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BQYTE 
C{)C QUAN LY DlJQC 

CQNG HOA XA H(>I CHU NGHiA V~T NAM 
D<)c l~p - Tt! do - H:;mh phuc 

DANH MVC o3 v Ac XIN, siNH PIIAM Y TE BtrQc cAP so DANG KY 
LUlJ IIANH T~I VItT NAM- DQT 24 (So dang ky co hi~u ll;l'c 02 nam) 

Ban hanh kern theo quy~t dinh s6 .... Jf.~ .. ./QD-QLD, ngay ... 1.:t.! .. ?: .. ./2014 

1. Cong ty dang ky: GlaxoSmithKline Pte Ltd (Dia chi: 150 Beach Road,# 21-00, Gateway 
West, 189720 Singapore) 

Nha san xuat: GlaxoSmithKline Biologicals S.A (Dia chi: 89 Rue de L'Institut, 1330 
Rixensart, Belgium) 

Co so dong g6i: GSK Biologicals S.A (Dia chi; Pare de Noire Epine, Rue Flemming 20, 
Wavre, B-1300, Belgium) 

STT Ten thuoc/ Ho:;.t chat chinh· D:;.ng Tu6i 
thQ 

Tieu 
chmin 

Quycach 
dong goi 

So dang ky 

1 

STT 

2 

Tac d1;1ng chinh 

SYNFLORIX™ 

(Vtlc xin 
polysaccharide 
phe du lien hqp 
v6'i protein D cua 
Haemophilus 
influenzae khOng 
difih tUyP 
(NTHi),Mp~ 

Ham Iuqng bao che 

M¢t lieu (0,5 ml) 
chua 1 microgam 

polysaccharide cua 
cac tuyp huyet 
thanh 11,2,51,2, 

6W·2
, 7F1

•
2

, 

9V1
•
2,141

•
2 va 

23F1
•
2 va 3 

micrngam cUa cac 
tu)'rp huyet thanh 
41

•
2

, 18C1
•
3

, 19F1
•
4 

Hon 
dich 
tiem 

(thang) 

36 NSX 

H¢p 1 born 
tiem dong sifu 

+ 1 kim 
tiem/1 lieu 0,5 

ml 

QLVX-H02-0799-14 

2. Cong ty dang ky: Ipsen Pharma (Dia chi: 65, Quai Georges Gorse 92100 Boulogne 
Billancourt Cedex, France) 

Nha san xm1t: Ipsen Biopharm Limited (Dia chi: Ash road, Wrexham Industrial Estate, 
Wrexham. CLWYD, LL13 9UF, United Kingdom) 

Ten thuoc/ Ho:;.t chat chinh· D:;.ng Tu6i Tieu Quy each So dang ky 
Tac d1;1ng chinh Ham Iuqng bao che thQ chuAn dong goi 

(thang) 

Clostridium 
B¢tpha 

botulinum type A 
DYSPORT toxin-

dung 
24 NSX 

H¢p chua 01 
QLSP-H02-0800-14 

Haemagglutinin 
dich lQ b¢t X 300U 

complex - 300U 
tiem 
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STT 

3 

3. Cong ty dang ky, san xmlt: Trung tam Nghien cuu san xuit vic xin va sinh ph!m Y t@ 
(Dia chi: 135 Lo Due, Hai Ba Trung, Ha N9i- Vi~t Nam) 

Ten thuoc/ Ho~t chat chinh- D~ng Tu6i Tieu Quy each So dang ky 
Tac d~ng chinh 

Hamlm;mg bao che th<,> chUlln dong goi 

(thang) 

M6i lieu chua 
36 H¢pto chua 

V ilc xin b~i li~t virus b~i li¢t typ 1 : 
thang (a 10h(>pnho X 

Dung -20°C); 10 1<.> x 02ml 
uong > 106.0 CCID typ - SO• d!ch - NSX (19 2 ml tuang QLVX-H02-0801-14 

2: 2: 105·° CCID50 , 06 
(Vcic xin phong thang (a 

duang 20 
b¢nh b~i li¢t) typ 3: 2: 105·5 . 

2°C-
lieu); 

CCIDso 80C) 

TrU'O'ng QuBc CU'erng 
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