thanh pham )

Cdng ty TNHH
Pierre Fabre Viét
Nam

(Cosé& déng goi)

36 Sophartex
(Cosé san xudt)

Laboratoires
Bouchara
Recordati
(Coso xuat
xudng)

37 Cong ty ¢c6 phan
Fresenius Kabi
Bidiphar

Danh sach co s@ Pat

DIA CHI

1, Kawashimatakehaya-
machi, Kakamigahara-shi,
Gifu-ken, Japan

Calle Ciudad de Necochea
entre las calles Ciudad de
Mar del Plata y Av.
Matienzo. Parque
Industrial de La Rioja,
Provincia de La Rioja,
Argentina

Site Progipharm, rue du
Lycée, GIEN, 45500,
France

L6 1, duwong 4A, khu coéng
nghiép Bién Hoa Il, Tp.
Bién Hoa, tinh Bong Nai,
Viét Nam

21 Rue du Pressoir 28500
Vemouillet, France

70, Avenue du General de
Gaulle 92800 Puteaux,
France

Khu vuc 8, phvong Nhon
Pha, Tp. Qui Nhon, tinh
Binh Dinh, Viét Nam

. . NGUYEN GIAY CH.
PHAM VICHUNG NHAN ) -
TAC GMP NHAN
*San phadm: Vién nén Merislon Tablets 12mg (Betahistine Japan- 6096
Mesilate 12mg) (vién ban thanh pham) GMP

*San phdm: Bot pha tiém Trifamox IBL 1500, Powder for PIC/S GMP 20132019

Injection (Amoxicillin (du&i dang amoxicillin Natri vo khuén) 000343 18
1000mg, sulbactam (dwdi dang sulbactam Natri vé khuén)
500mg)
*San phadm: Vién nén Tanganil (SDK: VD-26608-17) EU-GMP  HPF/FR/300/
2017
WHO-GMP 398/GCN-
QLD
* San phdm: ¢c8m pha hén dich Ery Children 250 mg EU GMP  HPF/FR/115/
(Erythromycin dwéi dang Erythromycin ethyl succinat 250mg) 2017
EU GMP HPF/FR/41/2
017
*Thudc vo trung: PIC/S GMP MCOM1700
+ Thudc tiét tring cudi: dung dich thé tich I¢n (100mlva I6n 002

hon, khong bao gom thudc phéng xa, sinh hoc, khang sinh
betalactam, chat cé hoat tinh héc mon, steroid va doc té bao).

Trang 8/ 13

NGAY
CAP

28/02/2018

15/05/2018

01/1Z/Z0711

26/02/2016  27/04/2017  22/06/2018

06/11/2017

NGAY
HET
HAN

ro

0

nj
N
Al

00
rsi

15/05/2019

15/09/2020
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NHOM
THUGC

CO QUAN CAP
Ministry of Health, 1
Labour and Welfare
(MHLW), Japan

National Administration 2
of Drugs, Foods and

Medical Devices

(ANMAT), Argentina

National Agency for the 1
Safety of Medicine and
Health Products

(ANSM), France

Cuc Quan ly duoc Viét
Nam

National Agency for 1
Medicines and Health
Products Safety (ANSM)

National Agency for
Medicines and Health
Products Safety (ANSM)

Health Sciences 2
Authority (HSA),
Singapore
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TEN CO SO SAN
STT -
XUAT

38 Bruschettini S.R.L

39 Pharmacia &
Upjohn Company
LLC

40 Pharmacia &
Upjohn Company
LLC

41  Shin Poong
Pharmaceutical
Co., Ltd

42  Laboratorio
Farmaceutico C.T
S.R.L.

43 Abbott Biologicals
B.V.
(Cos@ san xudat
ban thanh pham )

Danh sach co s@ Pat

DIA CHI

Via Isonzo 6-16147
Genova (GE), Italy

7000 Portage road,
Kalamazoo, MI 49001,
USA

7000 Portage road,
Kalamazoo, MI 49001,
USA

7 Wonsi-ro, Danwon-gu,
Ansan-si Gyeonggi-do,
Republic of Korea

Via Dante Alighieri, 71-
18038 Sanremo (IM), Italy

C.J. van Houtenlaan 36,
WEESP, 1381CP hoac
"1381CP WEESP",
Netherlands

NGUYEN GIAY CH.

