BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tr do - Hanh phae
S6: 443 /QP-QLD Ha Ngi, ngay 05 thdng 3. ndm 2018
QUYET PINH

V& vafe ban hanh danh muc 01 vic xm dworc cdp s ding ky lwu hanh tai
Viét Nam - Dot 35 bd sung (S6 diing ky c6 hiéu lye 05 nim)

CUC TRUONG CUC QUAN LY DUQC

Can ewr Luat Dugc ngéy 06 thang 4 ndm 2016;

Cin cir Nghi dinh s§ 75/2017/ND-CP ngay 20 thang 6 ndm 2017 cva
Chinh pha quy dinh chirc néng, nhiém vu, quyén han va co cau tb chirc clia Bo
Y té;

Cén ctt Quyét dinh s6 3861/2013/Qb- BYT ngay 30/9/2013 cta B§ traorng
B4 Y té quy dinh chuc nang nhiém vu, quyén han va co clu td chic cha Cuc
Quan ly Dugc thuéc Bo Y te;

Can ctr Thong tu s 44/2014/TT-BYT ngay 25/11/2014 ctia Bo trudng B
Y té quy dinh viéc ding ky thudc;
Can ct y kién ciia Hoi dong tu van chp gidy ding ky luu hanh thudc,
nguyén li¢u lam thudc;
Xét dé nghi cta Truong phong Pang ky thude - Cuc Quan Iy Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 01 véc xin dugc cp
s6 dang ky luwu hanh tai Viét Nam - Dot 35 bd sung.

Pidu 2. Cic co s déng ky va san xuét c6 vic xin duoc phép luu hanh tai
Viét Nam qui dinh tai Piéu 1 phai in sb ding ky duge BO Y té Viét Nam cp len
nhén va phai chap hanh ding cac quy dinh cla phép lust Viét Nam vé sén xuat

va kinh doanh thudc. S6 ding ky ¢6 ky hiéu QLVX-...-18 c6 gi4 tri 05 nam k& tir
ngdy cép.

Piéu 3. Quyét dinh nay co6 hidu luc ké tir ngdy ky ban hanh.

Bleu 4. Giam dbc S& Y té cac tinh, thanh pho tryc thude Trung wong va
Giam ddc céc co s¢ dang ky va san xudt c6 véc xin néu tai Pidu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu didu 4; e,
- BT. Nguyén Thj Kim Tién (d¢é bic);
- TT. Truong Quéc Cudng (de b/c);

- Vu Phép ché, Cuc Y té dy phong, Cyc Quan ly khg
chita bénh, Thanh tra B Y té, Cuc KHCN&DT, VB

phong NRA B3 Y té; AN
- Vign V¢ sinh dich t& trung wong, Vién Kiém dinh qu6 e
gia vac xin va sinh phim y té; # :

- Téng Cuc Hai quan - B§ Tai chinh; . Vii Tuén Cuing
- Website cia Cuc QLD, Tap chi Dugc va My pham-
Cuc QLD;

- Lvu: VT, QLKDD, QLCL, PKT (8 ban).
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(Ban hanh kém theo quyét dinh sé: 4:43..../QD-QLD ngay.05./..3-./2018
cua Cuc Qudn ly Duoc)

1. Cong ty dang ky: Sanofi Pasteur S.A. (Dia chi: 2 avenue Pont Pasteur,
69007 Lyon - Phap).

1.1. Nha san xuit va xudt xuéng:

Government Pharmaceutical Organization-Merieux Biological Products
Co., Ltd (GPO-MBP) (DPia chi: 241 Gateway City Industrial Estate, Moo 7,
Huasamrong, Plaengyao, Chachoengsao 24190, Thai Lan)
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Danh muc gdm 01 trang 01 thubc./.
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