BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUOC Doc lap - Ty do - Hanh phiic
s&: %9 /Qp-QLD Ha Noi, ngay 06 thng A0 ndm 2015
QUYET PINH

VEé viéc ban hiinh danh muc 04 thuéc nude ngoai (thude chira hoat chit
khéng virus ding k¥ ldn ddu - 56 dang ki c6 hiéu luc 02 nam)
duroc eip s6 dang ky luu hanh tai Viét Nam - Dot 91

CUC TRUONG CUC QUAN LY DUQC

Can cif Luit Dugc ngay 14/6/2005;

Can ot Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phii quy
dinh chifc ning, nhiém vu, quyén han vA co cfu 18 chifc cha Bb Y t&;

Cin cit Quyét dinh s6 3861/QD-BYT ngdy 30/9/2013 ciia BS tnsémg Bo Y
t¢ quy dinh chifc nang, nhiém vu, quyén han va co cffu 18 chifc cia Cuc Quén ¥
dugc thude BS Y 16;

Cin cif Thong tr 56 44/2014/TT-BYT ngay 25/11/2014 cla B Y t& quy
dinh viéc dang k¥ thudc;
Cin cif § ki€n chia Hoi déng tr véin cdp s6 dang k¥ lru hanh thudc - BO Y
1
Xét dé nghi cita Trudmg phong Dang ky thusc - Cuc Quén 1 Duoe,
QUYET DINH:

Piéu 1. Ban hinh kim theo Quyé&t dinh ndy danh muc 04 thudc nudc
ngodi (thudc chita hoat chét khdng virus ding k¥ 14n ddu - s8 dang k¥ c6 hiéu luc
02 ném) duoc cdp s6 ding ky luu hanh tai Viét Nam - Dot 91.

Diéu 2. Nha sin xuft v cong ty dang k¥ thudc cb6 trach nhitm cung cip
thudc vio Viét Nam theo ding céc hé so thi lidu 43 ding k¥ v6i B Y t£ 58 diing
k¢ duoc Bo Y 1€ Viet Nam cép phai duge in lén nhin thuc. S6 dang k¥ c6 k¥
hign VN2-...-15 c6 gid trj 02 ndm ké tir ngdy k¥ Quyét dinh.

Piéu 3. Trong qué trinh Ivu hanh, cong ty ding ky thudc, nha sin xuft
phéi phéi hop véi cic co s& diéu trj 38 thuc hign theo ding cdc quy dinh hién
hinh vé thude ké don vi theo ddi hiéu luc, d6 an todn, tic dung khong mong
mudn cha thudc trén ngudi Viet Nam v tdéng hop, bdo cdo theo ding quy dinh
hién hanh mdi 06 thing mat 14n vé Cuc Quén 1y Duge.

Diéu 4. Nhi sin xuft v cong ty ding ky thuSc phii chip hanh diy di
phép luat cha nude CHXHCN Viét Nam va cdc quy dinh ciia B0 Y t€ vé nhap
khdu thudc va lru hanh thudc tai Viet Nam; nu c6 bét ot thay ddi gi trong qud



(inh lvu hanh thube & nuéc sé tai va & Viét Nam thi phai bdo cado ngay cho Cuc
Quan ly Duoc - BO Y té Viét Nam.

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

Diéu 6. Giam dbc s& Y té cac tinh, thanh phd truc tiiudc trung wong, giam
ddc nha san xuét va cong ty dang ky co6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan:

-Nhubléuo;

- BO trudng Nguyén Thi Kim Tién (dé b/c);

- Thir trudng L6 Quang Cuong (dé bic);

- Cuc Quan 'Y - BO Quéc phong, Cuc Y té - Bd Cong i

- Cuc Y té Giao Uibng van tai - Bd Giao thong van tai; *
- Téng cuc Hai quan - B0 Tai chinh;

- Bao hiém X& hoi Viét Nam;

- Vu Phép ché, Cuc QUan ly Kham, chita bénh - B9 Y t&,

Vién KN thuéc TP. HCM,; Truwong Qubdc Cuong
- Téng Coéng ty Dugc VN;
- Cac”ng ty XNK Dugc pham;
- Céc Bénh vién & Vion c6 givong bénh truc thudc Bo Y t€;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luu: VP, KDD, BKT(12)!



' BOYTE

CONG HOA XA HOI CHUNGHTA VET NAM
CUC QUANLYDUOQC

Poc lap - Ty do - Hanh phuc

DANH MUC 04 THUOC CHUA HOAT CHAT KHANG VIRUS DANG KY LAN bAU
PUOC CAP SO PANG KY LUXJIHANHHEU Luyc 02 NAM - BOT 91

Ban haitti kem (rieo quyét dinh s6: d™./QB-QLD, ngay #1J<iQj

1. Cdngty dang ky: APC Pharmaceuticals & Chemical Limited (B/c: 19/F, ChungHing
Commercial BLDG. 62-63 Connaught Road Central, Cenu-al - HongKong)

1.1Nha san xuat; Atra Pharmaceuticals Limited (B/c: Plot No. HI9, MIDC Area Walu;j
Aurangabad 431133, Maharashtra State - India)

) . Hoat chat chinh - Dang bao Tubi Tiéu  Quy cach < s
' ' . . . So dan
Shi Teén thuoc Ham luwong ché tho chuén dong goi g ky
1 Tenolam Tenofovwr disoproxil Vién nénbao 24 NSX Hop 1vi X 10 VN2-399-15
fiunarat 300mg; phim thang vién
Lamivudin 100mg;

2. Cong ty dang ky; Macleods Pharmaceuticals Ltd. (D/c. Atlanta Arcade, 3rd Floor, Marol
Church Road, Near Leela Hotel, Andheri (East) Mumbai - 400 059 - India)

2.1Nha san xuat: Macleods Pharmaceutical Ltd. (D/c: Plot No. 25-27, Survey No. 366 Premier
Industrial Estate, Kachigam, Daman - 396210 (U.T) - India)

A ~ Hoat chat chinh - Dangbao Tubi Tiéu Quy cach S d3 .
' ' . ) . 0 dang k
STT Tén thude Ham iwvyng ‘ché tho chuén dong goi gty
2 Efavirenz 600mg, Efavirenz 600mg;  Viénnénbao 24 NSX Hop 11030 VN2-400-15
Emtricitabine 200mg Emtricitabin 200mg; phim (riang vién

and Tenofovlr disoproxil Tenofovir disoproxil
fumarate 300mg tablets fumarat 300mg

3 Tenofovlr Disoproxil Emtricitabin 200mg; viénnénbao 24 NSX Hop 11030 VN2-401-15
Fumarate and Tenoiovw disoproxil phim (riang vién
Emtricitabine Tablets  fiimarat 300mg

3. Cong ty dang ky: SRS Pharmaceuticals Pvt. Ltd. (D/c: 602, 6th Floor, Marathon Max Bldg
No.2, L.B.SMarg, Mulund Goregaon Link Road, Mulun (W), Mumbai - 4000 080 - India)

3.1Nha san xuat: Bharat Parenterals Ltd. (D/c: Survey No. 144 & 146, Jarod Samlaya Road.,
Tal-Savli, City: Haripura., Dist: Vadodara, Gujarat - India)
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Hoat chat chinh - Dang bao Tubi Tiéu Quy céch

é 0 x < ) . S6 dang ky*

STT Tén thuoe Ham luyng ché tho chuén doéng goi gy

4 NoiTrom Tenofovir disoproxil Viénnénbao 24 NSX HOp2viX10 VN2-402-15
ilimarate 300mg phim thang vién

cuc TRUONG

Truong Quoc Cuong
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