PHAM VICHUNG NHAN

TAC GMP NHAN
*Thu6c san xudt vo trang: Dung dich thé tich nhd (chira EU GMP IT/186-
corticosteroid, prostaglandins/cytokines). 1/H/2017
*Thudc khdng vo tring: Thudc udng dang léng (bao gom ca
ché& phdm mién dich); Thudc ban rdn chita h6c mén hodc chat
c6 hoat tinh h6c mon (bao gom ca corticosteroid); thu6c dat;
vién nén (bao gdm ca ché pham mién dich).
* Ché& pham sinh hoc: V&c xin vi khuadn bt hoat (inatived
bacterial vaccine).
*Thudc bdt pha dung dich tiém Solu-Medrol CPP 6YJ2-DBZ9
(methylprednisolone sodium succinate 40mg) U.S. cGMP
*Thudc bdt pha dung dich tiém Solu-Medrol CPP NC9F-95WW
(methylprednisolone sodium succinate 125mg) U.S. cGMP

*Thudc ubéng dang rén: vién nén; vién nang ceng; thuéc cém.  PIC/S-GMP 2018-D1-
*Thudc tiém: thubc tiém dong sén syringe; thudc bot pha 1452
tiém; thuéc bot dong khd pha tiém.

*Thudc vo trung: EU GMP IT/111-
+ Thudc san xudtvé trung: Dung dich thé tich nho; Thuéc 1/H/2018
botva bot dong khd chra khang sinh nhém Penicillin va nhém
Cephalosporin.
+ Thudc tiét tring cudi: Dung dich thé’ tich nho.
*Thudc khdng vo trang: Vién nén; vién nang cng; thudc
udng dang léng.

*San phdm: EU GMP NL/H
+ Hdn dich tiém Influvac (vdc xin phong bénh cim mua). 17/1014466
a
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23/04/2018 20/06/2018
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NGAY
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21/10/2019

14/05/2020

14/05/2020

27/04/2020

22/09/2020

2/2018

CO QUAN CAP

Italian Medicines
Agency (AIFA)

United States Food and
Drug Administration
(U.S. FDA)

United States Food and
Drug Administration
(U.S. FDA)

Gyeongin Regional Food
and Drug
Administration, Korea

Italian Medicines
Agency (AIFA)

Health Care

Inspectorate -
Pharmaceutical Affairs
and Medical
Technology, Netherlands

NH M

THI OcC
1 2
1
1
1

2
1
1
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TEN CO SO SAN

STT .
XUAT

D IA CHI

Abbott Biologicals Veerweg 12, OLST,

B.V.

(Co sé san xudat

thanh phdam)
44  Phebra Pty Ltd

45 LTS Lohmann

Therapie-Systeme

AG

(Cos@ san xudat

va déng géiso
cap)
Aesica

Pharmaceuticals

GmbH

(Cos& dong goi

th¢ cdp)
Aesica

Pharmaceuticals

GmbH

(Cosd kiém tra
chatlvong)
Aesica

Pharmaceuticals

GmbH

(Co s kiém tra
chatlwgng )
ucB
Manufacturing
Ireland Limited
(Cosd xuat
xwéng )

Danh sach co s& Pat

8121AA hodc"8121AA
OLST", Netherlands

19 Orion Road, Lane Cove

NSW 2066, Australia

Lohmannstr. 2, 56626
(hodc D-56626)
Andernach, Germany

Mittelstr. 15, 40789
Monheim am Rhein,
Germany

Alfred-Nobel-Str. 10,
40789 Monheim am
Rhein, Germany

Galileistralle 6, 08056
Zwickau, Germany

Shannon Industrial
Estate, Shannon, Co.
Clare, Ireland

PHAM VI CHUNG NHAN

*San phadm: Cafnea Injection (Caffeine citrate injection 40

mg/2mL IV injection glass vial).

