BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6: 455 /QLD-BK
V/v ding ky, nhap khiu don hang cac Ha Noi, ngay A1 thdng 0f ndm 2018

thudc chira hoat chat Sulfaguanidin;
cac thude chira hoat chit Ephedrin
don thanh phin ding dudng udng va
cic  thuéc choa hoat chét
Nitroglycerin ding duong udng

Kinh gui: Céac cdng ty dang ky, san xuat thuée luu hanh tai Viét Nam.

Can ct két luan cua Ho1 dong tu van cap gidy dang ky luu hanh thudc,
nguyén liéu lam thudc - Bo Y té ddi véi céc thude chira hoat chdt Sulfaguanidin;
cac thude chira hoat chét Ephedrin don thanh phan ding dudng udng va céac thude
chira hoat chat Nitroglycerin dung duong udng, dé dam bao sir dung thube hop 1y,
an toan, hiéu qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Ngumg tiép nhan va xét duyét don hang nhap khau thudc thanh phém chua
¢6 gidy dang ky luu hanh, hd so d& nghi cap, gia han, thay d6i/bd sung gidy dang
ky lwu hanh d6i véi véi céc thube chira hoat chat Sulfaguanidin; cac thudc chira
hoat chit Ephedrin don thanh phin ding dudng udng va céc thude chira hoat chat
Nitroglycerin ding dudng udng.

2. Pbi v6i cac thube chira hoat chét Sulfaguamdm céc thude chira hoat chat
Ephedrin don thanh phan ding dudng ubng va cac thuéc chtra hoat chat
Nitroglycerin ding dudng udng dang con hiéu luc gidy ding ky luu hanh hodc con
han ding dang luu hanh trén thi truong: Trong vong 06 thang ké tlir ngay ban hanh
cong van nay, yéu cau cong ty dang ky béo cao an toan, hiéu qua cua cac thuoc
chtra hoat chéat Sulfaguanidin, Ephedrin dudng ubng va Nltroglycerm duong udng
(theo mau 3A/TT, 3B/TT quy dinh tai Thong tu s0 44/2014/TT-BYT ngay
25/11/2014 cta B Y té qui dinh viéc dang ky thuoc) Trén co s¢ bao céo cua cac
co s0, Cuc Quan ly Dugc s& xem xét quyet dinh ve viéc luu hanh céac thubc néu
trén.

Cuc Quan Iy Duoc théng bdo dé cac don vi biét va thuc hién./.
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