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QUYETDlNH 
v e vi~c ban hanh danh m~c 04 thuoc nuoc ngoai 

(thuoc chua ho~t chat khang virus- so dang ky co hi~u h,rc 01 nam) 
dugc cap so dang ky luu hanh t~i Vi~t Nam - DQ't 79 

Cl)C TRlfONG Cl)C QUAN L Y Dlf(JC 

Can cu tu~t Duqc ngay 14/6/2005; ·· 

Can cu,.,NgQ.i djnh so 188/2007/ND-CP ngay 27/12/2007 ciia Chinh phil 
quy dinh cqa~: nang, nhi~m \f\1, quy~n h(;ln va ccr cau t6 chuc ciia B9 y ·te; 

• • J 

Can cJ Quyet dinh so 53/2008/QD-BYT ngay 30/12/2008 ciia Bq truang 
Bq Y te' v~ vi~c quy dinh chuc nang, nhi~m \f\1, quy~n hC;tn va ccr cau t6 chuc ciia 
~c Qufm ly Duqc thuqc Bq Y te va Quyet dinh so 3106/QD-BYT ngay 
29/8/2011 ciia Bq truang Bq Y te v~ vi~c sua d6i, b6 sung Di~u 3 Q_uyet diflh so 
53/2008/QD-BYT ngay 30/12/2008 ciia B¢ truang B¢ Y te quy dinh chuc nang, 
nhi~m \f\1, quy~n h(;ln va C(J cau t6 chuc ciia Cl;IC Quan ly Duqc thuqc B9 y te; 

Can cu Th6ng tu so 22/2009{IT-BYT ngay 24/11/2009 ciia B¢ Y te quy 
diflh vi~c dang ky thuoc; 

Can cu y kien ciia Hqi d6ng Xet duy~t thuoc - B¢ Y te; 

Xet d~ nghi ciia Truang phong Dang ky thuoc - C1;1c Quan ly Duqc, 

QUYETDlNH: 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh ffil;IC 04 thuoc nuoc 
ngoai (thuoc chua hoC;tt chat khang virus - so dang ky c6 hi~u ltJc 01 nam) duqc 
cap so dang ky luu hanh tC;ti Vi~t Nam- Dqt 79. 

Dieu 2. Nha san xuat va c6ng ty dang ky thuoc c6 trach nhi~m cung cap 
thuoc vao Vi~t Nam theo dung cac h6 sa tai li~u da dang ky vm B¢ Y te. S6 dang 
ky ciuqc Bq Y te Vi~t Nam cap phai duqc in len nhan thuoc. S6 dang ky c6 ky 
hi~u VN1- ... -12 c6 gia tq 01 nam k~ tungay ky Quyetdjnh. 

Dieu 3. Trong qua trlnh luu hanh, c6ng ty dang ky thuoc, nha san xuat 
phai phoi hqp VOi CaC CCJ SCJ di~u tq d~ thtJC hi~n theo dung cac quy djnh hi~n 
hanh v~ thuoc ke dan va theo doi hi~u ltJc, dq an toan, tac d1;1ng kh6ng mong 
muon ciia thuoc tren nguoi Vi~t Nam va t6ng hqp, bao cao theo dung quy djnh 
hi~n hanh moi 06 thang mqt Ian v~ C1:1c Quan ly duqc. 
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Dieu 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh day du 
phap lu~t cua nuac CHXHCN Vi~t Nam va cac quy djnh cua B¢ Y te v~ nh~p 
khAu thuoc va luu hanh thuoc t~i Vi~t Nam; neu c6 bat ell' thay d6i gi trong qua 
trinh luu hanh thuoc b nuac. sa t~i va b Vi~t Nam thi ·phai bao cao ngay cho (\Ic 
Qulm ly Duqc - B¢ Y te Vi~t Nam. 

Dieu 5. Quyet dinh nay c6 hi~u ll;TC k~ tu ngay ky ban hanh. 

Dieu 6. Giam doc Sb Y te cac tinh, thanh pho tfl;Tc thuqc trung ucmg, giam 
doc nha san xuat va cong ty dang ky c6 thu6c t~i Di~u 1 chju trach nhi~m thi 
hanh Quyet dinh nay./. 

