BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S5: 3,7/ /QD-QLD Ha Ndi, ngay 27 thingg ndm 2014

QUYET PINH
Vé viéc clip s0 dang k¥ cho 01 vic xin
dwge phép luu hanh tai Viét Nam - Pot 24 bo sung

CUC TRUONG CUC QUAN LY DUGC

Can cif Ludt Duge ngay 14 thang 6 nim 2005;

Can ci Nghi dinh sd 632012/ND-CP ngay 31/8/2012 cha Chinh phi quy
dinh chiic nang, nhiém vu, quyén han vi co cfu td chiic cha Bo Y 1

Can o Quyét dinh s6 3861/2013/QD-BYT ngay 30/9/2013 cta Bb trudng
Bo Y t€ quy dinh chiic ning, nhiém vy, quyén han v co ciu t6 chifc cia Cuc
Quén 1§ Duge thuge Bo Y t&;

Cin ci Thong tu s 22/2009/TT-BYT ngay 24/11/2009 cia Bé trudng Bo
Y t& quy dinh viéc dang k¥ thudc;

Cin o ¥ kign cua Hai dong tr van cdp 50 dang kv lvu hanh vic xin va
sinh phdm y t€ - Ba Y

Xét dé nghi cha Trudng phing Dang kv thudc - Cuc Quin 1§ D,
QUYET DPINH:

Biéu 1. Cép s6 dang k¥ cho 01 vic xin duge phép luu hinh tai Viét Nam: -

1- Cong ty dang ki: Cong ty TNHH MTV Vic xin va Sinh phim sb 1 (Dja
chi: 86 1, Yersin, Ha N&i - Viét Nam)

Nha san xuidt: SERUM INSTITUTE OF INDIA LTD (Dja chi: 212/2,
Hadapsar, Pune 411028, An Do)
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Piéu 2. Vic xin Measles and Rubella Vaccine Live, Attenuated (Freeze-
Dried) chi dugc str dung cho Ida tudi tir 01 tudi dén 14 tudi. Nha san xudt va
cong ty dang ky véc xin ¢6 trdch nhiém cung cdp vic xin vao Viét Nam theo
diing céc hé so tai liéu da dang ky va chi dinh, Iifa tudi sir dung da duoc Bo Y t&
phé duyét. S6 dang ky c6 gia tri 05 nam ké tir ngay cdp va phéi dugc in 1én nhan
vac xin.

Piéu 3. Nha san xuét va cong ty dang ky vic xin phai chdp hanh ddy dd
phép Iuat cua nuéc CHXHCN Viét Nam va cic quy dinh cia BO Y t€ v€ nhép
khau va Iuu hanh véc xin tai Viét Nam; néu cé bat cit thay d6i gi trong qud trinh
luru hanh thudc & nude s& tai va ¢ Viét Nam thi phai bdo cdo ngay cho Cuc Quan
1y duoc — Bo Y t€ Viét Nam.

Piéu 4. Trong qué trinh lwu hanh vic xin Measles and Rubella Vaccine
Live, Attenuated (Freeze-Dried) co s& san xuit, dang k¥, kinh doanh va cic don
vi st dung vic xin Measles and Rubella Vaccine Live, Attenuated (Freeze-
Dried) c6 trdch nhiém bdo cdo dinh ky 06 thang hodc dot xuit véi cac co quan
quén 1y c6 thdm quyén vé qu4 trin h nhap khéu, lvu thong phan phdi, s dung
vic xin Measles and Rubella Vaccine Live, Attenuated (Freeze-Dried) dic biét
phai theo doi va bdo cdo ngay vé cac phén ing sau tiém ching, hiéu qua cia vic
xin Measles and Rubella Vaccine Live, Attenuated (Freeze-Dried) trong qua
trinh st dung tai Viét Nam va trén thé giéi.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidgm d6c S& Y t&€ cac tinh, thanh phé udc thuoc trung vong, Gidm
d6c nha san xuit va cong ty dang ky c¢6 véc xin néu tai Diéu 1 chiu trdch nhiém
thi hanh Quyét dinh nay./.

Not nhén: ~7 TRUONG
- Nhu diéu 6;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Nguyén Thanh Long (dé b/c);

- Vu Phép ch€, Cuc Y t&€ du phong, Cuc Quan 1y kh 7
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