BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Tv do - Hanh phc

/IQLD-bK Ha N6i, ngay 7 thong yjh nam 2018
V/v céng bd to hudng dan st dung
thuéc biét dugc goc (dot 1)

Kinh gtri: Cac co s¢ dang ky thuéc, co s¢ san xuat thudc.

Can ctr Thong tv s6 01/2018/TT-BYT ngay 18/01/2018 clia BO Y té quy
dinh ghi nhén thudc, nguyén liéu 1am thudc va td hwéng dan sir dung thudc;

Cuc Quan ly Duoc cong b6 dot 1 (phu luc kém theo) t& hwéng dan s dung
thu6c da duoc cap gidy dang ky luvu hanh thudc Danh muc thudc biét dwoc gbc do
Bo trudng BO Y té cong bo.

Cac co s¢ dang ky thudc, co s¢ san xuat thude co trach nhiém cap nhat, bo
sung cac ndi dung trong to hwdng dan st dung thubéc ddi véi cac thube generic
theo quy dinh tai Diéu 38 Thong tu s6 01/2018/TT-BYT néu trén.

Cuc Quan ly Duoc théng bao dé cac Cong ty biét va thic hién theo ding
cac quy dinh hién hanh vé dang ky, lwu hanh thuéec./.

Noinhan: KT. CUC TRUONG

- Nhu tren; = 2
- Thi trwdng Trwong Quéc Cuong (dé b/c); PHO CUC TRUONG

- Cuc tredng Vi Tudn Cuong (dé b/c);

- Cac don vi, chuyén gia tham dinh hd so DKT;
- Céc phong: TTQc7 QLCL, QLG, QLKDD,
TTra dwgc my pham- Cuc QLD;

- Website Cuc QLD;

- Luu: VT, BKT (TA).



DANH MUC CAC TO HUjC')fNG DAN st DUNG THUOC BIET DUQC GOC (POT 1)
(dinh kem c6ng van so /QLD-BK ngayoT42 /2018 cua Cuc Quan ly Dugrc)

STT  Tén thubc Hoat chat, Ham Bao ché S0 dang ky Cong ty Bang Nuoc DK Cong ty San Nuwéc SX

fuong ky Xudt

1 Accupril Quinapril (duéi Vién nén  VN-19302-15 Pfizer (Thailand) Thailand Pfizer Germany
dang Quinapril bao phim Ltd. Manufacturing
HCI) 5mg Deutschland

GmbH

2 Amlor Amlodipin (duwéi  Vién nén VN-19717-16 Pfizer (Thailand) Thailand Pfizer Australia  Australia
dang Amlodipin Ltd. Pty., Ltd.
besylat) 5mg

3 Amlor Amlodipine (duéi Vién nang VN-20049-16 Pfizer (Thailand) Thailand Fareva Amboise France
dang amlodipine  clng Ltd.

besilate) 5mg

4 Aromasin Exemestane 25mg Vién nén  VN-20052-16 Pfizer (Thailand) Thailand Pfizer Italia Italy
bao duong Ltd. S.R.L.
5 Brexin Piroxicam (duéi  Vién nén VN-18799-15 Abbott USA Chiesi Italy
dang Piroxicam Laboratories Farmaceutici
beta-cyclodextrin) S.p.A.
20mg
6 Campto Irinotecan Dung dich VN-20050-16 Pfizer (Thailand) Thailand Pfizer (Perth) Australia
hydroclorid dam dac Ltd. PTY LTD
trihydrate dé pha
100mg/sml dung dich
tiém

truyén
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Campto Irinotecan
hydroclorid
trinydrate
40mg/2ml

Celebrex (dong gd6i: R-Pharm Celecoxib 200mg;

Germany GmbH; dia chi:

Heinrich-Mack-Str.35, 89257

Ilertissen, Birc)

