
BQYTE eONG HOA xA HOI eHU NGHiA VIETNAM . . . 
eve QUAN L Y DU'Qe B(}c l~p - Tl! do - H~nh phuc 

SB: 1 ~ p /QD-QLD HQ N9i, ngily rh{mg£ niim 2012 

QUYETBJNH 
v~ vi~c cong ba 07 thuac san xudt trong mr&c (thuac chua ho~t chdt khang virus 

-sa dang kY co hi~u lt}'C 01 nam) dUQ'C phep hru himh t~i Vi~t Nam- DQ1: 135 

CVCTRUONGCVCQUANLYDUQC 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 

Can cu Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy 
dinh chuc nang, nhi~m VI}, quyen h~n va CO' cAu t6 chuc cua BQ y t@; 

Can cu Quy@t dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B{) truemg B{) 
y t@ ve vi~c quy dinh chuc nang, nhi~m V\1, quyen h~ va CO' cAu t6 chuc cua C\}C 
Quan ly Duqc thu{)c B{) Y t@ va Quy@t dinh s6 31 06/QD-BYT ngay 29/8/2011 cua 
B{) truemg B{) Y t@ ve vi~c sua d6i, b6 sung Di@u 3 Quy@t dinh s6 53/2008/QD­
BYT ngay 30/12/2008 cua B{) truemg B{) Y t@ quy dinh chuc nang, nhi~m V\1, 
quyen h~ va CO' cAu t6 chuc cua C\}C Quan ly Duqc thu{)c BQ y t@; 

Can cu Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua B{) trucmg B{) Y 
t@ Qui dinh vi~c dang kY thu6c; 

Can cu y ki@n cua H{)i d6ng xet duy~t thuBc B{) Y t@; 

Xet de nghi cua Truemg phong Dang kY thuBc - C\lc Quan ly Duqc; 

QUYETBJNH: 

Bi~u 1. CAp s6 dang ky cho 07 thu6c san xuAt trong nu6c ( thu6c chua ho~t chAt 
khang virus - s6 dang kY c6 hi~u lvc 01 nam) duqc phep luu hanh t~i Vi~t Nam­
Dqt 135: 

1. Cong ty, dang ky va san xudt: Cong ty C6 ph~n Duqc ph,fim OPV. 
Dia chi: So 27, du(mg 3A, Khu cong nghi~p Bien Hoa 2, Dong Nai. 

STT 
Ten thuac, ham Qui each dong Tieu H~n sa dang ky 

hrrrng g6i A dung chuan 
Liverfov (Adefovir H{)p 3 vi x 10 vien TCCS 36th QLDB-321-12 

1 dipivoxil 1 Omg)- nen bao phim 
Dang kY l~i 
Opefluvir H{)p 5 vi x 6 vi en, TCCS 36th QLDB-322-12 

2 
(Tenofovir h{)p 4 vi x 7 vi en, 
disoproxil fumarat h{)p 3 vi x 10 vien 
3 OOmg)- Dang ky l~i nen bao phim 
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2. Cong ty dang kY va san xuAt: Cong ty CB ph&n Dugc ph~m TW 25. 
Dia chi: 120 Hai Ba Trung- Qu~ 1 (Sim xu~t t~i: 448B- NguySn T~t Thanh-, ' 

Qu~ 4)- TP. Ho Chi Minh. 

STT 
Ten thuac, ham Qui each dong Tieu H~n sa dang kY Iuong goi A dung chuan 

Egofovir (Tenofovir H(>p 3 vi x 10 vien TCCS 24th QLDB-323-12 
3 disoproxil fumarat nang 

3 OOmg)- Dang kY l~i 
Nofovir (Tenofovir H(>p 3 vi x 10 vien TCCS 24th QLDB-324-12 

4 disoproxil fumarat nang 
3 OOmg)- Dang kY l~i 

3. Cong ty dang ky va san xuit: Cong ty Lien doanh Meyer - BPC. 
D. h"' 6A3 Q :.. 1" 60 h ' Ph' Kh Th" -B:.. t fnhB:.. 1a c 1: - uoc Q , pi uong u uong, ! xa en re, 1 entre. 

