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

285 /QLD-PK Ha Noi, ngay o?‘}L thang p4 ndm 2019

V/v dang ky, nhap khdu don hang céc
thudc chira hoat chét Sulfaguanidin
ding dudng ubng: céc thude chia
hoat chat Ephedrin don thanh phan
dung dudng udng va céc thudc chira
hoat chét Nitroglycerin dung dudng
uéng

Kinh gri:  Cdc cdng ty dang ky, sdn xuét thude luu hanh tai Viét Nam.

Can clr két luén cha Hoi dong tw vén cap gidy dang ky luu hanh thude,
nguyén liéu lam thubc - B6 Y té ddi véi céc thube chira hoat chét Sulfaguanidin
dung dudng ubng, cac thudce chira hoat chét Ephedrin don thanh ﬂ,han dung
dudng udng va cac thude chita hoat chét Nitroglycerin dung ducmg; ubng, tiép
theo 456/QLD-DK ngay 11/01/2018 cua Cuc Quén ly Duoc vé vige dang ky,
nhap khau don hang cac thudc chira hoat chét Sulfaguanidin; cac thude chira
hoat chit Ephedrin don thanh phdn dung dudng udng va cac thube chira hoat
chét Nitroglycerin dung duong udng, dé dam béo su dung thudc hop 1y, an toan,
hiéu qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Ngung tiép nhén va xét duyét ddi voi cac don hang nhép khau thude
thanh pham chua c6 gidy ding ky luu hanh, hd so dé nghi cap, gia han, duy tri
hidu luc gidy dang ky luu hanh thube cla céc thubc chia hoat chét
Sullaguanidin dung dudng ubng, cac thubc chia hoat chat Ephedrin don thanh
phan ding dudng udng va cac thubde chira hoat chét Nitroglycerin dung duong
udng.

2. P6i vi cac thude chira hoat chat Sulfaguanidin dung dudng udng, cac
thuéc chira hoat chit Ephedrin don thanh phdn dung duodng udng va cac thudc
chira hoat chét Nitroglycerin dung dudng uong di dugce san xuét, nhap khiu vao
Viét Nam trong thoi han s6 ddng ky con hiéu luc duge phép luu hanh dén hét
han ding cta thude.

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