BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

S6 3769 /QLD-DK Ha No¢i, ngay 15 thdng 04 nam 2021
V/v lua chon TBC

dung trong NCTDSH

Kinh gui : Sun Pharmaceutical Industries Limited.

bia chi : UB Ground, 5 & AMP, 6th Floors, Sun House, CTS No. 201, B/1
Ram Nagar, Western Expess Highway, Goregaon East, Mumbai
400063, Maharashtra, India.

Cuc Quan 1y Dugc nhan dugc cong van dé ngay 19/01/2021 cua cong ty dé
nghi cho y kién vé viéc lua chon thudc déi ching dung trong nghien cttu tuong
duong sinh hoc thudc vién nén bao phim phong thich co kiém soat chira natri
valproat 500mg/ vién (dudi dang phdi hop gdm natri valproat 330,0mg va acid
valproic 145,0mg).

Can cit Thong tu s6 08/2010/TT-BYT ngay 26/4/2010 Hudng dan bao c4o
nghién ctru sinh kha dung, trong duong sinh hoc trong dang ky thudc, Cuc Quan
Iy Dugc cé y kién nhu sau:

- Thudc vién nén bao phim phong thich phong thich kéo dai Depakine
Chrono (sé dang ky: VN-16477-13) chua natri valproat 333mg va acid valproic
145mg, da dugc cong bd 1a biét duge gdce tai Quyét dinh sé 2296/QD-BYT ngay
07/01/2013 ctia Bd Y té Cong bd danh muyc thude biét duge gde (Dot 7), du diéu
kién 1am thubc ddi chung trong nghién ctru twong dwong sinh hoc dé dang ky luu
hanh thudc generic chura ph01 hop natri valproat va acid valproic voi ham lugng
va ché d6 liéu twong tu thudc ddi chung.

Cuc Quan ly Dugc thong bdo dé cong ty biét va thuc hién ding céc quy
dinh hién hanh./.
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