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kh~u thuoc va hru hanh thuoc t~i Vi~t Nam; neu c6 bat cu thay d6i gl trong qua 
trlnh hru hanh thuoc a nuoc so t~i va a Vi~t Nam thl phai bao cao ngay cho C\}c 
Quan ly Duqc- B¢ Y te Vi~t Nam. 

Dieu 5. Quyet dinh nay c6 hi~u Ivc k~ tl:r ngay ky ban hanh. 

Dieu 6. Giam doc SO Y te cac tinh, thanh pho trvc thu¢c trung uang, giam 
doc nha san xuat va cong ty dang ky c6 thuoc t~i Di~u 1 chiu trach nhi~m thi 
hanh Quyet dinh nay./. 

Noi nhiJn: 
- Nhu Dieu 6; 
- B¢ truemg Nguyen Thi Kim Tien (d~ b/c); 
- Ct,~c Quan Y - B¢ Qu6c phong, Ct,~c Y te- B¢ C6ng an; 
- Ct,~c Y te Giao th6ng v~n tai - B¢ Giao th6ng v~n tai; 
- T6ng ct,~c Hai quan - B¢ Ta.i chinh; 
- Bao hi~m Xa h¢i Vi¢t Nam; 
- Yl;l Phap eM, Cl;lc Quan ly Kham, chua b¢nh - B¢ Y te, 
Thanh tra B¢ Y te; 
- Vi¢n KN thu6c TW, Vi¢n KN thu6c TP. HCM; 
- T6ng C6ng ty Dugc VN; Truong Quoc Cubng 
- cac C6ng ty XNK Dugc ph~m; 
- cac B¢nh vi¢n & Vi¢n c6 giuemg b¢nh tn,rc thu¢c B¢ Y te; 
-Website ciia Ct,~c QLD, T<J.p chf Dugc va :MP- Cl;lc QLD; 
- Luu: VP, KDD, DKT(lO). 
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Be) y TE 
Cl)C QUAN L Y DUQC 

ce)NG HOA xA HOI cHO NGHiA VIBT NAM 

D9c l~p - Tv do - H~nh phuc 

DANH M1)C 04 THUOC CHUA HOAT CHAT K.HANG VIRUS DVQC CAP SO DANG KY 
LlJLJ HANH HIBU LVC 02 NAM - DQT 84 

STT 

1 

STT 

2 

STT 

3 

Ban h~mh kern theo quy~t dinh s6:4.LL/QD-QLD, ngayl.}.!.1.Z.! .. Z1J..43 

1. Cong ty dang ky: Aurobindo Pharma Ltd. (Die: Plot No. 2, Maitrivihar, Ameerpet, 
Hyderabad, Andhra Pradesh- 500 038- India) 

1.1 Nha san xu~t : Aurobindo Pharma Ltd. (Die: Unit III, Survey No 313, bachupally Village , 
Quthubullapur Manda!, Ranga Reddy District, Andhra Pradesh - India) 

. 
Ten thuBc 

Hol;}t ch~t chinh - Dl;lng bao Tu6i Tieu Quy each s6 dang ky 
Ham luQ'ng ch~ thQ chufin dong goi 

Tenofovir Disoproxil Tenofovir di soproxil Vien nen 24 NSX H9p 1 IQ 30 VN2-212-13 
Fumarate Tablets 300mg fumarate 300mg th{mg vi en 

2. Cong ty dang ky: Cong ty TNHH Du<rc ph~m Vietsun (Die: TT2 - B42 Khu d6 tht Van Quem, 
P. Phuc La, Q. Ha Dong, Ha Nc)i- Vi?t Nam) 

2.1 Nha san xu~t : Incepta Pharmaceuticals Ltd. (Die: Dewan Idris Road, Zirabo, Savar, Dhaka­
Bangladesh) 

Ten thuBc 
Ho~t ch~t chinh - D~ng bao Tu6i Tieu Quy each s6 dang ky 

Ham luQ'ng ch~ thQ chufin dong goi 

Stemvir Tenofovir disoproxil Vien nen bao 24 NSX H9p 3 vi x 4 VN2-213-13 
fumarat 300mg phim thang vi en 

3. Cong ty dang ky: GlaxoSmithKline Pte., Ltd. (Die: 150 Beach Road Gateway West 21 Floor, 
189720. - Singapore) 

3.1 Nha san xu~t: Glaxo Operations UK Ltd. (Die: Priory Street, Ware, Hertfordshire, SG 12 
ODJ- UK) 

Ten thu6c 
Hol;}t ch~t chinh - D~ng bao Tu6i Tieu Quy each s6 dang ky 

Ham luQ'ng ch~ thQ chufin dong goi 

Kivexa Abacavir (du6"i d~ng Vien nen bao 24 NSX H9p 5 vi x 6 VN2-214-13 
Abacavir sulfate) phim thang vi en 
600mg; Lamivudin 
300mg 

.. .. .. .. ... .. ... ....... ... ·-·- .. ... .... ...... ... ... . ..... 
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STT 

4. Cong ty dang ky: Hetero Labs Limited (Die: "Hetero House" H No: 8-3- 1661711, Erragadda, 
Hyderabad-500018, Andhra Pradesh -India) 

4.1 Nha san xu§t: Hetero Labs Limited (Die: Unit III, # 22-110, I D.A Jeedimetla, Hyderabad, 
Zip- 500055, Andhra Pradesh -India) 

Ten thu6c 
Hol;lt chAt chinh -

Ham lll'Q'ng 
Dl;lng biw 

ch~ 
T u&i Tieu 
thQ chuAn 

Quy each 
dong g6i 

s6 dang ky 

4 Tenof Tenofovir disoproxil Vien nen bao 24 NSX L9 30 vien VN2-2 15-13 
fumarate 300mg phim thang 

Trang 2 
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