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QUYET DINH
Ve viec ban hanh danh muc 01 vac xin diro’c cap so dang ky luu hanh tai 

Viet Nam - Dot 36 bo sung (So dang ky co hieu luc 05 nam)

CUC TRlTONG CUC QUAn  LY DlTOC

Can cu* Luat Dirge ngay 06 thang 4 nam 2016;
Can cu Nghi dinh so 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua 

Chinh phu quy dinh chuc nang, nhiem vu, quyen han va ca cau to chuc cua Bo 
Y t d ;

Can cu Quyet dinh so 3861/2013/QD-BYT ngay 30/9/2013 cua Bo trudng 
Bo Y te quy dinh chuc nang, nhiem vu, quyen han va ca cau to chuc cua Cue 
Quan ly Dugc thuoc Bo Y te;

Can cu Thong tu so 44/2014/TT-BYT ngay 25/11/2014 cua Bo trudng Bo 
Y te quy dinh viec dang ky thuoc;

Can cu y kien cua Hoi dong tu van cap giay dang ky luu hanh thuoc, 
nguyen lieu lam thuoc;

Xet de nghi cua Trudng phong Dang ky thuoc - Cue Quan ly Dugc,
QUYET DINH:

> r r  r

Dieu 1. Ban hanh kern theo Quyet dinh nay danh muc 01 vac xin dugc cap 
so dang ky luu hanh tai Viet Nam - Dgt 36 bo sung.

Dieu 2. Cac co sd dang ley va san xuat co vac xin dugc phep luu hanh tai 
Viet Nam qui dinh tai Dieu 1 phai in sd dang ky dugc Bo Y te Viet Nam cap len 
nhan va phai chap hanh dung cac quy dinh cua phap luat Viet Nam ve san xuat 
va kinh doanh thuoc. Sd dang ky co ky hieu QLVX-...-18 co gia tri 05 nam ke tir 
ngay cap.

Dieu 3. Quyet dinh nay co hieu luc ke tu ngay ky ban hanh.
Dieu 4. Giam doc Sd Y te cac tinh, thanh pho true thuoc Trung uang va 

Giam doc cac ca sd dang ky va san xuat co vac xin neu tai Dieu 1 chiu trach 
nhiem thi hanh quyet dinh nay./.

N o i n h a n :
- Nhir dieu 4;
- BT. Nguyen Thi Kim Tien (de b/c);
- TT. Truong Quoc Cudng (de b/c);
- Vu Phap che, Cue Y te du' phong, Cue Quan ly 
chu-a benh, Thanh tra Bo Y te, Cue KHCN&DT, 
phong NRA Bo Y te;
- Vien Ve sinh dich te trung uong, Vien Kiem dinh 
gia vac xin va sinh pham y te;
- Tong Cue Hai quan - B^ Tai chinh;
- Website cua Cue QLD^Tap chi Duoc va My pham- 
Cuc QLD;
- Luu: VT, QLKDD, QLCL, DKT (8 ban).

CUC TRUONG

u Tuan Cirong



BO Y TE
CUC QUAN LY DUOC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu’ do - Hanh phuc

DANH MUC
01 VAC XIN DUOC CAP SO DANG KY LUU HANH TAI VIET NAM 

HIEU LUC 5 NAM - DOT 36 BO SUNG

(Ban hanh kem theo quyet dinh so: .£.£.0..... /QD-QLD ngayJ4--/--3--/2018
cua Cue Quan ly Dupe)

1. Cong ty dang ky: Cong ty TNHH MTV Vile xin va Sinh Pham so 1 
(VABIOTECH) (Bia chi: So 1 pho Yersin, phudng Pham Dinh Ho, Quan Hai 
Ba Trung, thanh pho Ha Noi, Viet Nam).

1.1. Nha san xuat: SERUM INSTITUTE OF INDIA. PVT. LTD.

(Bia chi: 212/2, Hadapsar, Pune 411028, Maharashtra state, India)

STT Ten thuoc Hoat chat chinh -  
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So dang ky
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Diphtheria, 
Tetanus, 
Pertussis, 

Hepatitis B 
and

Haemophilus 
influenza type 
b Conjugate 

Vaccine 
Adsorbed

Moi lieu 0,5 ml vac 
xin chua:

Giai doc to Bach 
Mu <25 Lf (> 30 
IU); Giai doc to 

Uon van >2.5 Lf 
(> 40 IU);

Ho ga (loan te bao) 
< 16 OU (> 4 IU); 
HBsAg (rDNA) > 

10 meg;
Polysaccharide vo 
vi khuan Hib tinh 
khiet cong hop voi 
giai doc to Uon van 

(Protein tai) - 10 
meg.

Hon
dich
tiem

24
thang TCCS

To 1 lieu x 
0,5ml/lieu; 
Hop 50 lo

QLVX-1109-18

Danh muc gom 01 trang 01 thuoc./.
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