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QUYET PINH

Vé viéc cong bo 18 tén thude nude ngoai (thudc c6 hoat chat 14n ddu dang ky tai
Viét Nam - s6 dang ky ¢6 hiéu Iuc 01 nam) duoc phép luu hanh
tai Viét Nam - Dot 74 ‘

CUC TRUGNG CUC QUAN LY DUGC

Cén ctt Luat Dugc ngay 14/6/2005; | .

Can ctt Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 ctia Chinh phi
quy dinh chic nang, nhiém vy, quyén han va co cu té chiic ctia BO Y t€;

Can ct Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 clia Bo trudng
Bo Y t€ vé viéc quy dinh chiic nang, nhiém vu, quyén han va co cfu t§ chiic cia
Cuc Quan 1y dugc thuoec Bo Y t&; '
_ Can cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 clia Bo Y t€ quy
dinh viéc dang ky thudc;

Can cit y kién clia Hoi dong Xét duyét thudc - Bo Y t&;

Xét dé nghi chia Trudng phong Pang ky thudc - Cuc Quan 1y duoc,

QUYET PINH:

Diéu 1: Cdp s6 dang ky cho 18 thudc nuéc ngoai (thudc chita hoat chét 14n
dau dang ky tai Viét Nam - s6 dang ky ¢6 hiéu luc 01 nam) dugc phép luu hanh
tai Viét Nam (danh muc kém theo) - Dot 74. | o

Diéu 2: Cong ty san xuft vi cong ty dang ky thudc c6 trach nhiém cuné
- cép thude vao Viét Nam theo diing cédc hé so tii lieu da dang ky v6i Bo Y t€. S6
dang ky dugc Bo Y t€ Viét Nam cép phai duoc in 1én nhin thuée, S6 dang ky ¢6
ky hiéu VN1-...-11 ¢6 gid tri 01 nam ké tr ngay ky Quyét dinh.

Diéu 3: Trong qua trinh luu hanh, nha sin xust phai két hop véi céc co sb
diéu tri dé theo déi hiéu luc, do an toan, tac dung khong mong muén cta thudc
trén ngudi Viét Nam va tong hop, bdo cdo theo ding quy dinh hién hanh mébi 06
thang mot 14n vé€ Cuc Quén 1y duoc.

Diéu 4: Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh,



biéu 5. Gidm d6c S6 Y t€ céc tinh, thanh phd truc thudc trung wong, gidm
d6c cong ty san xudt va cong ty diang ky c6 thudce tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Doc lap - Tu do - Hanh phiic

Ha Néi, ngay p %Lhéng j ndam 2011

DANH MUC 18 THUOC CO HOAT CHAT LAN PAU DANG KY

TAI VIET NAM PUGC CAP SO DANG KY HIEU LUC 01 NAM - bOT 74
(Ban hanh kém theo Quyét dinh s6: /QD-QLD, ngay thing nam 2011)

1. CONG TY PANGKY

Baxter Healthcare (Asia) Pte., Ltd.

150 Beach Road #30-01/08 Gateway West, 189720, Singapore
1.1 Nha san xuét

Baxter Healthcare of Puerto Rico

Baxter 3 Km, Guayama, Puerto Rico 00784, USA

STT| Teén | Hoatchdt | Tién | Dang thuéc Tudi | Quy cach S6 dang ky
thuoe chinh chudn | Ham luong tho doéng géi
(thang)
1 | Suprane | Desflurane | NSX | Thudc mé bay 36 Chai 240ml VNI1-529-11
hoi (chat 16ng
ding dé hit),
100%

2. CONG TY DANG KY

Bayer (South East Asia) Pte., Ltd.

63 Chulia Street # 14-00, Singapore (049514), Singapore
2.1 Nha san xuit .

Schering GmbH & Co. Produktions KG
Doebereinerstrasse 20, D-99 427 Weimar, Germany

STT | Tén Hoat Tiéu Dang Tuéi | Quy cach dong géi | So dang ky
thuoc chat chuin thudc tho
chinh Ham (thang)
lugng
2 | Qlaira | Estradiol NSX | Vién nén 36 Hop6vix 10vien | VNI-530-11
Valerate; bao phim (2 vién vang tham:
Dienogest 3mg Estradiol

Valerate; 5 vién do
vira: 2mg Estradiol
Valerate; 2mg
Dienogest; 17 vién
vang nhat: 2mg
Estradiol Valerate;
3mg Dienogest; 2
vién do6 tham: Img
Estradiol Valerate;
2 vién tréng: gia
duoc)