*San phdm: Miéng dan hap thu qua da Neupro (Rotigotine
2,25 mg/5 cm2; 4,5 mg/10 cm2; 6,75 mg/15 cm2; 9,0 mg/20

cm2; 13,5 mg/30 cm2; 18 mg/40 cm2).

Trang 10/ 13

NGUYEN
TAC GMP

PIC/S GMP

PIC/S GMP

EU-GMP

EU-GMP

EU-GMP

EU-GMP

EU GMP

GIAY CH.
NHAN

NL/H
15/1005176

M1-2018-LI-
03655-1

18/0213

DE_RP_01_
GMP_2016_
0024;

DE_NW_03_
GMP_2016_
0048;

DE_NW_03_
GMP_2016_
0047;

DE_SN_01_
GMP_2017_
1004

17472/M68
7

NGAY
CAP

18/01/2016

01/03/2018 27/03/2018

27/04/2016

15/11/2017 20/04/2017 20/04/2017

09/11/2017

NGAY
HET
HAN

02/1

01/03/2021

12/11/2018

CO QUAN CAP

Therapeutic Goods
Administration (TGA),
Australia

Co quan thdm quyén
blc

Co quan thdm quyén
blc

Co quan thdm quyén
blc

Co quan thdm quyén
blc

Health Products
Regulatory Authority
(HPRA), Ireland

NHOM
THUGC

bot 59



TEN CO SO SAN
STT
XUAT

46  B.Braun Medical
AG

47 Roche Diagnostics
GmbH
(Casaséan xuét)

F. Hoffmann-La
Roche Ltd
(Casa aong goi)

48 Roche Diagnostics
GmbH

49 ILDONG
Pharmaceutical
Co., Ltd.

50 Glenmark
Pharmaceuticals
Limited

Danh sach co s@ Pat

DIA CHI

Route de Sorge 9, 1023
Crissier, Switzerland

Sandhofer Strabe 116,
68305 Mannheim,
Germany

Wurmisweg, 4303
Kaiseraugst, Switzerland
(cach viét khac:
Wurmisweg, CH-4303
Kaiseraugst, Switzerland)

Sandhofer Strabe 116,
68305 Mannheim,
Germany

25, Gongdan 1-ro,
Anseong-si, Gyeonggi-do,
Republic of Korea

Kishapura, Baddi-Nalgarh
Road, Solan District,
Himachal Pradesh, In-
173205, India

PHAM VICHUNG NHAN

*Thudc vo trung:

+ Thu6c tiét tring cudi: dung dich thudc tiém truyén; dung
dich thay thé huyét thanh; dung dich tiém truyén dinh du&ng;
dung dich rira vét thuwong.

*San phdm:

+ Dung dich dam d&c dé pha dung dich truyén Mabthera
(Rituximab 100 mg/10 ml);

+ Dung dich dam d&c dé pha dung dich truyén Mabthera
(Rituximab 500 mg/50 ml).

+ B0t dong kho dé pha dung dich tiém truyén Herceptin
(Trastuzumab 150mg);

+ Dung dich dam d&c dé pha dung dich tiém truyén Perjeta
(Pertuzumab 420 mg/14ml).

*Thudc vo trung:

+ Thudc san xudtvé trung: Thuéc dong kho; dung dich thé’
tich nho.

