BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
Ss: 450  JOP-QLD Ha Noi, ngay A7 thdng T ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 07 thudc nwée ngoai
(thude cb hoat chét 1dn ddu, phdi hop hoat chét 14n ddu hodc dang bao ché
lan ddu dang k¥ tai Viét Nam - si dang k¥ co hiéa le 02 nam)
duge cdp sd ding k¥ lun hanh tai Viét Nam - Dot 86

CUC TRUGNG CUC QUAN LY DUGC

Ciin o1t Loat Duoc ngay 14/6/2005;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phi quy
dinh chifc nang, nhiém vu, quyén han va co cfu 16 chifc clia By Y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B truémg BO Y
t& quy dinh chifc niang, nhiém vu, quyén han va co cfu t8 chifc cia Cyc Quén 1y
duge thube By Y e

Can ¢t Thong tu 58 22/2009/TT-BYT ngay 24/11/2009 cia B Y t&€ quy
dinh viéc ding ky thudc;

Cin cif ¥ ki€n cla Hoi ddng tir vin cfp s8 ding k¢ liu hanh thudc - B& Y
té;

Xét d& nghi ca Trudng phong Dang kf thudc - Cuc Quén 1§ Dugc,
QUYET PINH:

Piéu 1. Ban hinh kim theo Quyét dinh ndy danh muc 07 thudc nudc
ngodi (thudc cb hoat chit Iin diu, phdi hop hoat chat 1in ddu hodc dang bao ché
14n ddu ding k¥ tai Viét Nam - s6 dang k¥ c6 hi¢u luc 02 nim) duge efp s§ ding
k¢ luu hanh tai Viét Nam - Dot 86,

Piéu 2. Nha san xuflt vi cong ty ding k¥ thudc ¢ trdch nhi¢m cung cip
thuée vio Vit Nam theo ding cdc hd so tii lidn di dang ky véi B Y t€, 55 dang
ky duge B¢ Y t€ Viét Nam cdp phai duge in 1én nhin thudc. S6 ding ky cd k¥
hiéu VN2-...-14 ¢6 gié tri 02 nim ké tit ngdy k¥ Quyét dinh.

Diéu 3, Trong qui trinh luu hanh, cing ty ding k¥ thudc, nhi sin xudt
phii phéi hgp véi cac co s& diu trj d€ thue hidn theo diing cdc quy dinh hién
hanh vé thudc k& don (ddi véi thude ké don) va theo dbi hiéu luc, d6 an toan, tic
dung khtng mong mudn cha thufic trén ngudi Viét Nam va téng hop, bdo cdo
theo diing quy dinh hién hanh méi 06 thing mét 14n vé Cuc Quén 1§ Duoe,



Pi¢u 4. Nha san xuft va cong ty dang ky thuéc phai chdp hanh ddy da
phdp luat cta nuéc CHXHCN Viét Nam va cic quy dinh ciia BO Y t€ vé nhap
khdu thuéc va lvu hanh thuée tai Viét Nam; néu cé bat ctt thay déi gi trong qué
trinh Iiru hanh thudc & nude sé tai va & Viét Nam thi phai bao cdo ngay cho Cuc

Quan 1y Duoc - B Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c S& Y t€ céc tinh, thanh phé tryc thudc trung uong, gidm
d6c nha san xuit va cong ty dang ky c6 thubc tai Pi€u 1 chiu trdch nhiém thi

hanh Quyét dinh ndy./.
Noi nhdn:
- Nhr Biéu 6;

- Bd trudng Nguyén Thi Kim Tién (dé€ b/c);
- Cuc Quan Y - Bd Qudc Phong, Cuc Y t&€ - Bo Cong A
- Cuc Y t€ Giao thong van tai - B6 Giao thong van tai;
- Téng cuc Hai quan - B9 Tai chinh;
- Bao hiém X4 hoi Viat Nam;

- - Vu Phép ché, Cuc Khoa hoc céng nghé va Pao tao, C
1y Kham, chita bénh - Bd Y t€, Thanh tra Bo Y t€;
- Vién KN thuée TW, Vlén KN thuéc TP HCM;
- Téng Céng ty Dugc VN;
- Céc cong ty XNK Duge phém;

