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BOYTE 
ClJC QUAN LY Dlf(lC 

C()NG HOA XA H()I CHU NGHIA VI~T NAM 
Dqc l~p - Tl! do - H~nh phuc 

86: f 6j /QD-QLD Ha Nf)i, ngay r£Lthang £ nam 20~2 

QUYETD~NH 
V e Vi~C ban banh danh ID\JC 04 thuoc nU6'C ngoai 

(thuoc chua ho~t chat khang virus - so dang ky c6 hi~u ll!c 01 nam) 
duqc cap so dang ky Iuu hanh t~i Vi~t Nam - Dqt 78 

ClJC TRU'ONG ClJC QUAN LY DU'QC 
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Can cu Lu~t Duqc ngay 14/6/2005; 1, : 

Can cu Nghi dinh so 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu 
quy dinh chuc nang, nhi¢m V\}, quyen h~n va C<J cau t6 chuc cua B¢ y te; 

Can cu Quyet dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B¢ tnremg 
B¢ y te ve vi¢c quy dirth chuc nang, nhi¢m V\}, quyen h~ va C<J cau t6 chuc cua 
(\lc Qmin ly duqc thu¢c B¢ Y te va Quyet dinh s6 3106/QD-BYT ngay 
29/8/2011 cua B¢ tnremg B¢ Y te ve vi¢c sua d6i, b6 sung Dieu 3 Quyet diflh s6 
53/2008/QD-BYT ngay 30/12/2008 cua B¢ truemg B¢ Y te quy dinh chuc nang, 
nhi¢m V\}, quyen h~n va C<J cau t6 chuc cua (\lc Quan ly duqc thu¢c B¢ y te; 

Can cu Th6ng tu s6 22/2009fff-BYT ngay 24/11/2009 cua B¢ Y te quy 
dinh vi¢c dang ky thu6c; 

Can cu y kien cua H¢i d6ng Xet duy¢t thu6c - B¢ Y te; 

Xet de nghi cua Truemg phong Dang ky thu6c- (\lc Qm\n ly duqc, 

QUYETD~NH: I • 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh mvc 04 thu6c nuac 
ngoai (thu6c chua ho~t chat khang virus- s6 dang ky co hi¢u h;rc 01 nam) duqc 
cap s6 dang ky luu hanh t~i Vi¢t Nam - Dgt 78 . . 

Dieu 2. C6ng ty san xuat va c6ng ty dang ky thu6c c6 trach nhi¢m cung 
cap thu6c vao Vi¢t Nam theo dung cac h6 sa tai li¢u da dang ky vai B¢ Y te. S6 
dang ky duqc B¢ Y te Vi¢t Nam cap phai duqc in len nhan thu6c. S6 dang ky c6 
ky hi¢u VN1-... -12 co gia tri 01 nam ke tu ngay ky Quyet dinh. 

Dieu 3. Trang qua trlnh luu hanh, nha san xuat phai ket hqp vm cac C<J sb 
dieu tq de tht;rc hi¢n theo dung cac quy dinh hi¢n hanh ve thu6c ke dan va theo 
d5i hi¢u lt;rc, d¢ an toan, tac dvng kh6ng mong muon cua thu6c tren ngum Vi¢t 
N am va t6ng hqp, bao cao theo dung quy dinh hi¢n hanh m6i 06 thang m¢t lful 
ve ~c Quan ly duqc. 
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l>ieu 4. Quyet dpm nay c6 hi¢u lgc ke tu ngay ky ban hanh. 

f)ieu 5. Giam d6c SCI y t€ cac tinh, thrum ph6 tfl;lC thu¢c trung Udllg, giam 
d6c ce>ng ty san xuat va ce>ng ty dang ky c6 thu6c t~ Di~u 1 chiu trach nhi¢m thi 
,harm Quy€t dinh nay./. 

