BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
s6: 6% /0P-QLD Ha Noi, ngay oJ_thing (6 nam 2012
QUYET PINH

Vé viéc ban hanh danh muc 36 thudc nuéc ngoai (thudc cé hoat chat, phéi
hop hoat chit, dang bao ché 14n ddu dang ky tai Viét Nam - so ding ky co
hiéu luc 01 nam) duoc cip so diang ky luu hanh tai Viét Nam - Dot 78

CUC TRUONG CUC QUAN LY DUGC

Can ct Luat Dugc ngay 14/6/2005;

Can cit Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cta Chinh phu
quy dinh chiic ning, nhiém vu, quyén han va co ciu té chiic ctia Bo Y t€;

Can ¢ Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 ctia Bo trudng
Bo Y t€ vé viéc quy dinh chic ning, nhiém vy, quyén han va co cdu té chifc clia
Cuc Quan 1y dugc thuoc Bo Y t& va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 cha Bo trudng Bo Y t€ vé viéc sira déi, bé sung Diéu 3 Quyét dinh s6
53/2008/Qb-BYT ngay 30/12/2008 cha Bo trudng B Y t€ quy dinh chitc nang,
nhiém vu, quyén han va co céu t8 chic ctia Cuc Quéan 1y duoc thudc Bo Y té;

Can ct Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo Y t€ quy
dinh viéc dang ky thudc; _ ,

Can ctt ¥ kién ctia Hoi déng Xét duyet thudc - Bo Y té;

Xét dé nghi ctia Truéng phong Dang ky thude - Cuc Quan 1y dugc,

QUYET DINH:

Piéu 1. Ban hanh k&m theo Quyét dinh nay danh muc 36 thuSc nudc
ngoai (thudc c6 hoat chat, phdi hgp hoat chat, dang bao ché lan dau dang ky tai
Viét Nam - s6 dang ky c6 hiéu luc 01 nam) dugc cap s6 dang ky luu hanh tai
Viét Nam - Pgt 78.

Piéu 2. Cong ty sén xuét va cong ty dang ky thudc c6 trach nhiém cung
cdp thudc vao Viét Nam theo ding céc hé so tai liéu da dang ky v6i Bo Y t€. S6
dang ky dugc B Y t€ Viét Nam cép phai dugc in 1én nhan thude. S6 dang ky cé
ky hiéu VN1-...-12 ¢6 gi4 tri 01 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh lvu hanh, nha san xuat phai két hop véi céc co sd
diéu trj dé theo di hiéu lyc, do an toan, tic dung khong mong muén clia thudc
trén ngudi Viét Nam va téng hop, bdo cdo theo diing quy dinh hién hanh méi 06
thdng mot 1an vé Cuc Quan 1y duoc.
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Piéu 4. Quyét dinh nay c6 hiéu Iuc ké tit ngay k¥ ban hanh.

Piéu 5. Gidm d6c SO Y t€ cac tinh, thanh ph6 tryc thudc trung wong, gidm
d6c cong ty san xudt va cong ty diang ky cé thu6c tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhdn: P{
- Nhu Diéu 5; LI Ty
- BT. Nguyén Thi Kim Tién (dé b/c); TRUO-’ G
- TT. Cao Minh Quang (dé b/c);

- Cuc Quén Y - B6 Quéc phong, Cuc Y t&€ - Bo Cong an;

- Cuc Y t€ Giao théng vén tai — Bo Giao thong van tai;

- Téng cuc Hai quan — B6 Tai chinh;

- Bdo hiém X4 hoi Viét Nam; :

- Vu Phép ch€, Vu Y Dugc c8 truyén, Cuc Quéin 1y Khdm chita
bénh - B6 Y t€, Thanh tra B Y t€; .
- Vién KN thu6c TW, Vién KN thudc TP. HCM; o .

