BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
ss: L4% /QP-QLD ] Ha Néi, ngay A0 thdng Ao ndm 2012
QUYET DINH

V¢ viéc ban hanh danh muc 04 thude nuée ngoai
(thuéc chira hoat chat khang virus - s6 dang ky c6 hiéu luc 01 nam)
duoc cap s6 dang Ky luu hanh tai Viét Nam - Dot 79

CUC TRUGNG CUC QUAN LY DUGC

Can c& Luat Duoc ngay 14/6/2005; -

Can cit Nghi dinh s6 188/2007/ND-CP ngdy 27/12/2007 ciia Chinh phit
quy dinh chic nang, nhiém vu, quyén han va ca c4u t6 chifc clia Bo Y t¢;

Can o Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng
Bo Y t&€ vé viéc quy dinh chic ning, nhiém vu, quyén han va co cau td chic cha
Cuc Quan 1y Duogc thuoc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 clia Bo trudng Bo Y t€ vé viéc slra d6i, bd sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cia Bo trudéng Bo Y t€ quy dinh chitc nang,
nhiém vu, quyén han va co cu té chitc cia Cuc Quan 1y Duge thude Bo Y té;

Cin cit Thong tu s§ 22/2009/TT-BYT ngay 24/11/2009 cua Bo Y t&€ quy
dinh viéc dang k¥ thudc;

Can ctt ¥ kién ciia Hoi dong Xét duyét thudc - BO Y t&;
Xét dé nghi ctia Trudng phong Dang ky thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Ban hanh k&m theo Quyét dinh nay danh muc 04 thuSc nuéc
ngoai (thudc chira hoat chat khang virus - s¢ dang ky ¢6 hiéu luc 01 nam) dugc
cdp s6 dang ky luu hanh tai Viét Nam - Dot 79.

Piéu 2. Nha sin xuit va cong ty dang k¥ thudc ¢6 trach nhiém cung c4p
thudc vao Viét Nam theo ding c4c hé so tai liéu da dang ky véi Bo Y (€. S6 dang
ky dugec Bo Y t€ Viét Nam cdp phai dugc in 1én nhan thudc. S6 dang k¥ cé k¥
hiéu VN1-...-12 c6 gid tri 01 nam k€ tir ngay k¥ Quyét dinh.

Piéu 3. Trong qué trinh lwu hanh, céng ty dang ky thuéc, nha san xuat
phai ph6i hogp véi céc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thuéc ké don va theo dai hiéu lyc, d6 an toan, tic dung khong mong
muén cla thude trén ngudi Viet Nam va téng hop, bdo cdo theo diing quy dinh
hién hanh moi 06 thang mot 1an vé Cuc Quan 1y dugc.



Diéu 4. Nha san xuit va cong ty ding ky thudc phai chdp hanh ddy da
phép luat cia nuéc CHXHCN Viét Nam va cdc quy dinh cia B Y t€ vé nhap
khéu thu6c va luu hanh thu6c tai Viét Nam; néu c6 bét cif thay déi gi trong qué
trinh Jwu hanh thuéc & nuéc so tai va & Viét Narn thi phai bdo cdo ngay cho Cuc
Quén 1y Dugc - Bo Y t€ Viét Nam.

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

Piéu 6. Gidm d6c SO Y t€ c4c tinh, thanh ph6 truc thudc trung wong, gidm
" d6c nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trich nhiém tln
hanh Quyét dinh nay./.
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CONG HOA XA HQI CHU NGHIA VIET NAM

DPgc ldp - Ty do - Hanh phie

DANH MUC 04 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS BUQC CAP
SO PANG KY LUU HANH HIEU LUC 01 NAM - DGT 79
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APC Pharmaceuticals &
[Chemical Ltd.
Suite 2102, 21/F Wing on
centre, 111 Connaught Road,
Central - Hong Kong

1.1 Nhi sin xuit
Atra Pharmaceuticals Pvt. Lid

H-19, MIDC Waluj Aurangabad
431133 - India

Durativ 400mg

1.2 Nha sdn xuit
Aurobinds Mharmaa Lid.
Unit IIT, Survey No 313
Bachupally Village,
Quthubullapur Mandal, Ranga
Reddy District, (A.P.) - India

Tenofovir Disoproxil Fumarate
Tablets 300mg

Cong ty cd phan Thurong mai
& Lan

S6 13 16 14 Khu dé thi méi
Trung Yén, phuong Trung Hoad,
Cdu Gidy, Ha Ngi - Viét Nam

2.1 Nha sin xuit
M/s. Medex Laboratories
4, Dewan & Sons Udyog Nagar,

Lokmanya Nagar, Palghar (W),
Dist-Thane 401404 - India

1. CONG TY PANG KY
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