Cymevene Ganciclovir
500mg

Dalacin C Clindamycin
(clindamycin HCI)
300mg

Dalacin C Clindamycin (dugi
dang clindamycin
phosphat)
300mg/2ml

Dalacin T (co s& xudt xuéng: Clindamycin (du6i
Pharmacia & Upjohn Company; dang Clindamycin
dia chi: Kalamazoo, MI 49001,  phosphat)
USA) 10mg/ml

Eliquis (Bong goi va xudt xuéng: Apixaban 2,5mg -
Bristol-Myers Squibb s.r.l., dia  2,5mg

chi: Loc. Fontana del Ceraso,

03012 Anagni (FR), Y)

Dung dich VN-20051-16
dam dac

dé pha

dung dich

tiém

truyén

Vién nang VN-20332-17
clng

BOt dong VN-19152-15
kho6 pha

tiém

Vién nang VN-18404-14
clng

Dung dich VYN-19718-16
tiém
truyén

Dung dich VN-18572-14
dung ngoai

Vién nén  VN2-615-17
bao phim

Pfizer (Thailand)
Ltd.

Pfizer (Thailand)
Ltd.

F. Hoffmann-La
Roche Ltd.
Pfizer (Thailand)

Ltd.

Pfizer Thailand
Ltd.

Pfizer (Thailand)
Ltd.

Pfizer (Thailand)
Ltd.

Thailand

Thailand

Switzerland

Thailand

Thailand

Thailand

Thailand

Pfizer (Perth)
PTY LTD

Pfizer
Pharmaceuticals
LLC

F.Hoffmann-La
Roche Ltd.

Pfizer PGM

Pfizer
Manufacturing
Belgium NV

Zoetis p & U
LLC

Bristol-Myers
Squibb
Manufacturing
Company

Australia

USA

Switzerland

France

Belgium

USA

USA
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Eliquis (Bdng goi va xuét xwéng:
Bristol-Myers Squibb s.r.l., dia

chi: Loc. Fontana del Ceraso,
03012 Anagni (FR), Y)

Elthon 50mg

Farmorubicina

Farmorubicina

Feldene

Hidrasec 10mg Infants

Hidrasec 30mg Children

Klacid Forte

Apixaban 5mg -  Vién nén
5mg bao phim
Itoprid Vién nén
hydrochlorid 50mg bao phim
Epirubicin Bot dong
hydrocloride 10mg khé pha
- 10mg tiém
Epirubicin Bot dong

hydrocloride 50mg khé pha

- 50mg tiém

Piroxicam 20mg  Vién nén
phén tan

Racecadotril Thubc bot

10mg/goi - udng

10mg/géi

Racecadotril Bo6t udng

30mg/goi -

30mg/go6i

Clarithromycin Vién nén

500mg bao phim

VN2-616-17

VN-18978-15

VN-20840-17

VN-20841-17

VN-21103-18

VN-21164-18

VN-21165-18

VN-19546-16

Pfizer (Thailand) Thailand

Ltd.

Abbott
Laboratories

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

Pfizer Thailand
Ltd.

Abbott
Laboratories
(Singapore)
Private Limited
Abbott
Laboratories
(Singapore)
Private Limited
Abbott
Laboratories

USA

Thailand

Thailand

Thailand

Singapore

Singapore

USA

Bristol-Myers
Squibb
Manufacturing
Company

Abbott Japan
Co., Ltd

Actavis Italy
SpA

Actavis Italy
Sp.A

Fareva Amboise

Sophartex

Sophartex

Aesica
Queenborough
Ltd.