+ Thudc tiét tring cubi: Dung dich thé’ tich nha.
*Thudc sinh hoc: Sa&n phdm cbéng nghé sinh hoc (khang thé’
don dong san xuét bang céng nghé gen, Epoetin beta,
Peginterferon alfa-2a va methoxypolyethyleneglycol-epoetin
beta).
*Thudc khdng vo trung: thuée cdm; vién nén; vién nang clng;
vién ngdm; siro khd.
*Thudc vo trung: thudc tiém.
*Thudc chira khang sinh nhém Cephalosporin: Vién nén; vién
nang cng; thudc bot; siro kho; thudc tiém.
*Thudc doc té bao chong ung thuw: Vién nén; vién nang cng;
thudc tiém.
*Thudc khong vo trung: thudc ban ran; thuéc uéng dang 16ng;
thudc hit phan liéu.
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NGUYEN
TAC GMP

PIC/S-
GMP, EU-
GMP

EU GMP

PIC/S GMP

EU GMP

PIC/S GMP

EU-GMP

GIAY CH.
NHAN

No. 17-1980

DE_BW_01_
GMP_2016_

0119

No. 17-0015

DE_BW_01_
GMP_2016_

0119

2018-D1-
1623

UK GMP
33881 Insp
GMP
33881/3829
61-0010

NGAY
CAP

13/10/2017

04/11/2016

04/11/2016 03/04/2017

10/07/2018

r 2028

B

NGAY
HET
HAN

25/08/2020

07/07/2019

07/07/2019

25/04/2021

11/10/2020

CO QUAN CAP

Swiss Agency for
Therapeutic Products
(Swissmedic)

Co quan thdm quyén
blc

Swiss Agency for
Therapeutic Products
(Swissmedic)

Co quan thd&m quyén
blc

Gyeongin Regional
Office of Food and Drug
Safety, Korea

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

NHOM

THUOC

1 2

2

2
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. & oz . - R NGAY NHOM
TEN CO SO SAN NGUYEN GIAY CH. NGAY

STT - DIA CHI PHAM VICHUNG NHAN . ) i HET CO QUAN CAP THUGC
XUAT TAC GMP NHAN CAP
HAN 1 2
51 Aculife Village - Sachana, Taluka - *Thudc v0 trung: PIC/S GMP 060/2017/G State Service of Ukraine 2
Healthcare Viramgam, District - + Thudc san xudtvé trung: Dung dich thé tich nhé. MP on Medicines and Drugs
Private Limited Ahmedabad - 382 150, + Thudc tiét tring cudi: Dung dich thé’ tich I&¢n; Dung dich Control (SMDC)
India thé tich nho.
(Unit-5, Block Biotech *San phdm cu thé: ~ N
(line 531) va Block LVP + Dung dich tiém Hepanir 5000 IU/ml, 6ng 5 ml (Heparin g g
(line FL-521, line FL-522))  Sodium); o S
+ Nhi twong dé tiém truyén Quifol 10 mg/ml, 6ng 20 ml S <
(Propofol);
+ Dung dich tiém truyén Nirliv 5 mg/ml, chai 100 ml
(Levofloxacin hemihydrate twong dwong Levofloxacin 500 mg).
52 Ginsana SA Via Mulini, 6934 Bioggio, *Thudc khdng voé trang: Vién nang mém. PIC/S-GMP 18-0521 o o Swiss Agency for 1
Switzerland b p Therapeutic Products
N N
> S (Swissmedic)
o —
5 S
3 S
53 Industria Via G. Pascoli, 1- 20064 *Thudc khéng vé trung: Thuéc ban rén; thudc dat. EU-GMP IT/194- Italian Medicines 1
Farmaceutica Gorgonzola (MI), Italy *Thudc sinh hoc: S&n phdm c6 ngudn géc tlr déng vat: Thube 1/H/2017 Agency (AIFA)
Nova Argentia ban ran.
S.P.A. *Thu6c tr dwoc lieu: Thudc ban rén; thudc dat. ~ e
Reparto Distaccato - Via *Thudc khdng vo trung: Thudc bot; vién nén. g g
Muoni, 15-20064 - *Thu6c tr dwoc ligu: Thudc bot; vién nén. g g
Gorgonzola (Ml), Italy & &
Reparto Distaccato - Via *Thudc khdng vo trang: Vién ngdm; vién nén.
Muoni, 10-20064 - *Thu6c tr dwoc liéu: Vién nén.
Gorgonzola (Ml), Italy
54 Monico S.P.A Via Ponte Di Pietra, 7- *Thudc vo trung: EU GMP  IT/252- © o Italian Medicines 1
30173 Venezia (VE), ltaly + Thudc tiét tring cudi: dung dich thé  tich 16n; dung dich 1/H/2016 p P Agency (AIFA)
N N
thé’ tich nho. S S
i —
~ ~
~ <
— o
55 Laboratoires Avenue Thomas Edison *Thudc khdng vo tring: vién nang clng; thuéc dung ngoai EU GMP BE/GMP/20 © o Federal Agency for 1
Pharmaceutiques 32, Thines, 1402, Belgium dang ldng; thu6c udng dang Idng; thudc bot; vién nén. 17/137 § § Medicines and Health
Trenker SA g E Products (FAMHP),
> S Belgium
o ™
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NGAY NHOM

