BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
s6: 750 /QP-QLD Ha N¢i, ngdy A7 thdng T ndm 2014
QUYET PINH

V¢é viéc ban hanh danh myc 07 thudc nuéc ngoai
(thudc ¢o hoat chét I4n ddu, phol hop hoat chét 14n dfu hodc dang bao ch®
14n d4u dang ky tai Viét Nam - s§ diing ky c6 hi¢u Iyc 02 nim)
dugc cip s6 ding ky luu hanh tai Viét Nam - Dot 86

CUC TRUGNG CUC QUAN LY DUGC

Ciin c& Luat Dugc ngdy 14/6/2005;

Ciin ot Nghi dinh s6 63/2012/ND-CP ngdy 31/8/2012 ciia Chinh phii quy
dinh chic ning, nhiém vu, quyén han va co cfu té chifc clia Bo Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia BY trudbng B¢ ¥
t€ quy dinh chic ning, nhiém vy, quyén han va co cfu té chifc clia Cuc Quén 1y
dugce thu¢c B Y t&;

Can ¢t Thong tw s6 22/2009/TT-BYT ngay 24/11/2009 cia By Y t&€ quy
dinh viéc ding ky thuéc;

Cin o ¢ ki¢n ctia Hoi déng tir vén cfp s6 ding k¢ luu hanh thube - BY ¥
t&;

Xét dé nghi cia Trudmg phong Dang k¥ thudc - Cuc Quéan 1y Duec,

QUYET DINH:

_ Piéu 1. Ban hanh k¢m theo Quyét dinh ndy danh muc 07 thuSc nuée
ngoai (thudc c6 hoat ch4t 14n ddu, phéi hop hoat chét 14n ddu holic dang bao ch&
14n d4u dang ky tai Viét Nam - 86 dang k¢ c6 hi¢u luc 02 nim) duge cfp s6 ding
k¢ Ivu hanh tai Viét Nam - Dot 86.

- Diéu 2. Nha sin xuft va céng ty ding ky thuSc c6 trdch nhiém cung cfp
thudc vao Viét Nam theo dting cic hé so ti lidu d3 ding ky véi BY Y t&. S6 ding

k¢ duge BO Y t& Viet Nam c4p phai dugc in 1én nhan thuc. S6 ding k¢ c6k§

hiéu VN2-...-14 c6 gi4 tri 02 nim ké t¥ ngdy k¢ Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty ding ky thuéc, nh sin xuft
phéi phéi hop véi céc co s& diéu tri d€ thye hién theo déng céc quy dinh hién
hanh vé& thudc ké don (d6i véi thube ké don) va theo ddi hiéu luc, 40 an toan, téc
dung khong mong muén cilia thuéc trén ngudi Viét Nam va téng hop, bdo cdo
theo déng quy dinh hién hanh mdi 06 thdng mét 14n vé Cuc Quan 1y Duoc.
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Diéu 4. Nha sin xuft va cong ty dang ky thu6c phai chip hanh ddy di
phép lugt cita mrée CHXHCN Viét Nam va céc quy dinh cia BY Y t6 vé nhap
khén thu6c va Ivu hanh thuc tai Vit Nam: néu c6 bét ot thay déi gi trong qué
trinh lwu hanh thudc & mese s&tai‘v&&Vi@tNamthiph&ibéocﬁongaycho Cuc
Quén 1§ Duogc - BY Y t€ Vit Nam. | -

Diéu 5. Quyét dinh ndy c6 hiéu luc ké tir ngly k¢ ban hanh.

Diéu 6. Gifm a6 S5 Y t€ céc tinh, thinh phé trye thue trung wong, gidm
d&nhhsénxua’tvhwngtydéngkfctithu&taif)iéu 1 chiu trich nhi¢m thi

hanh Quyét dinh ny./, ?4 ;
| - :

Nol nhgn: CUCTRUGNG =

- Nhu Diéu 6; ;

- B9 trubng Nguy#a Thj Kim Tign (¢4 byc);

= wm b S _-: i

= Vi Phép ch¥, Cyc Khoa hoc cong nght va Dio tgo, Cyc QWG —~
lim.chﬂnbhh-BQYw,ThanhmBoYte';
-&KHMTW,V‘@KN&WTP.H@I;
& Coag ty Dugc VN; '

- Chc cong ty XNK Duge phéim;

. - Céc Beoh vién va Vién c6 giudng benh tryc thuge BO Y t&;
- Website ciia Cgc QLD, Tap chf Duye va MP - Cyc QLD;

- Lwu: VP, KDD, DKT(10).

