BO YTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC DPic 1ap - Ty do - Hanh phic
Sé: ol ] QD‘QLD. Ha Ni, ngay 4 thdng 9,3 ndm 2019
QUYET PINH

Vé vi¢e ban hanh danh muc 01 vic xin dwrgc cap gidy ding ky luu hanh tai
"~ Viét Nam - Dot 37 bd sung (S0 diing ky ¢6 hi¢u lye 05 niim)

TONG CUC HAI QUAN

DEN . 9 196 CUC TRUGNG CUC QUAN LY DUQC

Ngay: 2 1-02- 2019C5r or Luét Dugc ngdy 06 théng 4 nim 2016;

&uyén

>Cin o Nghj dinh s6 75/2017/ND-CP ngay 20 thang 6 ndm 2017 cua

| Luu h o *‘5 'Ohlnh';phu quy dinh chirc ning, nhiém vu, quyén han va co cu td chirc ciia B)

Yte;

Cin cir Quyét dinh s§ 7868/QD- BYT ngay 28/12/2018 cua Bo trudéng Bo
Y té quy dinh chirc nang, nhiém vy, quyen han va co cau t§ chirc ciia Cyc Quén
1y Dugc thude Bo Y té;

- Cancwr Thong tur s6 44/2014/TT-BYT ngay 25/ 11/2014 cna B trurdng B
Y té quy dinh viéc ding ky thubc;

Cin cir y klen ctia Hoi dong tr vén cdp gidy ding ky luu hanh thuéc,
nguyén lidu lam thuéc;

Xeét d& nghi ctia Trudng phong Ping ky thubc - Cyic Quan ly Dugc,
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 01 vic xin duge cép
gidy dang ky lwu hanh tai Viét Nam - Dot 37 b sung.

Piéu 2. Céc co s ding ky va san xuat c6 vic xin dugc phép luu hanh tai
Vlet Nam qui djnh tai Didu 1 phai in sb gidy ding ky duoc BO Y té Viét Nam
clp 1én nhan va phai chap hanh dung c4c quy dinh ctia phép luat Viét Nam vé
san xuét va kinh doanh thube. Sé gidy ding ky c6 ky hidu QLVX-...-19 ¢6 gi4 tri
05 nam ké tir ngay cp.

~ Piéu 3. Quyét dinh nay cé hie;u luc ké tir ngay ky ban hanh.

Didu 4. Gidm dbc S¢ Y 8 cac tinh, thanh pho tryc thubc Trung wong va
Gi&m dbc céc co s¢ déng ky va san xut c6 véc xin néu tai Pidu 1 chiju trach
nhiém thi hanh quyét dinh nay./.

Noi nhan ___ CUC TRUONG
- Nhu didu 4; ( .
-BT. Nguyen Thj Kim Tién (dé b/c);
- TT. Trrong Quéc Cudmg (d& blc);
- Vu Phap ché, Cyc Y té dy phong, Cuc Quén ly khim
chta bénh, Thanh tra B§ Y 16, Cyc KHCN&DT, Vin\;
phong NRA Bj Y té;

- Vién V¢ sinh djch t€ trung wong, Vién Kiém dmh quéc Y \
glavic xin va sinh phim y té; S p
- Téng Cyc Hai quan - B Tai chinh; - Vii Tuan Cuong
- Website ciia Cyc QLD, Tap chi Duoc v M§ phim- '
Cuc QLD;
= Linu: VT, QLKDD, QLCL, PKT (8 ban).




BOYTE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc lap - Ty do - Hanh phic

DANH MUC 01 VAC XIN PUGC CAP GIAY PANG KY LUU HANH TAI VIET

NAM HIEU LUC 05 NAM - BQT 37 BO SUNG

Ban hanh kém theo quyét dinh sé: ..7...../QD-QLD, ngdy .4 ... 0:.../..s°04 §

1. Céng ty diing ky: GlaxoSmithKline Pte Ltd. (Dja chi: 23 Rochester Park, Singapore
139234 - Singapore)

1.1. Nha sin xuét: GlaxoSmithKline Biologicals (Dja chi: 637 rue des Aulnois, 59230
Saint Amand Les Eaux, Phdp)

Co s& xuit xwéng: GlaxoSmithKline Biologicals S.A (Dia chi: 89 Rue de L'Institut,
1330 Rixensart, Bi) '

STT Tén Hoat chit chinh - | Dangbio | Tudi | Tiéu Quy S6 gidy
thute Ham lugng ché tho | chuén cachdéng a3 ,
g6i ng ky
.| Mbi liéu 0,5ml chifa: 5 36 Hop chira | QLVX-1138-19
Lo | Infanrix | i 460 t8 bach biu: | B30 | hane | TCCS | 1 pom tiem
IPV-Hib khé (Hib) va ¥
> 30IU; hén dich dong san
Giai doc t ubn vén: ' hén dich
(DTPa-IPV)
> 401U; x (DTPa-
R dé pha hén
Khing nguyén dich tiém IPV), 1 1o
Bordetella pertussis: ’ bot dong
Giai doc t6 ho ga: khé (Hib)
25mcg; Filamentous va 2 kim
Haemagglutinin: tiém
25mcg; Pertactin:
8mcg.
Virus bai liét bat hoat

tuyp 1: 40 DU; tuyp
2: 8DU; tuyp 3: 32
DU;

Polysaccharide
Haemophilus
influenzae tuyp b
(PRP): 10mcg cfng
hop véi khoang
25mcg protein mang
12 giai ddc t6 ubn vin
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