BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic
ss: 409 /QP-QLD Ha Noi, ngay /9 thdng g ndm 2017
QUYET PINH

V¢é viéc ban hanh danh muc 04 thudc nuée ngoai
(thudc c6 hoat chat 14n d4u, phéi hop hoat chét 14n ddu dang ky
tai Viét Nam - s6 diing ky ¢6 hiéu Iue 03 nim)
dugc cdp s6 dang ky luu hanh tai Viét Nam - Dot 98

CUC TRUGNG CUC QUAN LY DUGC

Céin cit Luét Dugce ngay 06/4/2016;

Cén ci Nghi dinh s¢ 75/2017/ND-CP ngay 20/6/2017 clia Chinh pht quy
dinh chifc néing, nhiém vy, quyén han va co cdu t6 chitc ctia BO Y t€;

Cin cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta B trudng Bo Y
t€ quy dinh chic néing, nhiém vy, quyén han va co cflu t8 chitc clia Cuc Quan 1y
duge thudc Bo Y t€;

Cén cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 chia B6 Y t&€ quy
dinh viéc dédng ky thudc;

Can c y kién clia Hoi dbng t vén cfp gidly ddng ky luvu hanh thudc,
nguyén ligu lam thudc - BoO Y t€;

Xét d€ nghi clia Trudng Phong Ping k¢ thusc - Cuc Quén 1y Duge,
QUYET DINH:

Diéu 1. Ban hanh k&m theo Quyét dinh nay danh myc 04 thudc nudc
ngodi (thudic c¢6 hoat chét 14n ddu, phdi hgp hoat chdt 14n ddu dang ky tai Viet
Nam - s6 ding k¥ c6 hiéu lyc 03 nim) duge c4p s6 ding k¥ luu hanh tai Viét
Nam - Dot 98.

Diéu 2. Nha sdn xuét va cong ty dang ky thudc ¢6 trach nhiém cung cdp
thudc vao Viét Nam theo diing cdc ho so tdi liéu d4 ding ky véi Bo Y t€. S diing
ky duge Bo Y t€ Viet Nam cép phai dugc in 1én nhin thusc. S§ diang ky cé ky
higéu VN3-...-17 ¢6 gid tri 03 nam ké tir ngay ky Quyét dinh.

Diéu 3, Trong qud trinh Iun hanh, céng ty ding ky thudc, nha sdn xuat
phai ph&i hop v6i cdc co s¢ diéu tri dé thyc hién theo diing céc quy dinh hién
hanh v€ thu6c ke don (d&i v6i thude ké don) va theo di hiéu luc, d6 an toan, téc
dyng khong mong muén cha thudc trén ngudi Viét Nam va téng hop, béo cdo
theo diing quy dinh hi¢n hanh mébi 06 thang mét 14n vé Cuc Quan 1y Dugc.,



Piéu 4. Nha san xudt va cong ty ding ky thudc phe’li chdp hanh didy du
phép lugt ctia nudc CHXHCN Viét Nam va cdc quy dinh clia Bo Y t& vé nhap
khéu thudc va luu hanh thudc tai Viet Nam; néu c6 bét ctt thay ddi gi trong qué
trinh Iuu hanh thude & nude s tai va & Viét Nam thi phéi bdo cdo ngay cho Cuc

. Quan 1y Duge - B6 Y t€ Viét Nam.
Diéu 5. Quyét dinh nay ¢6 hiéu lyc ké tit ngly ky ban hanh.

Piéu 6. Gidm d6c S5 Y t€ cdc tinh, thanh phé trire thudc trung wong, gidm
ddc nha san xudt va cong ty dang ky cé thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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- Thit trudng Truong Quéc Cudng (d€ b/c); ;
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- Céc cong ty XNK Duge phém .

- C4c Bénh vién va Vién cé giudmg bénh tryc thudc Bo Y t&;
- Website clia Cuc QLD Tap chi Duge va MP - Cuc QLD
- Lwu: VP, KDD, BKT(10).



BO.Y TE CONG HOA XA HOQI CHU NGHTA VIET NAM.
CUC QUAN LY DUGC Péc 1ap - Tw do - Hanh phiic

" DANH MUC 04 THUOC CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT
LAN DAU DANG KY TAI VIET NAM BUGC CAP SO PANG KY LUU HANH
HIEU LUC 03 NAM - BQT 98.

Ban hanh kém theo quyét dinh s6: 409./QD-QLD, ngay-{../4../... AT

1. Cong ty diing ky: Les Laboratoires Servier (D/c.: 50 rue Carnot, 92284 Suresnes Cedex -

France)

1.1 Nha san xudt: Servier (Ireland) Industries Ltd (D/c: Moneylands - Gorey Road Arklow

Co. Wicklow - Ireland)
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