BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phiic

Sa: 4430 [QLD-DK Ha No¢i, ngay y Gthang 4 ndm 2018

V/v déng ky, nhép khiu don hang
thude chira hoat chét paracetamol
dang giai phong bién doi

Kinh glri:  Céc co s& ding ky, san xudt thudc luu hanh tai Viét Nam.

Ngay 1/9/2017, Uy ban danh gia nguy co canh giac duoc

~ (Pharmacovigilance Risk Assessment Committees - PRAC) ctia Co quan Quan

Iy Dugc phdam Chau Au (EMA) da dua ra khuyén cdo vé viéc ngimg luu hanh
thudc chira paracetamol dang giai phong bién ddi dang luu hanh trén thi truong,
khuyén cdo nay dua trén viéc xem xét nguy co dbi voi cdc bénh nhén sau khi
qué lidu do céch giai phong phtrc tap cta thude trong co thé.

Can ctr két luan ctiia Hoi dong tu vén cép gidy dang ky luu hanh thuéc,
nguyén liéu lam thube - Bo Y té di v6i thude chira hoat chét paracetamol dang
giai phong bién dbi, dé dam bao st dung thudc hop ly, an toan, hiéu qua, Cuc
Quan ly Dugc thong bao nhu sau:

Tam thoi ngimg tiép nhan va xét duyét don hang nhéap khau thudc thanh
pham chua c6 s6 ding ky, hd so ding ky mdi, hd so ding ky gia han; ngimg
xem xét duy tri hidu luc sé ding ky dbi véi cac thude chira paracetamol dang
giai phong bién doi ké ca cac don hang nhap khau cac thude chua c6 s6 dang ky,
céc hd so ding ky da nop tai Cuc Quan ly Duoc trude ngay ky ban hanh cong
van nay.

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