USA

Japan

Italy

Italy

France

France

France

United
Kingdom



22

23

24

25

26

27

Klacid Forte

Klacid MR

Klacid MR

LIPANTHYL NT 145mg (CSBG
va XX: Recipharm Fontaine; BC:
Rue des Pres Potets 21121,
Fontaine les Dijon, France)

Lipitor (Bong gbi & xudt xwéng:
Pfizer Manufacturing
Deutschland GmbH, d/c:
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany)

Lipitor (Bdng g6i & xuéat xwéng:
Pfizer Manufacturing
Deutschland GmbH, di/c:
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany)

Clarithromycin
500mg - 500mg

Clarithromycin
500mg

Clarithromycin
500mg - 500mg

Fenofibrat (dudi
dang fenofibrate
nanoparticules)

145mg - 145mg

Atorvastatin (dugi
dang Atorvastatin
hemicalci.
1,5H20) 20mg

Atorvastatin (dudi
dang Atorvastatin
hemicalci.l,5H20)
10mg

Vién nén
bao phim

Vién nén
gidi phong
hoat chét
bién doi

Vién nén
phéng
thich kéo
dai

Vién nén
bao phim

Vién nén
bao phim

Vién nén
bao phim

c\

VN-21160-18

VN-19547-16

VN-21161-18

VN-21162-18

VN-17767-14

VN-17768-14

Abbott
Laboratories
(Singapore)
Private Limited
Abbott
Laboratories

Abbott
Laboratories
(Singapore)
Private Limited
Abbott
Laboratories
(Singapore)
Private Limited

Pfizer Thailand
Ltd.

Pfizer Thailand
Ltd.

Singapore

USA

Singapore

Singapore

Thailand

Thailand

Abbvie Sir.l

Aesica
Queenborough
Ltd.

Abbvie S.r.l

Fournier
Laboratories
Ireland Limited

Pfizer

Pharmaceuticals

LLC

Pfizer

Pharmaceuticals

LLC

Italy

United
Kingdom

Italy

Ireland

USA

USA
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Lipitor (Bong go6i & xuét xudng:
Pfizer Manufacturing
Deutschland GmbH, d/c:
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090

Freiburg, Germany)

Pivalone 1%

Sayana Press

Solu - Medrol

Solu - Medrol

Solu-Medrol

Atorvastatin (dudi
dang Atorvastatin

hemicalci.l,5H20)
40mg

Tixocortol pivalate
1% (0,lg/10mL)

Medroxyprogester
on acetat
104mg/0,65ml -
104mg/0,65ml

Methylprednisolon
(duwéi dang
Methylprednisolon
natri succinat)
40mg
Methylprednisolon
(dwéi dang
Methylprednisolon
natri succinat)
500mg
Methylprednisolon
e (dwéi dang
Methylprednisolon
e natri succinate)
40mg tuvong dwong
Methylprednisolon
hemisuccinat
65,4mg;

Vién nén
bao phim

Hén dich
xit mai

Hon dich
tiém

Bot déng
khé pha
tiém

Bot dong
kho pha
tiém

B6t ddng
kho pha
tiém bap,
tiém tinh
mach

[«*>/  E_7

VN-17769-14

VN-18042-14

VN2-617-17

VN-20330-17

VN-20331-17

VN-18405-14

Pfizer Thailand
Ltd.

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

Thailand

Thailand

Thailand

Thailand

Thailand

Thailand

Pfizer

Pharmaceuticals

LLC

Farmea

Pfizer
Manufacturing
Belgium NV

Pfizer
Manufacturing
Belgium NV

Pfizer
Manufacturing
Belgium NV

Pharmacia &
Upjohn
Company

USA

France

Belgium

Belgium

Belgium

USA
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Sutent

Sutent

Sutent

Tarceva (Co s& dong goi:
F.Hoffmann-La Roche Ltd; dia
chi: CH-4303 Kaiseraugst,
Switzerland)

Tazocin

Tygacil

Sunitinib (duoi
dang sunitinib
malate) 12,5mg

Sunitinib (dwoi
dang sunitinib
malate) 25mg

Sunitinib (dwoi
dang sunitinib
malate) 50mg

Erlotinib 150mg

Piperacillin (dwoi
dang Piperacillin

natri) 4g;

Tazobactam (du@i
dang Tazobactam

natri) 0,59 - 4g,
0,59

Tigecyclin 50mg

I

Vién nang
clng

Vién nang
cling

Vién nang
cling

Vién nén
bao phim

Bot dong
khé pha
tiém

B6t dong
khé pha
tiém

e . @

VN-18043-14

VN-18772-15

VN-18773-15

VN-17941-14

VN-20594-17

VN-20333-17

Kol o |

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

F.Hoffmann-La
Roche Ltd.

