BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc lap - Tu do - Hanh phic
ss |{49€ /QLD-PK Ha Noi, ngay/f thang # nam 2012
V/v: Dang ky, luu hanh, st dung

Thuéc c6 thanh phin phéi hop
acid acridon acetic va N-Methylglucamin.

Kinh gifi:  Céc cong ty dang k¥, san xudt thudc luu hanh tai Viét Nam.

Can cit vao téng hop, bdo cdo tir cdc cd quan quan ly, chuyén moén trong
nuéc va nuéc ngodi vé viéc chua du tai liéu 1am sang ching minh hiéu qua va an
todn cha thudc c6 thanh phdn ph6i hop Acid acridon acetic va N-
Methylglucamin; :

Can c két luan cha Hoi déng xét duyét thu6c Bo Y t€ déi véi thude ¢
thanh phan phéi hop Acid acridon acetic va N-Methylglucamin,

D& dam bao st dung thudc hop 1¥, an toan, hiéu qua, Cuc Quan 1y dugc
thong bdo nhu sau:

1- Yéu cdu cic cong ty dang ky thuéc c6 thanh phan ph6i hop Acid
acridon acetic va N-Methylglucamin cung c&p ho6 so 1am sang dé 1am co s& danh
gi hiéu qua va do an toan cua thudc. Cuc Quan 1y dugc chi xem xét cdp s§ dang
k¥ sau khi hé so lam sang va céc h6 so khéc theo qui dinh dugc thim dinh dat
yéu cau.

2- Trong thdi gian chd két qua thdm dinh hé so lam sang, tam nging
khong cép s6 dang ky lan ddu va dang ky lai d6i v6i thudc cé Acid acridon
acetic va N-Methylglucamin.

Cuc Quan 1§ Dugc thong bdo dé céc don vi biét va thuc hien./. '
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