BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Paoc lp - Tu do - Hanh phiic
ss: 0 /OP-QLD Ha Noi, ngay 06 thdngAS ndm 2015
QUYET PINH

Vé viéc ban hanh danh muc 01 thufic nude ngoii (thudc chita hoat chét
khéng virus diing ky lin ddu - s6 dang ky ¢6 hi¢u luc 02 nam)
dugc cip s6 dang ky hru hanh tai Viét Nam - Dot 91

CUC TRUONG CUC QUAN LY DUGC

Can cit Luat Dugc ngay 14/6/2005;

Ciin cif Nghi dinh s6 63/2012/ND-CP ngiy 31/8/2012 clia Chinh phi quy
dinh chic ning, nhi¢m vy, quyén han vi co céu t6 chic clia Bo Y t€;

Cin cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia Bo truimg Bo Y
t€ quy dinh chifc ning, nhi¢ém vy, quyén han vi co cfiu td chic cla Cyc Quan 1y
dugie thuge BO Y té;

Cin ¢t Thong tr s6 44/2014/TT-BYT ngay 25/11/2014 cla Bd Y & quy
dinh viéc dang ky thudc;

Cin cif § kién clia Hoi déng tu viin cdp s ding k¥ luou hanh thudc - Bo Y
1,

Xér d€ nghi cha Trudng phong Dang ky thude - Coc Quin 1§ Dugc,
QUYET PINH:

Piéu 1. Ban hinh k&m theo Quyét dinh niy danh muc 01 thudc nuée
ngodi (thudc chifa hoat chit khéng virus ding ky 1dn ddu - s8 dang k¥ oo higu luc
02 nam) dugc clp s ding k§ luu hanh tai Viét Nam - Dot 91.

Diéu 2. Nha sin xuit vi cong ty ding k¢ thubc cb trich nhiém cung cfp
thudic vio Viét Nam theo ding cic hd so thi lieu di dang ky véi Bo Y 1€, 86 dang
k¥ dugc Bo Y t& Viet Nam cfp phii dugc in 1én nhin thudc. S6 ding kf c6 kY
higéu VN2-...-15 c6 gi4 trj 02 ndm k& tir ngay k¥ Quyét dinh.

Biéu 3. Trong qua trinh sir dung thudc, cong ty sén xudlt, cong ty cung cip
vi cdc co si difu tri phai thye hién ding cdc quy dinh hién hanh vé guin 1§
thudc; phéi theo ddi, tdng hgp va bdo cdo hiéu qua diéu tri theo ding quy dinh
hién hanh mdi 06 thing mot 14n v& Cuc Phong chéng HIV/AIDS va Cuc Quén 1y
Dugec - Bo Y &€

Diéu 4. Nhi sin xudt va cong ty dang k¥ thudc phii chip hanh ddy du
phép luat cia nude CHXHCN Viét Nam va cdc quy dinh cla BO Y 1€ vé nhap
khéu thudc vi Ivu hinh thudc tai Viét Nam; néu of bét cif thay déi gi trong qué



trinh lvu hanh thudc & nuéc sé tai va & Viét Nam thi phai bao cao ngay cho Cuc

Quan ly Duoc - Bd Y té Viét Nam.

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

Diéu 6. Giam ddc So'Y té cac tinh, thanh pho truc thudc trung wong, giam
déc nha san xuat va cong ty dang ky co thudc tai Biéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhan:

~ NhuDléu 6;

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

- Céc dong cM Uity rudng (d€ brc);

- Cuc Quan Y - Bo Quéc phong, Cuc Y té - B6 Cong

- Cuc Y té Giao thong van tai - Bo Giao (ridng van tai;

- Tong cuc Hai quan - B6 Tai chinh;

- Bao hiém X& hoi Viét Nam;

- B6 Y té: Vu Phidp cli€, Cuc Quan ly Kham, chita bénh -
té, Cuc Phong chdng HTV, AIDS, Thanh ra Bo Y té;

- Vién KN thuéc TW. Vién KN thudc TP. HCM;

- Tong Cong ty Duoc VN;

- Céc Bonh vién & Vién cé givdng bénh wwc thudc Bo Y t€;
- Website ctia Cuc QLD, Tap chi Dugc va - Cuc QLD;
- Luu: VP, KDD, BKT(12);

Trrong Quobc Cudng



B Y TE
CUC QUAN LY Duoc

DANH MUC 01 THUQC CHUA HOAT CHAT KHANG VIRUS DANG KY LAN DAU
PUQC CAP SO DANG KY Lutd HANHmEU Luc 02 NAM - BOT 91

Ban hanh kém tieo quyét dinh s; '5°/QD-QLD, ngkyOEJ.'iQl..J/MS'

1. Cong ty dang ky: Hetero Labs Limited (B/c: 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad 500018, Andhra Pradesh - India)

1.1 Nha san xuét: Hetero Labs Limited (B/c: Unitlll, 22-110,1.D.A Jeedimetla, Hyderabad
500055 - India)

Hoat chdtchinh - Dang bao Tuli Tieu  Quy cach

Sir Tén thudc . . . - ) . S0 dang ky

Ham l&ong ‘ché tho chuén déng goi 91y

1 Eltvir Efavirenz 600mg; Viénnénbao 24 NSX Hop 1lo 30 VN2-403-15
Lamivudin 300mg; phim thang vién

Tenofovir disoproxil
fiwnarat 300mg

Truwong Qudc Cuong

Trang 1