3. CONG TY DANG KY

Cong ty TNHH Dugc pham Nhét Anh

19-C12B Puong Hoa Lan, phuong 2, Qudn Phii Nhudn, TP. H6 Chi Minh, Viét Nam

3.1 Nha san xuit
Santa Farma Ilac Sanayii A.S.
Sofali Cesme Sokak No 72-74 34091-Edirnekapi Istanbul, Turkey

STT Tén Hoat chat chinh | Tiéu | Dang thuoc | Tudi Quy S6 dang ky
thudc chudn | Ham luong tho cach
(thang) | doéng goi
3 | Tioflex | Thiocolchicoside | NSX | Dung dich 24 Hop 6 VN1-531-11
Ampoule tiém, 6ng 2ml
4mg/2ml

4. CONG TY PANG KY

Cong ty TNHH Duogc pham Viét Phap
S6'36B, Ngé 111, Nguyén Phong Séc, P. Dich'Vong Hdu, Q. Cdu Gidy, Ha N¢i, Viét Nam
4.1 Nha san xuat
Ben Venue Laboratories
Bedford, Ohio 44146, USA

STT| Tén Hoat chat | Tiéu | Dangthuoc | Tudi Quy S6 dang ky
thuéc chinh chuin | Ham luong tho cach
(thang) | déng goéi
4 | Milrinone | Milrinone NSX | Dungdich 24 Hop 1010 | VNI1-532-11
Lactate tiém, X 10ml
Injection Img/1ml

5. CONG TY DANG KY

Cong ty TNHH DKSH Viét Nam

S6 23 Pai 16 Péc Lép, khu cong nghiép Viét Nam - Singapore, Thudn An, tinh Binh Duong,
Viét Nam

5.1 Nha san xuit
Astellas Pharma Europe B.V.
Hogemaat 2, 7942 JG Meppel, The Netherlands

STT | Tén thuéc | Hoat chat | Tiéu | Dangthuéc | Tudi Quy cich | So6 dang ky
chinh chuin | Ham luwong tho doéng goi
(thang)
5 | Vesicare Solifenacin | NSX | Vién nén 36 Hop 3 vi VN1-533-11
Smg succinate bao phim, PVC/nhém
Smg x 10 vién
6 | Vesicare Solifenacin | NSX | Vién nén 36 Hop3vi VN1-534-11
10mg succinate bao phim, PVC/nhom
10mg x 10 vién




6. CONG TY PANG KY

Hetero Drugs Ltd.
7-2-A2, Hetero Corporate, Industrial Estates, Sanathnagar, Hyderabad, Andhra Pradesh-AP,

India

6.1 Nha san xuit
Hetero Drugs Ltd.
22-110, 1.D.A Jeedimetla, Hyderabad - 500055, India

STT| Ten Hoat chat Tiéu | Dang thuéc | Tudi | Quycich | S6 dang ky
thuée chinh chuidn | Ham luong tho dong géi
(thang)
7 | Dulox-60 | Duloxetine NSX | Vién nén bao 24 Hop3vi | VNI-535-11
HCl tan G rudt, x 10 vién
60mg
Duloxetine
8 | Dulox-30 | Duloxetine NSX | Vién nén bao 24 Hop3vi | VNI1-536-11
HClI tan & rudt, x 10 vién
30mg
Duloxetine
9 | Lornoxi-4 | Lornoxicam NSX | Vién nén bao 24 Hoép3vi | VNI1-537-11
phim, 4mg x 10 vién

7. CONG TY PANG KY

Janssen Cilag Ltd.
106 Moo 4 Lad Krabang Industrial Estate Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad,
Krabang, Bangkok 10520, Thailand
7.1 Nha san xuit
Janssen Pharmaceutica N.V,

Lammerdries 55, 2250 Olen, Belgium

STT | Tén thuée Hoat chdt | Tiéu | Dang thuéc | Tudi Quy S6 dang ky
chinh chuin | Ham luong | tho cach
(thang) | déng géi
10 | Reminyl Galantamine NSX | Vién nang 24 Hop4vi | VNI1-538-11
16mg (Déng | hydrobromide giai phéng X 7 vién
nang, déng kéo dai,
g6i & xuit 16mg
xuéng: Galantamine
Janssen-Cilag
SpA. - Via C.
Janssen, Italy)
11 | Reminyl 8mg | Galantamine | NSX | Vién nang 24 Hop4vi | VNI1-539-11
(Déng nang, | hydrobromide giai phéng x 7 vién
déng gbi & kéo dai,
Xudt xudng: 8mg
Janssen-Cilag Galantamine
SpA. - Via C.
Janssen, Italy)




