
  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     



Dieu 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh dfiy du 
phap lu~t cua nuoc CHXHCN Vi~t Nam va cac quy dinh cua B¢ Y te v~ nh~p 
kh~u thuoc va luu hanh thuoc t~i Vi~t Nam; neu c6 bat cu thay d6i gi trong qua 
tdnh luu hanh thuoc b nuoc sb t~i va b Vi~t Nam thi phai bao cao ngay cho G.Jc 
Quan ly Duqc - B¢ Y te Vi~t Nam. 

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

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

Noi nhtjn: 
- NhuDieu 6; 
- B¢ truemg Nguyen Thi Kim Tien (d~ b/c); -~~ ,. 

Th , ' T A Q "·' (d,Z b/ ) f <Q ~ .-·- · · .' - u truang LC uang '--uang c c ; ."';;.;;,;;--:,;: .. ~ 
- ~c Quan Y- B¢ Qu6c Phong, ~c Y te- 13¢ COng · . ;:;- / !j.·>(o"-' .: ~~--
- qc Y te Gi~? thong v~n ti~ -~ ~iao thong v~ tii; c · :~ [;~: . · . ,~ ') 
-Tong cue Hru quan- B6 Tin chinh, r, _. ''·'- ' .. "-. ,·,~ , . • .C. '. \}H ,. . ·- .. ,. .. , -

- Baa hi~m Xa h()i Vi~t Na.In; c · . f};_].~*-~./~Oj _ 
-_v~ ~hip che, C\Jc Khoa hQ~ cong ngh~ va Dao_ t~o. . Q,_~8f,~-~~*'-_7 
ly Kham, chua b~nh- 13¢ Y te, Thanh tra 13¢ Y te; ·. , . '- · 
- Vi~n KN thu6c TW, Vi~n KN thu6c TP. HCM; T Q ~- C , 
- T6ng COng ty Dugc VN; nrong uoc uong 
- Oic cong ty XNK Dugc phfun; 
- Oic ~nh vi~n va Vi~n c6 giuang b~nh trl,l'C thu<?c B9 y te; 
-Website ciia ~c QLD, T~p chi Dugc vaMP- ~c QLD; 
- Luu: VP, KDD, DKT(l2). 
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BOYTE ·. ~ 

eve QUAN LY DUQC 

cONG HOA xA HOI cHO NGHiA vn~n NAM 

D{)c l~p - Tl! do - H~nh phuc 

DANH Ml)C 02 THU6c c6 HOAT CHAT L.\N DAU, PHOI HQP HOAT CHAT LANDAU 
HOAC DANG BAO CHELAN DAU DANG KY TAl VIETNAM 

STT 

DVQC ·cAP SO DANG KY LVU HANH HI:SU Ll/C 0.3 NAM- DQT 90 

Ban hfmh kern theo quy~t dinh s6:~({:1.!QD-QLD, ngay pjk;.£; .. @.fj-

1. Cong ty dang ky: AstraZeneca Singapore Pte., Ltd. (Die: 8 Wilkie Road, #06-01 Wilkie Edge, 
Singapore 228095- Singapore) 

1.1 Nha san xu§t: Bristol-Myers Squibb (Die: 4601 Highway 62 East, Mount Vernon, Indiana 
47620- USA) 

Ten thuBc 

Forxiga (Dong g6i b<'ri: 
Bristol-Myers Squibb 
S.r.l, D/c: Contrada 
Fontana del Ceraso, 
03012 Anagni, Italy) 

Ho~t chAt chinh -
Ham hrQ'Ilg 

Dapagliflozin ( du6i 
d~ng Dapaglit16zin 
propanediol 
monohydrat) 1 Omg 

D~ng ~ao I TuBi I Tie_!~ 
che thq chuan 

Vien nen baol 36 INSX 
phim thang 

Quy each 
dong goi 

H9p 2 vi x 14 
vi en 

SBdang kY 

VN3-1-15 

2 IForxiga (Dong g6i b<'ri: Dapagliflozin (du6i 'Vien nen baol 36 INSX IH9p 2 vi X 14 VN3-2-15 
Bristol-Myers Squibb 
S.r.l, D/c: Contrada 
Fontana del Ceraso, 
03012 Anagni, Italy) 

• 

d~ng Dapagliflozin phim thang vi en 
propanediol 
monohydrat) 5mg 

Trtrong Quae Ctrimg 

Trang 1 
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