- Cé4c Bénh vién va Vien c6 giwdng bénh truc thuéc Bo Y t&;

- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VP, KDD, DKT(10).
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1dp - Ty do - Hanh phic

DANH MUC 07 THUOC CO HOAT CHAT LAN DAU, DANG BAO CHE LAI\I PAU DANGKY
TAI VIET NAM BUGC CAP SO PANG KY LUU HANH HIEU LUC 2 NAM - BJT 86

Ban hanh kém theo quyét dinh sé: 350./QP-QLD, ngay {7./.7./. £L/4

1. Cong ty ding ky: Cong ty TNHH Binh Viét Birc (D/c: 62/36 Truong Cong Dinh, P. 14, Q.
Téan Binh, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuit: Hameln Pharmaceutical GmbH (D/c: Langes Feld 13, 31789 Hameln -

Germany)
Ny Hoat chit chinh - | Dangbao |Tudi| Tieu | Quyecich | o540
STT Tén thuoc;i Ham lwong ché tho |chudn| déng goi 0 dang ky
1 {Alfentanil-hameln  Alfentanil (dudgi Dung dich | 24 INSX [Hop106ng2 | VN2-246-14
0,5mg/ml dang Alfentanil thudc thang mi
hydrochlorid) tiém/tiém
1mg/2ml truyén

2. Céng ty diing ky: DKSH Vietnam Co., Ltd. (P/c: 86 23 Pai I¢ Péc Ldp, khu cong nghiép Viét
Nam - Singapore, Thudn An, tinh Binh Duwong - Viét Nam)

2.1 Nha sén xuit: Taiho Pharmaceutical Co., Ltd (D/e: 1

Tokyo - Japan)

-27 Kandanishiki-cho, Chiyoda-ku,

A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich A 2 ,
STT Tén thude Ham lrgng ché | tho |chudn| aonggei | S0 dAmeky
2 |TS-One capsule 20 Tegafur 20mg; Vién nang 24 INSX |Hop4vix14 VN2-247-14
Gimeracil 5,8mg; [cling thang vién nang
Oteracil kali 19,6mg
| 3 [TS-Onccapsule25  |Tegafur25mg;  |Viénnang | 24 [NSX |Hop4vix14 | VN2248-14 |
Gimeracil 7,25mg; |cling thing vién nang
Oteracil kali 24,5mg

3. Cong ty ding ky: Meiji Seika Pharma Co., Ltd. (D/c: 4-16 Kyobashi 2-chome, Chuo-Ku,
Tokyo 104-8002 - Japan)

3.1 Nha sin xuét: Meiji Seika Pharma Co., Ltd.- nhd miy Odawara (P/c: 1056, Kamonomiya,
Odawara-shi, Kanagawa - Japan)




: R £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach S& da .
STT Tén thudc Ham lwgng ché tho |chudn| doéng géi 0 ding ky
4 [Meiact Fine Granules  |Cefditoren (dudi C§m pha 18 INSX |Hop chira 240 VN2-249-14
dang Cefditoren hon dich thang g6ix 0,3g
O Pivoxil) 30mg uong L
5 |Meiact Fine Granules  |[Cefditoren (dudi Cf)m pha 18 {NSX |Hop 120 géix VN2-250-14
dang Cefditoren h@n dich thang 0,5¢
- Pivoxil) 50mg uéng B
4. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (P/c: 27/F., Caroline Centre, Lee
Gardens Two 28 Yun Ping Road, Causeway Bay - Hong Kong)
4.1 Nha sin xuit: Laboratoires Merck Sharp & Dohme Chibret (B/c: Route de Marsat, RIOM
63963, Clermont Ferrand Cedex 9 - France)
. Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ e o
8 5 : “U5 h So diing
STT Tén thude Ham hrong ché | tho |chudn| déng goi ang ky
6 |Cancidas Caspofungin 50mg |Bot pha 24 INSX |Hop 1 lo bot. VN2-251-14
dung dich  |thdng
tiém truyén
tinh mach
7 |Cancidas Caspofungin 70mg |Bot pha 24 INSX |Hop 1 1o bt VN2-252-14
' dungdich  |thing
ti€ém truyén
tinh mach
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