
BQ y TE CQNG HOA XA HOI CHU NGHiA V~T NAM 
Cl)C QUAN LY DU'QC Dc}c l~p- Tl! do- H~nh phuc 

S6: -110 /QD-QLD Ha Nqi, ngayo?tl thang fiJ nam 2013 

QUYETDlNH 
Ve vi~c ban hanh danh m~;~c 01 thuoc nu6'c ngoai 

dUQ'C cap so dang ky Iuu hanh t~i Vi~t Nam - I>Q1 81 (b6 sung) 

, ~ . . ., ., , 
·· · . · ·' . tl)C TRU'ONG Cl)C QUAN LY DU'QC 

Can cd ·L~~t Duqc ngay 14/6/2005; 

Can cu Ngh! d!nh so 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phil quy 
dtflh chuc nang, nhi~m Yl;l, quyen h~n Va CC1 Call t6 chuc CUa BQ Y te; 

Can cu Quyet dtnh so 53/2008/QD-BYT ngay 30/12/2008 ciia B¢ trubng 
B¢ y te quy dtflh chuc nang, nhi~m Yl;l, quyen h~n va CC1 cau t6 chuc ciia Ct]c 
Quan ly Duqc thu¢c B¢ Y te va Quyet dtflh so 3106/QD-BYT ngay 29/8/2011 
ciia BQ trubng BQ Y te v~ vi~c sua d6i, b6 sung Dieu 3 Quyet d!nh so 
53/2008/QD-BYT ngay 30/12/2008 ciia BQ trubng BQ Y te quy d!nh chuc nang, 
nhi~m Yl;l, quy~n hc;t.n va CC1 cau t6 chuc ciia Ct]c Quan ly Duqc thu¢c B¢ y te; 

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

Can cu y kien ciia H¢i dong tu van cap so dang ky thuoc - BQ Y te; 

Xet de nght ciia Trubng phong Dang ky thuoc - Ct]c Qu{m ly Duqc, 

Dieu 1. Ban hanh kern theo Quyet dtflh nay danh ml]C 01 thuoc nuac 
ngoai duqc cap so dang ky luu hanh t~i Vi~t Nam- Dqt 81 (b6 sung). 

Dieu 2. Nha san xuat va cong ty dang ky thuoc c6 tnich nhi~m cung cap 
thuoc vao Vi~t N am theo dung cac ho SC1 tai li~u da dang ky vm B¢ y te. S6 dang 
ky duqc B¢ Y te Vi~t Nam cap phai duqc in len nhan thuoc. S6 dang ky c6 ky 
hi~u VN-..... -13 c6 gia trt 05 nam k~ tu ngay ky Quyet dtnh. 

Dieu 3. Nha san xuat va cong ty dang ky thuoc phai chap hanh day dii 
phap lu~t ciia nuac CHXHCN Vi~t Nam va cac quy d!nh ciia B¢ Y te ve nh~p 
khau thuoc va luu hanh thuoc t~i Vi~t Nam; neu c6 bat cu thay d6i gl trong qua 
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trinh luu harm th:uoc b nuoc sb t~i va b Vi¢t Nam thl phai bao cao ngay cho ~c 
Quan ly Duqc - B<? Y te Vi¢t Nam. 

Dieu 4. Quyet dinh c6 hi¢u ll;fc ke tit ngay ky ban hanh. 

l>ieu 5. Giam doc Sb Y te cac tinh, thanh pho 1fl!c thu(>c trung ucmg, 
giam doc nha san xuat va c6ng ty dang ky c6 thuoc t~i Dieu 1 emu trach nhi¢m 
thi hanh Quyet dinh nay./. 

Nui nh{in: 
- NhuDieu 5; 
- B¢ trubng Nguyen Thi Kim Ti€n (deb/c); 
- C\Jc Quan Y - B¢ Qu6c phong, C\Jc Y t€- B¢ C6ng an; 
- C\Jc Y t€ Giao th6ng v~n tlti - B¢ Giao th6ng v~ tai; 
- T6ng Cl;IC Hai quan - B¢ Tai chinh; 
- Bao hiem Xa hoi Viet Nam; 
- Vl;l Phap che', ~c Quan ly Y, Duqc c6 truyen, Cl;lc Quan ly~-....3llilr.i~-r 
Kham, chua b~nh- B¢ Y te, Thanh tra B¢ Y te; 
- Vien KN thu6c TW, Vien KN thu6c TP. HCM; 
- T6~g C6ng ty Duqc vN; 
- Oic C6ng ty XNK Duqc phfim; 
- Oic ~nh vi~n & Vi~n c6 giubng b~nh trvc thu¢c B¢ Y t€; 
-Website cua C\Jc QLD, T<;ip chi Duqc & MP- C\Jc QLD; 
- Luu: VP, KDD, DKT(lO). 
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B<)YTE 

eve QUAN LY DUQe 

C<)NG HOA xA H<)I CHU NGHIA VI$T NAM 

D(}c l~p - Tv do - H~nh phuc 

DANH Ml)C 01 THUOC DVQC cAP SO DANG KY HI$U Ll)'C 5 NAM- DQT 81 (b6 sung) 

Ban himh kl:m theo quy<lt djnh s6: . .{f·····./QfJ-QLD, ngAy ,Jd .. .I ... J1t:.i ..... .LIJ.):) 

1. eong ty dang Icy: GlaxoSmithKiine Pte., Ltd. (Die: 150 Beach Road Gateway #21-00 Gateway 
West, 189720. -Singapore) 

1.1 Nha sauxuit: Glaxo Wellcome Production (Die: Zone Industrielle No.2, 23, rue Lavoisier . 
27000 Evreux. - France) 

STT Ten thuAc 

1 Relenza 

Ho~t chit chinh - D~ng bao 
Ham ltrQ'Dg ch~ 

Zanamivir 5mg/liSu Thu6c b()t 
hit 

Trang 1 

TuBi Tieu 
thQ chuin 

60 NSX 
thang 

Quy each 
dong goi 

H()p chua 5 dia 
X 4 liSu dan va 
1 dvng c1,1 d~ h' 
b()t thu6c 

- sA dang k.Y 

VN-16552-13 
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