7.2 Nha san xuat
Janssen Cilag Manufacturing LLC
State Road 933 - km 0.1 Mamey Ward, Gurabo, 00778 Puerto Rico

STT | Ténthuée | Hoatchat | Tiéu | Dang thuoc | Tudi Quy S6 dang ky |
chinh chuidn | Ham luong | tho cach |
(thang) | dong goi !
12 | Invega 6mg Paliperidone | NSX | Vién nang 24 Hop4vi | VNI1-540-11
(Déng gb6i & giai phéng X 7 vién
Xuét xuong: kéo dai,
Janssen-Cilag 6mg
SpA. - Via C.
Janssen, Italy)
13 | Invega 3mg Paliperidone | NSX | Vién nang 24 Hop4vi | VNI1-541-11
(Déng gbi & giai phéng x 7 vién
XUuit xudng: kéo dai,
Janssen-Cilag 3mg
SpA. - Via C.
Janssen, Italy)
8. CONG TY PANGKY
Phil International Co., Ltd.
629-4 Yeoksam-Dong, Kangnam-Ku, Seoul, Korea
8.1 Nha san xuit
HVLS Co., Ltd.
938 Wangam-dong, Jecheon-si, Chungcheongbuk-do, Korea
STT| Tén Hoat chat Tiéu | Dangthuéc | Tuéi | Quycach | S6 dangky
thudc chinh chuin | Ham luong tho doéng goi
(thang)
14 | Pivain | Ropivacaine | USP32 | Dung dich 36 Hop 10 VN1-542-11
Inj. HCl tiém, 6ng 20ml
monohydrate 7,5mg/ml
Ropivacaine
HCl
9. CONG TY DANG KY
Probiotec Pharma Pty., Ltd.
83 Cheery Lane Laverton North VIC 3026, Australia
9.1 Nha san xuat
Probiotec Pharma Pty., Ltd.
83 Cheery Lane Laverton North VIC 3026, Australia
STT| Tén Hoat chat chinh Tiéu Dang Tudi | Quy cach | So dang ky
thuée chuén thude tho | dong goi
Ham luong | (thang)
15 | AB Glucosamine NSX | Vién nang 36 Hop 5 vix | VN1-543-11
Carsa sulfate potassium 12 vién
Giox chloride complex;

Chondroitin sulfate
shark; Cao kho cti
Guing (Zingiber
officinale); Cao kho
vo cay Ngii gia bi
(Phellodendron
amurense)




10. CONG TY PANG KY

Wuhan Grand Pharmaceutical Group Co., Ltd
No. 5 Gutian Road, Wuhan, China
10.1 Nha san xuit
Jin Yang Pharm. Co., Ltd. .
649-3, Choji-Dong, Ansan-Si, Kyunggi-Do, Korea

STT | Tén thude | Hoat chat Tiéu | Dangthuéc | Tudi | Quy cach | So dang ky
chinh chuin | Ham lugng | tho dong géi
(thang)
16 - | Raismon Buspirone USP30 | Vién nén, 36 Hop 10 vi | VN1-544-11
hydrochloride Smg x 10 vién

11. CONG TY DANG KY

Yeva Therapeutics Pvt., Ltd.

108, Shiv Chambers, plot.No.21, C.B.D Sector I, Belap

11.1 Nha san xuat

Maxim Pharmaceuticals Pvt. Ltd.

Plot No. 11 and 12, Kumar Industrial Estate, Markal, Pune 412 105, India

ur, New Bombay-400 703, India

Truong Quéc Cuong

STT | Tén thudc | Hoat chat Tiéu | Dang thude | Tudi | Quy cach | S¢ dang ky
chinh chuin | Ham hrong tho dong goi
(thang)
17 | Zinecox Cefditoren NSX | Vién nén 24 Hop 2 vi VNI1-545-11
400 pivoxil bao phim, x 10 vién
400mg
Cefditoren
18 | Cefvane Cefditoren NSX | Vién nén 24 Hop2vi | VNI-546-11
pivoxil bao phim, x 10 vién
200mg
| Cefditoren
CUC TRUGNG
¥ .