- Téng Cong ty Dugc VN: Truong Quéc Cuong
- C4c Cong ty XNK Dugc phdm;

- Céc Bénh vién & Vién c6 giudng bénh truc thuéc Bo Y t€;

- Website ctia Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- Luu: VP, KDD, DKT(12).
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BQ Y TE

'CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Pdc lap - Ty do - Hanh phiic

" DANH MUC 36 THUOC CO HOAT CHAT LAN DAU, PHOT HOP HOAT CHAT LAN PAU HOAC
DANG BAO CHE LAN PAU PANG KY TAI VIET NAM BUQC CAP SO PANG KY LUU HANH
HIEU LUC 01 NAM - BQT 78

Ban hanh kém theo quyét dinh s6/4%....../QD-QLD, ngayold.«.... ../ 2012

STT

Tén thubde

Hoat chit
chinh

Dang thubc
ham legng

Tubi tho

Tiéu
chuin

Quy cach
doéng gbi

—

1.CONG TY PANGKY

Allergan, Inc.

2525 Dupont Drive, Irvine

California 92612-1599 - USA
1.1 Nha sin xuit

Allergan Pharmaceuticals

Ireland

Castlebar Road, Westport, County
Mayo - Ireland

Relestat

2.CONG TY PANGKY
Bayer South East Asia Pte.,
Ltd.
63 Chulia Street, OCBC Centre
East, 14th Floor, 049514 -
Singapore

2.1 Nha sin xuiit
GP Grenzach Productions
GmbH

Emil Barell-Str.7,79639
Grenzach-Wyhlen - Germany

Bepanthen Plus Creme (S¢ hitu:
BBC Bayer Consumer Care d/c:
Peter-Merian StraBe 84 CH-4052
Basel, Switzerland

3.CONG TY PANG KY
Binex Co., Ltd.
480-2, Jangrim-dong, Saha-gu,
Busan. - Korea

3.1 Nha sdn xuit
Nexpharm Korea Co., Ltd.
112-3, Jangwoul-ri,
Munbaek-myeon, Jincheon-gun,
Chungcheongbuk-do - Korea

Epinastine HCI

Dexpanthenol,
Chlorhexidin
HClI

Dung dich
nho mat -

Kem béi
ngodi da -
50mg,
Smg/lg

24 thang

36 thang

NSX

NSX

Hop 110
S5ml

Hop 1 tiyp
3,5g hoiic
30g

VNI1-675-12

VNI1-676-12

ey
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5 Hoat chat  |Dang thube|, ;. Tiéu | Quy cich | oz .. L,
SEx Tén thude chinh | ham lwgng | T th% chuinl deng goi |0 dANEKY
3|Newtramin injection Cao 14 bach qua |Dung dich |36 thang|NSX |Hgp 10 éng | VNI-677-12
thudc tiém - Sml
17,5mg
(twong
duong
4,2mg
Ginkgoflav
on
glycosides)
4.CONG TY PANGKY i S e
Céng ty Co phin Dwgc phim
Duy Téin
22 H6 Biéu Chdnh, Q. Phil
Nhudn, TP. H6 Chi Minh - Viét
Nam
4.1 Nha sin xuét
Blausiegel Industria e Comercio
Ltda
Rodovia Raposo Tavares, 2833 -
Barro Branco - Cotia - Sao Paulo -
Brazil
4|Blautrim Filgrastim Dung dich |24 thang|NSX |Hdp 1 bom | VNI1-678-12
tiém - tiém 1ml
30MIU
(300mcg)/m
1
5. CONG TY DPANG KY ]
Céng ty Cb phan Duge phim
Thién Thao
Nha 28 ngo 178 Thdi Ha, P.
Trung Liét, Q. Dong Da, Ha Ngi
- Viét Nam
5.1 Nha sén xuét
Nipro Patch Co., Ltd
8-1, Minamisakae-Cho, Kasukabe,
Saitama, 344-0057 - Japan
5| Tolbupas 1mg tulobuterol Miéng dan |24 thang|NSX |hdp chira VN1-679-12
ngoai da - 350 miéng
Img dan
6| Tolbupas 2mg tulobuterol Miéng dan |24 thang[NSX |hdp chira VN1-680-12
ngoai da - 350 miéng
2mg | dan

