BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic
S6: 56 /QP-QLD Ha Ngi, ngay OX thing Al ndm 2016
QUYET DINH

Vé viéc ban hanh danh muc 03 thudc nuée ngoai
(thude diéu tri ung thu ding ky 1n diu - s6 dang ky c6 hiéu hirc 02 nam)
dugc cdp s6 diang ky Ivu hanh tai Viét Nam - Pot 95

CUC TRUGNG CUC QUAN LY DUGC

" Can cit Luat Dugc ngay 14/6/2005;

Cin cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phl quy
dinh chifc nang, nhiém vy, quyén han va co cu t6 chic ctia B Y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cla Bo trudng Bo Y
t€ quy dinh chitc ning, nhiém vy, quyén han va co céu t6 chifc clia Cuc Quén 1y
duge thude Bo Y t€;

Can ¢ Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y t& quy
dinh viéc dang ky thudc;
Cén ctt ¥ kién cta Hoi ddng tw van cdp 6 ding k¢ luu hanh thuéc - Bo Y

ar

i£;

Xét dé nghi clia Phong Dang ky thudc - Cuc Quan 1y Dugc,
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 03 thuSc nudc
ngoai (thudc diéu tri ung thu dang ky 14n ddu - s& ding k¥ c6 hiéu luc 02 nam)
dugc cip s6 dang ky luu hanh tai Viét Nam - Dot 95.

Piéu 2. Nha s&n xufit va cong ty ding ky thuSc c6 trach nhiém cung c4p
thudc vao Viét Nam theo diing céc hé so tai liéu d3 ding ky v6i Bo Y t€. S6 ding
k¢ dugc Bo Y t€ Viét Nam cép phéai duge in 1én nhan thudc. S6 diang k¥ c¢6 ky
hiéu VN2-...-16 ¢6 gi4 tri 02 nam ké ti¥ ngay ky Quyét dinh.

Diéu 3. Trong qud trinh lwu hanh, céng ty ding ky thudc, nha san xust
phai ph6i hgp véi céc co sd diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thuéc ké don va theo ddi hiéu luc, do an toan, tic dung khéng mong
mudn cla thudc trén ngudi Viét Nam va téng hop, béo céo theo diing quy dinh
hién hanh mdi 06 thdng mot 14n vé Cuc Quan 1y Dugc.

Piéu 4. Nha sén xudt va cong ty ding k¥ thudc phai chdp hanh ddy di
phép luat clia nuéc CHXHCN Viét Nam va cdc quy dinh clia Bo Y t€ vé nhap
khdu thudc va Iun hanh thudc tai Vist Nam; néu cé bt cit thay déi gl trong qué



trinh luu hanh thudc & nude sé tai va & Viet Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duoc - Bo Y t€ Viét Nam.

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

Diéu 6. Gidm d6c SI Y t€ cdc tinh, thanh phé truc thude trung wong, gidm
doc nha san xudt va cong ty diang ky cé thuéc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

-Bo truorng Nguyén Thi Kim Tién (dé b/c);

- Thit truéng Lé Quang Cudng (dé b/c); B :_-_, :
- Cuc Quan Y - Bo Quéc phong, Cuc Y t€ - Bo Cong an; ,{"‘ i
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai; el 5

- Téng cuc Hai quan - B Tai chinh;

- Béo hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan Iy Khdm, chita bénh - Bo Y t&,
Thanh tra BO Y (€ - o 5

- Vién KN thuéc TW, Vien KN thuéc TP. HCM: Truong Quoc Cuong
- Téng Cong ty Dugc VN;

- Cdc Cong ty XNK Dugc phim;

- C4c Bénh vién & Vién c6 giudong bénh truc thudc Bo Y t€;

- Website clia Cuc QLD, Tap chi Duge va MP - Cuc QLD;

- Luw: VP, KDD, BDKT(10).




CUC QUAN LY DUQC

BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc ldp - Ty do - Hanh phiic

DANH MUC 03 THUOC NUGC NGOAI BIEU TRI UNG THU DANG KY LAN PAU
PUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - PJT 95

Ban hanh kém theo quyét dinh s6: 526/QD-QLD, ngay Q&./.44/..2046

1. Cong ty ding ky: Actavis International Ltd (B/c: BLB 016 Bulebel Industrial Estate, Zejtun

ZTN 3000 - Malta)

1.1 Nha san xuét: S.C. Sindan-Pharma S.R.L. (D/c: 11th lon Mihalache Ave, THe Ist District,
RO-011171, Bucharest - Rumani)

. Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quycich | ¢g e )
=1 Lentiiuoe Ham lugng ché | tho [chudn| déng goi 0 ddng ky
1 |Tinibat Imatinib (duédi dang |Vién nang 18 [NSX |Hop12vix 10 | VN2-515-16
Imatinib mesylat) |clng thang vién
100mg ! f 1 L

2. Cong ty ding ky: Cong ty TNHH Binh Viét Dirc (D/c: 62/36 Truong Céng Dinh, P. 14, Q.

Tén Binh, TP. Ho Chi Minh - Viét Nam)
2.1 Nha san xuét: Samyang Biopharmaceuticals Corporation (P/c: 79, Sinildong-ro,

Daedeok-gu, Daejeon - Korea)
STT Tén thube Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S6 dang ky
Ham lwong ché tho |chuin| ddng goi
Oxaliplatin Onkovis | Oxaliplatin Dungdich | 24 |NsX [Hop 1lo 10ml | VN2-516-16
2 5mg/ml Concentrate for Smg/ml dém d_fac dé |thang
solution for infusion pha dich
truyén

3. Cong ty diing ky: Cong ty TNHH Dugc phim Viét Phap (B/c: S6 11B, phé Hoa Béng, P. Yén
Hoa, Q. Cau Giday, Ha N¢i - Viét Nam)

3.1 Nha sén xuét: Remedica Ltd. (P/c: Limassol Industrial Estate P.O. Box 51706 3508 Limassol

- Cyprus)
STT Tén thubc Hoat chit chinh - | Dang bao | Tudi| Tiéu | Quyeich | §§ ding ky
Ham lugng che tho | chuin | dong goi
3 |Alvotinib 100mg Imatinib (dudi dang | Vién nénbad 36 [ysx  HOP6Vix 10 | yvN2-517-16
Imatinib mesylat) | phim théng vién
100mg

Trang 1

Trwong Qubc Cudmng