STT TEN €O ?O SAN DIA CHI PHAM VICHUNG NHAN N,GUYEN GlAYACH' NG~AY HET CO QUAN CAP THUOC
XUAT TAC GMP NHAN CAP HAN 1 ,
56 Glaxo Operations Harmire Road, Barnard *Thudc vo trung: EU-GMP UK MIA 4 Medicines and 1
UK Ltd Trading as Castle, DL12 8DT, United + Thudc san xudtvé trung: Dung dich thé tich Ién; dung dich Insp Healthcare Products
Glaxo Wellcome Kingdom. thé tich nho. GMP/IMP Regulatory Agency
Operations (* Céach ghi khac: Harmire + Thudc tiét tring cudi: Dung dich thé tich I&n; dung dich 4/3848-0035 (MHRA), United
Road, Barnard Castle, thé’ tich nhé (chra chat doc té bao). ~ N Kingdom
County Durham, DL12 *Thudc khong vo tring: Thudc dung ngoai dang long; thudc g 3
8DT, United Kingdom) uéng dang ldng; thuéc ban rdn. Thubc chira Cephalosporin: S E'
vién nén, vién nén bao phim; ¢6m pha hén dich udng. 3 S
*Thudc sinh hoc: Thudc mién dich; thudc cdng nghé sinh hoc;
thuéc c6 ngudn goc tlr nguwoi hodc dong vat; thube chira
steroid, chéng khuén, ch6ng nam.
57 Aspen Pharma 286-302 Frankston- *Thudc khdng vo trang: Vién nang ctng; thudc uéng dang PIC/S M1-2017-LI- © o Therapeutic Goods 1
Pty Ltd. Dandenong Road, 1dng; vién nén; thuéc com; thube bot; thudc kem; thudc phun 03557-1 § § Administration (TGA),
Dandenong South VIC mu; thudc stc miéng; dung dich ding ngoai; thuéc m&, bot g § Australia
3175, Australia nhéo. > S
N N
58  Swiss No. 182, Zhongshan Rd., *Thudc vo trung: Thubc tiém dung dich (san xudtvo trungva  PIC/S GMP 0424039(AP) Ministry of Health and 2
Pharmaceutical Xinshi Dist., Tainan City tiét trang cudi), thuéc nhd mét, nho tai va nhd mii (san xudt Welfare, Republic of
Co., Ltd (Xinshi 744, Taiwan, R.O.C vd trung). China (Taiwan)
plant) *Thudc khdng vd tring: Dung dich thudc; thudc mé, thuodc © o
kem; vién nén bao dvong, viéen nén bao phim, vién nén bao 3 S
tan trong rudt, vién ngam, thuéc cdm, thudc bot va vién nang. § S
*Thudc chta khang sinh nhom Cephalosporin: g S
+ Thu6c bot, thudc c6m, vién nang, e -
+ Thu6c bdt pha tiém.
59 Suheung Co., Ltd. 61 Osongsaengmyeong- *Thudc khdng vo triang: Vién nén; vién nang mém. PIC/S GMP 2017-G1- Daejeon Regional Office 2
ro, Osong-eup, 1617 N N of Food & Drug Safety,
Heungdeok-gu, Cheongju- 3 g Korea
si, Chungcheongbuk-do, E g
Republic of Korea L <
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