6.CONG TY DPANG KY
Cong ty Ch phﬁn Thwrong mai
Duwge phdm va Trang thiét bi
Y té Thuén Phat

"

T

www. L VienP lrapuatvh
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STT

Tén thube

Hoat chit
chinh

Dang thube
ham lrong

Tiéu

Tudi thef . =z

Quy cach
dbng géi

S6 ding ky

O

" |L6 44 - TT 2B - Khu d6 thi Vin

Qudn, Q. Ha Péng, Ha Ngi -
Viét Nam

6.1 Nha sin xuit
Catalent Australia Pty. Ltd.

217-221 Governor Road Braeside
VIC 3195 - Australia

PM Kiddiecal

7.CONG TY PANG KY
Cdéng ty TNHH DKSH Viét
Nam
S6 23 Bai 16 Djc Lap, khu cong
nghiép Viét Nam - Singapore,
Thugn An, tinh Binh Duong -
Viét Nam

7.1 Nha san xuit
Dainippon Sumitomo Pharma
Co., Ltd.

6-8, Doshomachi 2-chome,
Chuo-ku, Osaka - Japan

Zonegran vién nén 100mg (Pdng
g6i boi: Eisai Taiwan Inc. Tainan
factory - 54, Gong-Yeh W. Rd.,
Guan-Tyan Hsiang, Tainan Hsien
Taiwan)

8.CONG TY PANGKY
Fresenius Kabi Deutschland
GmbH
D-61346 Bad Homburg v.d.H. -
Germany
8.1 Nha san xuit
Fresenius Kabi Austria GmbH

Hafnerstrasse 36, AT-8055, Graz -
Austria

Dipeptiven

9.CONG TY PANG KY

Galien Pharma

Phytomenadion
e (Vitamin K1),
Calcium
hydrogen
phosphate
anhydrous,
Cholecalciferol
(Vitamin D3)

Zonisamide

L-Alanyl-L-Glu
tamine

Viién nang
meém -
30mcg;
678mg;
S5mcg

vién nén -
100mg

Dung dich
tiém truyén
dém dac -
20%

36 thang|NSX

36 thang|NSX

AN R—

36 thang|NSX

Lo 30 vién

Hop 10 vi x
10 vién

Hop 10 Io
50ml; hop
10 lo 100ml

VNI1-681-12

VN1-682-12

VN1-683-12

Trang 3

AWSOft = Tel: +84-8-3930 3279 = www. ThuVienPhapLuat.vi



Hoat chit

Dang thudc

Tiéu

& £ 2. Quy cach | ox ae .
STT Tén thube chinh ham lwgng Tugithe chudn| doéng goi 85 Qiing ky
Les Hauts de la Fourcade 32200
Gimont - France
9.1 Nha sin xuét
Laboratoires Grimberg
Z. A. des Boutries, 5 rue Vermont
78704 Conflans Ste Honorine
Cedex - France
10] Auricularum Oxytetracyclin | Bt va dung| 24 thang|NSX [Hdp 1 lo bt VN1-684-12’1":
HCl, Polymyxin [ méi pha hdn khoang o
B sulffat, dich - 326mgva 1 5
Nystatin, 90.000IU/1 6ng dung r
Dexamethason | 00.000IU/1. moi 10ml 3
natri phosphat  |000.000IU/ =
10 =
=
fricaesy S — SISO | —— F——— ] e e = =22 =
10. CONG TY PANG KY E
Hetero Drugs Ltd.
7-2 A2, Hetero Corporate, ;
Industrial Estates, Sanathnagar, b
Hyderabad Andhra Pradesh-AP 3
- India g
10.1 Nha san xuét %
Hetero Drugs Limited i
22-110, IDA Jeedimetla, 3
Hyderabad-500 055 - India <
11{Dulox-40 Duloxetine HCI |Viénnén |24 thang|NSX |Hop3vix | VNI-685-12
bao tan & 10 vién =
rudt - 40mg =
Duloxetin B
- 11. CONG TY PANGKY 3
Hyphens Marketing &
Technical Services Pte. Ltd.
138 Joo Seng Road, 3rd Floor,
Singapore 368361 - Singapore
11.1 Nha sin xuét
Bausch & Lomb Inc
Tampa, Florida 33637 - USA
12|Besivance Besifloxacin Hén di'ch 24 thang|NSX |Hop 1 lo VNI1-686-12
nho mat vo 5ml
tring -
6,63mg/ml
(0,6%)
SRR I ey e e e e drkerk [t I a— i (Sniamie e’ B —
12. CONG TY PANG KY