9 * wwww. Thu NenPh:
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Dic ljp - Ty do - Hgnh phic

DANH MUC 07 THUOC CO HOAT CHAT LAN DAU, DANG BAO CHE LAN PAU PANGKY
TAI VIET NAM PUQC CAP SO PANGKY LUU HANH HIEU LUC 2 NAM - DQT 86

Ban hanh kém theo quyét dinh s8: 350/QD-QLD, ngdy {7./.2./. %R/4

1. Céng ty diing ky: Cong ty TNHH Binh Viét Dirc (D/c: 62/36 Truong Céng Di?'h, P. 14, Q.
Tén Binh, TP. H6 Chi Minh - Vigt Nam)

1.1 Nha sin xuft: Hameln Pharmaceutical GmbH (B/c: Langes Feld 13, 31789 Hamein - =
Germany) =
=
£
STT|  Ténthuc Fogt chft chinh - | Dyogbho |Tuli| Ta | Quycich | g g, 1%
" Ham hryng ché | tho |chuln| d6ng géi =
1 |Alfentanilhamely  |Alemtanil (dusi  |[Dungdich m 108ng2 mz%»wg
10,5mg/ml dang Alfentanil  |thubc - ml z
|hydrochlorid) tiém/tiém 2
Img/2ml truyén &
2.Cong ty dlng l:i DKSH Vietnam Co., Ltd. (B/c: 56 23 Dai I Déc Ldp, khu cbng nghiép Viér
Nam - Singapore, Thugn An, tinh Binh Dwong - Viét Nam) :?r
==}
2.1 Nha sin xufit: Taiho Pharmaceutical Co., Ltd (B/c: 1-27 Kandanishiki-cho, Chiyoﬁg i
Tokyo - Japan) =
I "'h‘ fah Tudi| Tidu | Quy céch 2]
Hogt chitt cll - | Dgng bdo du uy -~
s Tén thude Ham legng ché | tho |chudn| @onggéi 84 ding i/
2 [TS-Onecapsule20 : |[Tegafur20mg; Viénnang | 24 [NSX [Hép4vix 14 W@E«Z@’?»i%
IGnnm:l 58mg; |cimg thing] vién nang
Qteracil kali 19,6mg
"3 |TS-One capsule 25 [Tegafur25mg;  |Viénnang | 24 [NSX [HOp4vix 14 | VN2-248-14 |
|Gimeracil 7.25mg; |clmg théng] vién nang
Oteracil kali 24,5mg

3. Cong ty diing ky: Meiji Se:lm lerma Co., Ltd. (Ple: 4-1 6 Kyabashl 2-chome Chuo-Ku
Tokyo 104-8002 - Japan)

3.1 Nha sén xufit: Meiji Seika Pharma Co., Ltd.- nha miy Odawara (D/c: 1056, Kamonomiya,
Odawara-shi, Kanagawa - Japan)



Hogt chit chinh -

' Quy céch
STT Tén thufe Him hryng Song g6l $6 diing ky
4 IMeiact Fine Granules Hop chira 240 | VN2.249-14
126i x 0,3g
5 [Meiact Fine Granules _|Cefditoren (dudi Hop 120 géix | VN2-250-14 |
: 10,58

4. Cong ty diing ky: Merck Sharp & Dohme (Asia) Ltd. (D/c: 27/F,, Caroline Centre, Lee

Gardens Two 28 Yun Ping Road, Causeway Bay - Hong Kong) "g

4.1 Nha siin xuiit: Laboratoires Merck Sharp & Dohme Chibret (B/c: Route de Mersat, RIGM
63963, Clermont Ferrand Cedex 9 - France) &
ﬁ
| chi Tudi B

Hogt chiit chinh - { Dgng bio Tiéu | Quy céich 5o g

STT Tén thulc Tm hroug b | o lchminl Blaggli ling g

6 [Cancidas [Caspofungin 50mg |Bdt pha 24 INSX [Hjp1lobbt VN2-251¢14
| dung dich  [théng] - £
tidm 5

fiohmach 4 | .
7 [Cancidas Icaspofungin 70mg |B&t pha 24 [NSX [Hop11obdt 2-252214

Trang 2
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