STT 
Ten thuac, ham Qui each dong Tieu H~n sa dang kY luO'ng goi A dung chuan 

Meyertac (Adefovir H(>p 3 vi x 10 TCCS 36th QLDB-325-12 
5 dipivoxil 1 Omg)- vien, h(>p 1 chai 

Dang kY l~i 30 vien nang 

4. Cong ty dang kY va san xuit: Cong . ty cB ph~n sim xu~t - thuong m~i dugc 
phfun Dong Nam. 

D. h"' L" 2A D ' :.. 1A KCN T" T Q Binh T" TP H:- Ch' M"nh 1a c J: 0 
' 

uongso ' an ~o, an, 0 1 1 

STT 
Ten thuac, ham Qui each dong Tieu H~n sa dang ky 

luO'ng goi A dung chuan 
Dostem 10mg H(>p 3 vi x 10 TCCS 36th QLDB-326-12 
(Adefovir dipivoxil vien, h(>p 6 vi x 10 

6 
1 Omg)- Dang kY l~i vi en, h(>p 1 0 vi x 

10 vi en, chai 30 
vien, chai 60 vien, 
chai 100 vien nen 

5. Cong ty dang kyva san xuit: Cong ty CB phk Duqc phfun Ampharco U.S.A 
D. h"' KCNNh h3 h " Nh T h fnhD:- N. Ja c J: on tr~c 

' 
uyt;n on r~c ' 1 ong at. 

STT 
Ten thuac, ham Qui each dong Tieu H~n sa dang ky 

lll'O'ng goi A dung chuan 
Ambihep (Adefovir H(>p 1 vi x 10 TCCS 36th QLDB-327-12 

7 
dipivoxil 1 Omg)- vien, h(>p 3 vi x 10 
Dang kY I~i vi en, h(>p 10 vi x 

10 vien nen 

Di~u 2. Cac don vi c6 thuBc dugc luu hanh phai in s6 dang kY duqc B(> Y tS 
c~p len nhan thu6c va phai ch~p harm dilng cac quy chS co lien quan dSn san xu~t 
va luu harm thu6c. s6 dang kY c6 kY hi~u QLDB-... -12 c6 gia tri 1 nam kS tu ngay 
kY quySt dinh. 
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l>i~u 3. Trong qua trinh luu hanh, nha san xu~t phai kSt hgp v&i cac co sa 
di@u tri dB thvc hi~n theo dung cac qui d!nh hi~n hanh v@ thu6c ke dan va theo doi 
hi~u Ivc, d9 an toan, tac d\ffig khong mong mu6n cua thu6c tren ngueri Vi~t Nam 
va t6ng hgp, bao cao theo dung quy d!nh hi~n hanh m6i 06 thang m9t 1~ v@ Cl,lC 

Quan ly Dugc. 

l>i~u 4. QuySt dinh nay co hi~u Ivc kS tir ngay kY ban hanh. 

l>i~u 5. Giam d6c Sa Y tS cac tinh, thanh ph6 trvc thu()c trung uang va giam 
d6c dan vi co thu6c t~i Di@u 1 chiu trach nhi~m thi hanh quySt dinh nay./. 

Noi nh~n: 
- Nhu Di~u 5; 
- BT. Nguy8n Thi Kim Ti€n (d~ b/c); 
- TT. Cao Minh Quang (d~ b/c); 
- Cvc Quan y - B9 Qu6c phOng, Cvc Y t~ - B9 CA; 
- C\lc Y t€ giao thOng v~n titi- BQ GTVT; 
- Tbng C\lc Hii Quan- B{> Hti Chinh; 
- Bao hi~m xa hQi Vi~t Nam; 
- Vv Phap ch€, V\1 Y dugc c6 truy~n, Cvc Qwin ly Kham, chua 
b~nh - BQ Y t€; Thanh tra B{> Y t€; 
- Vi~n KN thu6c TU va VKN thu6c TP.HCM; 
- Tbng Cong ty Dugc VN; 
- Cac b~nh vi~n, Vi~n c6 giubng b~nh tn.rc thu<)c BYT; 
-Website cua C\lc QLD, T~p chi Dugc My phAm- Cvc QLD; 
- Luu: VP, KDD, DKT (2b). 
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