Merck Sharp & Dohme (Asia)
Ltd.

X

Trang 4



12.4 Nha san xuft

|Patheon Puert.c Rico,Inc.

T P S e LV
' ' " Hoat chit |Dang thudc|,_, ;. Tiéu | Quy cich | oz .- ,
STT . Tén thube chinh ham lugng Tuoi the chuén déng goi S0 Giing ky
" |27/F., Caroline Center, Lee
Gardens Two, 28 Yun Ping
Road, Causeway Bay - Hong
Kong
12.1 Nha sin xufit
Janssen Biologics B.V
Einsteinweg 101, 2333 CB Leiden -
The Netherlands
13|Remicade (Co s& sin xuét 2: Infliximab Bt dong |36 thang|NSX [Hop 1 Io VN1-687-12
Schering-Plough (Brinny) Co., dia kho pha
chi: Innishannon, County Cork, dung dich
Ireland; co s& d6ng goi: tiém truyén
Schering-Plough Labo N.V., Bi; co - 100mg
s& xuit xudng: Janssen Biologics
B.V, Ha Lan)
12.2 Nha san xuit
MSD International GmbH
(Singapore Branch)
21 Tuas South Avenue 6, 637766 -
Singapore
14| Vytorin 10/10 (Co s& dong géi & |Ezetimibe, Viénnén - |24 thang|NSX [Hop3vix | VNI1-688-12
xuét xudng: Merck Sharp & Simvastatin 10mg; 10 vién
Dohme (Australia) Pty. Ltd., dia 10mg
chi: 54-68 Ferndell Street, South
Granville, NSW 2142, Australia)
15{Vytorin 10/20 (Co s& déng géi & |Ezetimibe, Viénnén - |24 thang{NSX |Hop3vix | VNI-689-12
xuéit xudng: Merck Sharp & Simvastatin 10mg; 10 vién
Dohme (Australia) Pty. Ltd., dia 20mg
chi: 54-68 Ferndell Street, South
Granville, NSW 2142, Australia)
16| Vytorin 10/40 (Co s& dong goéi & |Ezetimibe, Vién nén - |24 thang|NSX [Hop3vix | VNI-620-12
xuit xudng: Merck Sharp & Simvastatin 10mg; 10 vién
Dohme (Australia) Pty. Ltd., dja 40mg
chi: 54-68 Ferndell Street, South
Granville, NSW 2142, Australia)
12.3 Nha sin xuit
N.V. Organon
Kloosterstraat 6, 5349 AB Oss -
The Netherlands
17|Bridion Sugammadex |Dungdich |36 thang|NSX |Hop 10lo | VNI-691-12
tiém - 2ml
100mcg/ml
18|Bridion Sugammadex |Dungdich |36 thang|NSX |Hop 10lo | VNI1-692-12
tiém - 5ml
100mcg/ml
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. Hoat ch4t |Dang thuéc Tién | Quy cich | ox - .
STT T o " : i 2
R tEhe chinh ham lwgng Tubi the chuan| dong géi - qa“g ky
Villa Blanca Industrial Zone, State
Road, No.1, Jose Garrido, Caguas,
00725 - Puerto Rico
19|Janumet 50mg/1000mg (déng gbi: |Sitagliptin Viénnén |24 thang|NSX |Hop 4 vix 7| VN1-693-12
Merck Sharp & Dohme B.V., dia |monohydrate bao phim - vién, hép 8
chi: Waarderweg 39, NL-2031 BN |phosphate, 50mg vi x 7 vién
Haarlem, The Netherlands) Metformin sitagliptin;1
Hydrochloride |000mg
metformin
hydrochlori
de
20|Janumet 50mg/500mg (déng gbi: |Sitagliptin vién nén 24 thang|NSX |Hop 4 vix.7| VNI1-694-12
Merck Sharp & Dohme B.V., dia |monohydrate bao phim - vién, hop 8
chi: Waarderweg 39, NL-2031 BN |phosphate, 50mg vix 7 vién
Haarlem, The Netherlands) Metformin sitagliptin;5
Hydrochloride |[00mg
metformin
hydrochlori
de
21{Janumet 50mg/850mg (déng gbi: |Sitagliptin Viénnén |24 thang|NSX [Hop 4 vix 7| VNI1-695-12 1
Merck Sharp & Dohme B.V., dia |monohydrate bao phim - vién, hgp 8
chi: Waarderweg 39, NL-2031 BN |phosphate, 50mg vi x 7 vién
Haarlem, The Netherlands) Metformin sitagliptin;8
Hydrochloride {50mg
metformin
hydrochlori
de
12.5 Nha sin xuit
Patheon Whitby Inc.,
111 Consumers Drive, Whitby,
Ontario, LIN 5Z5 - Canada
22{Noxafil (CS déng géi: Posaconazole |Hondich |24 thang|NSX |Hop 1 chai | VN1-696-12-+
Schering-Plough S.A., Dia chi: 2, uong - 105ml
rue Louis Pasteur, 14200 40mg/ml
Herouville St Clair, France)
13. CONG TY PANG KY
Novartis Pharma Services AG
Lichtstrasse 35, 4056 Basel -
Switzerland
13.1 Nha sin xuét
Novartis Pharma Stein AG
Schafthauserstrasse CH-4332 Stein
- Switzerland
23|Exjade 125 Deferasirox Vién phan (36 thang(NSX |Hop 4 vix 7| VN1-697-12
tin - 125mg vién
24|Exjade 250 Deferasirox Vién phan |36 thang|NSX [Hop4 vix 7| VNI-698-12
tan - 250mg vién

