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Kinh grii: C6c co sd ildng k!, sin xu6t thu6c luu hanh tai Vigt Nam.

Ngdy l/9/2017, Uy ban d6nh gia nguy co cinh gi6c dugc
(Pharmacovigilance Risk Assessment Committees - PRAC) cria Co quan Quin
ly Duoc phim Chiu Au (EMA) da dua ra khuy6n c6o vd vi6c ngirng luu hinh
thuiic chria paracetamol d4ng gidi ph6ng biiin ddi dang ltru hanh r6n thi truong,
khuy6n c6o nay dua tren vi€c xem xdt nguy co dtii vdi cric b6nh nhin sau khi
qu:i lidu do cich giii ph6ng phric tap cia thudc trong co th6.

Cdn cri k6t lu{n cua HQi ddng tu v6n cdp gidy ddng k! luu hdnh thu6c,
nguydn li6u lim thuiic - BO Y ti: d6i vdi rhu6c chira ho4t chdt paracetamol dqng
giii ph6ng bi6n d6i, d6 dim bio sri dpng thuiic hqp tj, an toan, hiQu qui, Cuc
Qurin lf Duo. c th6ng b6o nhu sau:

Tam thdi ngung ri6p nh{n vd xdt duyQt don hdng nh6p khdu thu6c thanh
phdm chua c6 s6 tlang k1i, hd so ddng kj mdi, hd so ttdng kj gia han; ngrmg
xem xet duy tri hi6u h,rc sii dang k! di5i voi cac thudc chria paracetamol dang
gidi ph6ng bi6n d6i kd cd cric tton hring nhip khdu cdc thu6c chua co sd dang kf.
c6c h6 so dang ky de n6p t4i CUc Qudn lf Duoc rrudc ngey ky ban hinh c6ng
vin niy.

Cqc QuAn ly' Dugc thdng brio dii c6c don vi biiit va thuc hien./.
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