BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Tu do - Hanh phic
So: §8S /QLD-DK Ha Noi, ngay o4 thang g4 nam 2019

V/v dang ky, nhap khau don hang cac
thube chira hoat chit Sulfaguanidin
ding dudng ubng; céc thude chia
hoat chét Ephedrin don thanh phén
ding dudng udng va céc thude chira
hoat chét Nitroglycerin ding dudmg
ubng

Kinh gui:  Céc cong ty ding ky, san xuét thude luu hanh tai Viét Nam.

Cén ctt két luan cia Hoi dong tu vin cép gidy ddng ky luu hanh thudc,
nguyén liéu lam thuoc - B Y t€ doi véi cac thube chira hoat chét Sulfaguanidin
dung dudmg udng, céc thude chita hoat chét Ephedrin don thanh phéan dung
duong uong va cac thuodc chira hoat chét Nitroglycerin ding duong udng, tiép
theo 456/QLD-PK ngay 11/01/2018 ctia Cuc Quan ly Dugc vé viée déng ky,
nhép khau don hang cac thudc chira hoat chat Sulfaguanidin; cdc thube chia
hoat chat Ephedrin don thanh phén ding dudng uéng va cée thube chita hoat
chat Nitroglycerin dung duong uéng, dé dam bao sir dung thudc hop ly, an toan,
hiéu qua, Cuc Quén ly Dugc théng bdo nhu sau: ,

1. Ngung tiép nhan va xét duyét dbi véi cac don hang nhép khau thuoc
thanh pham chua cé gidy ding ky luu hanh, hd so dé nghi cap, gia han, duy tri
hiéu lyc gidgy diang ky luu hanh thubc cla cdc thube chira hoat chét
Sullaguanidin ding duong uong, cac thude chira hogt chit Lphedrin don thanl
phén dung duong udng va cic thube chira hoat chat Nitroglycerin ding dudng,
udng. ,

2. D0i v6i céac thude chita hoat chat Sulfaguanidin dung dudng udng, céc
thu6e chura hoat chat Ephedrin don thanh phén dung dudng uong va céc thudce
chira hoat chat Nitroglycerin ding dudng ubng da duoc san xuit, nhap khau vao
Viét Nam trong thoi han s6 dang ky con hiéu lye duge phép luu hanh dén hét
han dung cta thudc.

Cuc Quan ly Duoc théng bio dé cac don vi biét va thyc hién./.
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