Trang 6



nanh (Glycine
max)

' . z Hoat chat Dang thude|_. ;. Tiéu | Quy cach | oz .- .
| STT Tén thude chinh ham luong Tubi the chuén dong goi Seeaug by
.2'5 Exjade 500 Deferasirox Vién phan |36 thang|NSX |[Hop 4 vix 7| VN1-699-12
tan - 500mg vién
26|Onbrez Breezhaler 150mcg Indacaterol Vién nang |18 thang|NSX [Hop3vix | VNI-700-12
maleate cimg - 10 vién
150meg
Indacaterol
27|Onbrez Breezhaler 300mcg Indacaterol Viénnang |18 thang|NSX |Hop3vix | VNI-701-12
maleate cimg - 10 vién
300meg
Indacaterol
14. CONG TY PANG KY
Pfizer Thailand Ltd.
United Center Building, Floor
36, 37, 38 and 42, 323 Silom
Road, Silom, Bangrak, Bangkok
10500 - Thailand
14.1 Nha sin xuét
Pfizer Italia S.R.L.
Localita Marino del Tronto,
1T-63046 Ascoli Piceno (AP) -
Italy
28| Sutent Sunitinib malate | Vién nang |24 thang|NSX |Hop 1 lo 28 | VNI1-702-12
cimng - vién
50mg
sunitinib
29|Sutent Sunitinib malate | Vién nang |24 thang|NSX |Hop 119 28 | VNI1-703-12 3
cing - vién
25mg
sunitinib
30| Sutent Sunitinib malate | Vién nang |24 thang|NSX |Hop 1 lp 28 | VN1-704-12
cing - vién
12,5mg
sunitinib
15. CONG TY PANG KY
Probiotec Pharma Pty., Ltd.
83 Cherry Lane Laverton North
VIC 3026 - Australia
15.1 Nha sin xuét
Probiotec Pharma Pty., Ltd.
83 Cherry Lane, Laverton North,
VIC 3026 - Australia
31|PM H-Regulator Cao ¢0 dic qua |Viénnang |36 thang|NSX |Chai 60 vién| VN1-705-12
Vitex agnus cimg -
3 castus, cao ¢d 20mg;
dic hat ddu 200mg