' Noinht:~n: 
- NhuDi~u 5; 
- BT. Nguyen Thi Kim Ti~n (d~ b/c); 
- TT. Cao Minh Quang (d~ b/c); 
- Ct)c QuAn Y - B¢ Qu6c phong, Ct)c Y t~ - B¢ a,ng an; 
- Ct)c Y t~ Giao thOng v~ tai - B¢ Giao thOng v~ tai; 
- T6ng CQC Hai quan - B¢ Thi chinh; 
- Blto hi~m Xa hOi Viet Nam; 
- VQ PMp ch~. VQ Y ·Dugc c6 truy~n. Ct)c Quan ly Kham chua -~~~~~,_:....-===-----
b¢nh - B¢ Y t~, Thanh tra B¢ Y t~; 
- Vien KN thu6c 1W, Vien KN thu6c TP. HCM; 
- T6~g C()ng ty Dugc VN.; 
- cac C()ng ty XNK Dugc phAm; 

Truong Quoc CuO'ng 

- cac B¢nh vi~n & Vi~n c6 giuemg ~nh tri!C thu¢c B¢ y t~; 
-Website cua Ct)c QLD, T~p chi Dugc & My phAm-CQc QLD; 
- Luu: VP, KDD, DKT(12). 
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B<)YTE CQNG HOA xA H(>I CHU NGHiA VIET N~ 
eve QUAN LY DUQC l>qc lip - Tl}' do - H~nh phuc 
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DANH Ml,JC 04 THUOC NU'OC NGOAr CHlrA HO~T CHAT KHANG VIRUS DUQC CAP 
s6 DANG KY LUU HANH HIEU Ll)'C 01 NAM- DOT 78 . 

·,: u Ban hanh kern theo quy6t dinh s6: . .4./.£. ..... ./QD-QLD, ngay .Jd.t .... ./ .. h ... ./2012 ,6 
I' 

.. : 

Ho~t ch§t 
,( 

Tieu Quycach 
STT Ten thu6c 

D~ng thuoc 
TuAi thQ sa ding kY 

chinh ham hrQ'Dg chuin dong goi 

~ . 
1 ." CONG TY DANG KY 

.t\bbott Laboratories 
lOO Abbott Park Road, Abbott 
Park, Illinois 60064 - USA ·;.• 

1.1 Nha san xuit 
Abbott GmbH & Co. KG. ,, 
Knollstrabe 50 67061 
1;'' 'udwigshafen. - Germany 

1 ~orvir Ritonavir vien nen 24 thang NSX H()p 11Q 30 VN1-671-12 
' ' . . ~ . " . ... . ·· bao phim- vien, h()p 1 

. . . 100mg lQ 60 vien 
1--- ------------ -- f----- - -- ----- ---- --- ----- f------ · 

2. CONG TY DANG KY .. ..... 
APC Pharmaceuticals & 
Chemicals Ltd. 
Suite 2102, 21/F Wing on 
centre, 111 Connaught Road, ·t 

I 

' 
Cetral- Hong Kong I 

I 
2.1 Nha san xuit 

I' 

I 
.Aurobindo Pharma Ltd. I 

Unit III, Survey No 313 (P), 
. jl 
. i 

bachupally (V), Quthubullapur 
. 

' 
Manda/, R. R. District, A.P. - India ' 

1 
I I 

2 Tenofovir Disoproxil Fumarate and Tenoforvir vien nen 24 th{mg NSX h()p 1 chai VN1-672-12 
Emtricitabine Tablets disoproxil bao phim- 30 vien I' 

300mg/200mg fumarate; 300mg; 
Emtricitabine 200mg 

- - - - ------------- -------- ----- ---- --- ----- '------ · 
3. CONG TY DANG KY 

Boehringer Ingelheim 
International GmbH 
Binger Str. 173 55216 Jngelheim 
am Rhein - Germany 

3.1 Nha san xuit 
Boehringer lngelheim Elias A.E 

5th km Paiania-Markopoulo 194 ! 
00 Koropi - Greece 

3 Viramune Nevirapine vien nen- 36 thang NSX H()p 6 vi x VNl-673-12 
200mg 10 vien ' 

1- -- -------------- 1------- ----- ---- --- -----1--- -'- --· 
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STT Ten thufic 
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4. CONG TY DANG KY 

Cong ty cA phin Traphaco 
7 5 Yen Ninh, Ba 'ilinh, Ha n9i -
Vi~t Nam 

4.1 Nha san xuit 
Nycomed Oranienburg GmbH 

Lehnitzstrasse 70 - 98 16515 
Oranienburg- Germany 

4 Truvada 
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Ho~t chit 
chinh 

Emtricitabine; 
Tenofovir 
disoproxil 
fumarate 

Dang thu6c T A• h Tieu Quy each sa dang lrlr 

him hrc;mg 001 t Q chuin dong goi •v 

II 

Vien nen 36 thang NSX HQp llQ 30 VNl -674-12 
bao phim - vien 
200mg; 
300mg 

nrung Quae CU"iing 
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