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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phic
S6: AN44 33 /QLD-DK Ha Noi, ngay 4 G thang 4 nam 2017

V/v dang ky, nhdp khiu don hang
thuoc chira hoat chat Ceftezol

Kinh giri: ~ Céc co s& ding ky, san xuét thude luu hanh tai Viét Nam.

Trén thé giéi, thude chira hoat chat Ceftezol d3 duogc clp phep lwu hanh tir rat

14u. Tuy nhién, qua cép nhét thong tin v& tinh hinh su’ dung thudc trén thé gidi: hién
nay thudc chira hoat chét Ceftezol khong con duogc cdp phép luu hanh tai céc nude
tham chieu nhu Hoa Ky, Canada, Anh, Phap, Uc, New Zealand va cic nudc tham gia
EMA.

Can cur ket luan ctia Hoi dong tu van cap giay dang ky luu hanh thudc, nguyén
liéu lam thuoc - Bo Y té doi véi thuoc chira hoat chat Ceftezol, dé dam bao sir dung
thudc hop ly, an toan, hi¢u qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Yéu clu cac co sé& khi ngp don hang nhap khau thuoc thanh pham chua c6 so
dang ky, ho so dang ky luu hanh thuoc chira hoat chat Ceftezol phai ndp kém ho so
lam sang chirg minh an toan, hiéu qua cua thuoc.

2. Do1 voi cac don hang nhap khau thuoc thanh pham chua c6 so dang ky, ho so
dang ky thuoc chira hoat chat Ceftezol dang chd xét duyét tai Cuc Quan ly Dugc: Cuc
Quan ly Dugc chi xét duyét don hang nhéip khéau thuoc thanh pham chua c6 s6 dang
ky, xem xét trinh Hoi dong tu van cép sé dang ky sau khi co sé ndp don hang, co sé
dang ky thu6c ndp bd sung hd so' 1am sang ching minh an toan, hiéu qua cua thude va
hd so dugc thim dinh dat yéu ciu.

3. Béi voi cac thubc chira hoat chat Ceftezol dang con hiéu luc b dang ky: Yéu
cau co s s& hitu sé ding ky cung cip bd sung dir liéu lam sang nhu yéu céu néu tai
muc 1 de chimg minh an toan, hiéu qua cuia thude. Sau 01 nam ké tir ngdy ky cong van
nay, néu co s& khéng bd sung duoc dir liéu chimg minh an toan, hiéu qué cua thudc,
Cuc Quan ly Dugc s& ra quyét dinh rut sé ding ky cta céc thudc chira hoat chét
Ceftezol néu trén.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.
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