AWDSOIL * Tel: +84-8-3930 3279 * www.ThuVienPhapLuat.vn
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Hoat chit Dang thude Tiéu | Quy cich
STT Té 0 i i x : ing |
Ottt chinh ham luwgng Tudi the chuan| dong goi e dlang o
16.cONGTYPANGKY| | | | | |
Rotaline Molekule Pvt.Ltd.
7/1, Coporate Part,
Sion-Trombay Road, P.O Box
No. 27257, Chembur, Mumbai,
400071 - India
16.1 Nha san xuit
Flamingo Pharmaceuticals Ltd. =
‘F
R-662, TTC Industrial Area, 5
Rabale, Navi Mumbai 400 701 - J
India S
=
32|Lornoxicam tablets 4mg Lornoxicam Viénnén - |24 thang|NSX [Hop 1vix | VIN1-706-12%
4mg 10 vién p;-
33|Lornoxicam tablets 8mg Lornoxicam Viénnén - |24 thang|NSX |Hop 1 vix VNl-?U?-l.?jE
] o i 8mg 10 vién 3!
17. CONG TY PANG KY
Synmedic Laboratories
202 Sai Plaza, 187-188 Sant
Nagar, East of Kailash, New
Delhi-110065. - India
17.1 Nha sin xuét
Synmedic Laboratories
166, DLF Industrial Area, Phase I
Faridabad, 121003 (Haryana). -
India
34|Pantric Plus Pantoprazole Viénnén |24 thang|NSX [Hop I16n 10 | VIN1-708-1
natri bao tan hép nhé X 1
sesquihydrate, |trong rudt - vi x 10 vién
Domperidone  |40mg
Pantoprazol
; 10mg
Domperido
ne
I e —_————t—_———— = [ e R | R e
18. CONG TY DANG KY
Woerwag Pharma GmbH &
Co. KG
Calwer Strasse 7, 71034
Boblingen - Germany
18.1 Nha sin xuit
Dragenopharm Apotheker
Pueschl GmbH
Goellstrasse 1, D-84529
Tittmoning. - Germany
35|Milgamma mono 150 Benfotiamine |Viénbao |36 thang|NSX |Hép3vix | VNI1-709-12
' duong - 10 vién
150mg
e s e s e I SO . SN .




' a £ Hoat chit |Dang thudc|_. ;. Tiéu | Quy cfu;h . &
L Lenthnse chinh ham legng Tubithe chuéin| déng g0i 56 0ng K
19. CONG TY PANG KY
Yeva Therapeutics Pvt., Ltd.
108, Shiv Chambers, plot.No.21,
C.B.D.Sector 11, Belapur, New 4
Bombay-400 703 - India
19.1 Nha sdn xuit
Maxim Pharmaceuticals Pvt.
Ltd‘
Plot No. 11 & 12 Kumar Industrial
Estate, gat No. 1251-1261, Markal,
Khed, Pune 412 105 - India
36| Zinecox RTC 400 Cefditoren Cém pha |24 thang|NSX Hép 10 géi | VN1-710-
Pivoxil hén dich
udng -
400mg
Cefditoren

i

Trane 9

':.‘ '-__' o~ =
TFiFbng Quéc Cuong

* Tel:\+-84-8-3930 3279 * www.Thu¥ienPhapLuat.vn

LawSoft




	00144066_001.jpg
	00144066_002.jpg
	00144066_003.jpg
	00144066_004.jpg
	00144066_005.jpg
	00144066_006.jpg
	00144066_007.jpg
	00144066_008.jpg
	00144066_009.jpg
	00144066_010.jpg
	00144066_011.jpg