Ndi nhl;in: 
- Nhu Dieu 6; 
- BT. Nguyen Th! Kim Tien (deb/c); 

. I 
CUCTRlJONG . I 

- TT. Cao Minh Quang (deb/c); I 
- (\lc Quan Y - B¢ Qu6c phong, (\lc Y te- B¢ C6ng an; 
- (\lc Y te Giao th6ng v~ titi - B¢ Giao th6ng v~ tai; 
- TOng Cl;JC Hiii quan - B¢ Tai chfnh; 
- Biio hiem xa h<)i Vi~t Nam; \~ .. • ,..,.J,- .• ;..J!.:r z · ,.~- , -
- Vg Pbap che, V1;1 Y Duqc co truyen, Cgc Quan ly Kbam chihl .. ' ;<~, _.::~ll'~ . .... ~1 
h¢nh - B¢ Y te, Thanh tra B¢ Y te; 
- Vi en KN thu6c TW, Vi en KN thu6c TP. HCM; 
- TO~g C6ng ty Dugc VN.; 
- Gic C6ng ty XNK Dugc phfun; 
- Gic B¢nh vi~n & Vi~n c6 giuang b¢nh trvc thu<)c B¢ Y te; 
- Website cua Cgc QLD, T~p chi Dugc & My pham-C1;1c QLD; 
- Luu: VP, KDD, DKT(l 0). www.LuatVietnam.vn



BOYTE 
CVC QUAN LY DU'QC 

C0NG HOA xA HOI CHU NGHiA vmT NAM 

Dqc lip - Tv do - H'nh phuc 

DANH Ml)C 04 THU6C NU'OC NGOAl CHUA HO~T CHAT KHANG VIRUS DUQC cAP 
s6 DANG KY LUU HANH ~U Ll)'C 01 NAM- DQT 79 

Ban himh kern theo quy~t dinh s6: ... .2.:1-.1 .. : . ./QD-QLD, ngay .. .1.~ ..... ./ . . A.f). . ./2012 

. Hoft chit n,ng thuac TuAi Tieu Quycach STT Ten tbuAc chinb bam hrqng thQ chuin 46ng g6i 
sa ding kY 

1. CONG TY DANG KY . 
APC Pharmaceuticals & ..... 
Chemical Ltd. 
Suite 2102, 21/F Wing on 
centre, Ill Connaught Road, 
Central - Hong Kong 

1.1 Nha san xuit 
Atra Pharmaceuticals Pvt. Ltd .. 

H-19, MIDC Waluj Aurangabad 
431133- India 

1 Durativ 400mg Ribavirin vien nen 36 NSX hc}p 1 vi x 10 VN1-743-12 
bao phim- thang vi en 
400mg 

2 Edar Tenofovir vien nen 24 NSX Hc}p 1 vi x VN1-744-12 
disoproxil bao phim- thang 10 vien 
fumarate 300mg 

1.2 Nha san xuit 
Aur-ut!n~v Pha;·na~ Ltd. 

Unit IlL Survey No 313 
Bachupally Village, 
Quthubullapur Manda/, Ranga 
Reddy District, (A.P.) - India 

3 Tenofovir Disoproxil Fumarate Tenofovir vien nen 24 NSX hc}p 1 chai 30 VN1-745-12 
Tablets 300mg disoproxil bao phim- · thang vi en 

fumarate 300mg 

f--- --------------
2. CONG TY DANG KY 

1------- ----- -- 1---- ----- t----~--

Cong ty cA phin TbU'Ollg mfi 
BaLan 
S6J3lo JA Khu do thi men 
Tn:ng Y~n, phuimg Trung Hoa, 
Cciu Giciy, Ha N9i - Vi~t Nam 

2.1 Nha san xuit 
M/s. Medex Laboratories 

4, Dewan & Sons Udyog Nagar, 
Lokmanya Nagar, Palghar (W), 
Dist-Thane 401404- India 
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STTI Ten thu&c I Ho,t chAt I D,ng thuBc TuBi Tieu Quycach I sa dang kY 
chinh ham hrQ'ng thQ chuin d6ng g6i 

41 Dexfovi 1 0 IAdefovir IVien nen- 24 NSX . H9p2 vi x I VN1-746-12 
dipivoxil 10mg thang 10 vien 

--------------.&.-------

Trang 2 
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