Pfizer (Thailand)

Ltd.

Pfizer (Thailand)

Ltd.

Thailand

Thailand

Thailand

Switzerland

Thailand

Thailand

Pfizer ltalia
S.R.L.

Pfizer Italia
S.R.L.

Pfizer ltalia
S.R.L.

Roche S.p.A

Wyeth Lederle

s.r.l.

Wyeth Lederle
s.r.l.

Italy

Italy

Italy

Italy

Italy

Italy
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Unasyn

Unasyn

Valcyte

Viagra

Viagra

Viagra

Xeloda (Nha dong goi: F.

Sulbactam (duéi
dang Sulbactam
natri) 0,59;
Ampicilin (dudi
dang Ampiccilin
Natri) 1g - 0,5¢,
g

Sultamicillin (du6i
dang Sultamicillin
tosylate dihydrate)
750mg - 750mg

Valganciclovir
(dwéi dang
Valganciclorvir
Hydrochloride)
450mg
Sildenafil (duéi
dang Sidenafil
citrat) 100mg

Sildenafil (duoi
dang Sidenafil
citrat) 50mg

Sildenafil (du6i
dang Sidenafil
citrat) 50mg

Capecitabin

Hoffmann-La Roche Ltd., dia chi: 500mg

Wurmisweg-4303 Kaiseraiigst.
Switzerland)

Thudc bot
pha tiém,
truyén

Vién nén
bao phim

Vién nén
bao phim

Vién nén
bao phim

Vién nén
bao phim

Vién nén
bao phim

vién nén
bao phim

VN-20843-17

VN-20844-17

VN-18533-14

VN-21098-18

VN-21099-18

VN-21100-18

VN-17939-14

Pfizer (Thailand) Thailand

Ltd.

Pfizer (Thailand) Thailand

Ltd.

F. Hoffmann-La Switzerland

Roche Ltd.

Pfizer (Thailand) Thailand

Ltd

Pfizer (Thailand) Thailand

Ltd.

Pfizer (Thailand) Thailand

Ltd.

F.Hoffmann-La
Roche Ltd.

Switzerland

Haupt Pharma
Latina S.r.l

Haupt Pharma
Latina S.r.|

Patheon Inc.

Fareva Amboise

Fareva Amboise

Fareva Amboise

Productos Roche

S.A.de C.V

Italy

Italy

Canada

France

France

France

Mexico
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Zitromax

Zyvox

Zyvox

Bisolvon Kids

Buscopan

Azithromycin (
dudi dang
Azithromycin
dihydrat) 500mg -
500mg

Linezolid
600mg/300ml

Linezolid 600mg

Bromhexin
hydrochlorid
4mg/5ml

Hyoscin

Vién nén  VN-20845-17
bao phim

Dung dich VN-19301-15
truyén

Vién nén  VN-19510-15
bao phim

Si ro VN-18822-15

Vién nén VN-20661-17

butylbromid 10mg bao dwdng

Pfizer (Thailand)
Ltd.

Pfizer (Thailand)
Ltd.

Pfizer (Thailand)
Ltd.

Boehringer
Ingelheim
International
GmbH
Boehringer
Ingelheim
International
GmbH

Thailand

Thailand

Thailand

Germany

Germany

Haupt Pharma  Italy
Latina S.r.|

Fresenius Kabi  Norway
Norge AS

Pfizer USA
Pharmaceuticals
LLC

PT Boehringer  Indonesia
Ingelheim

Indonesia

Delpharm Reims France





