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ﬁ s e BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
- /g 1 11€YC QUAN LY DUQC Poc lap — Tw do — Hanh phic

So6: 2119 /QLD-bK Ha Ngi, ngay 28 thang 03 nam 2022
VIV lya chon TDC dung trong NC
TDSH phuc vu DK luu hanh thude

Kinh giri: Cong ty TNHH Medochemie (Vién Déong)

Dia chi: 40 VSIP II duong s6 6, KCN Viét Nam — Singapore 11, Khu
lién hop Cong nghiép — dich vu - d6 thi Binh Duong, P. Hoa Phu, TP.
Tha Dau Mét, Binh Duong.

Cuc Quan ly Dugc nhan duge cong van sO 01/2022/TbSH-MCFE dé ngay
02/02/2022 cta cong ty ve viée lya chon thuoc ching d€ dung trong nghién ctru
twong duong sinh hoc cua thudc vién nén bao phim Vildagliptin/Metformin
(50mg/1000mg va 50mg/850mg) phuc vu dang ky luu hanh thuoc.

Can cir Luat Dugc s6 105/2016/QH13 ngay 06/4/2016;

_ Can ctr Théng tu s0 08/2010/TT-BYT ngay 26/04/2010 ctia Bo Y té Hudng
dan bao cao s6 li¢u nghién ctru sinh kha dung/ twong duong sinh hoc trong dang ky
thudc,

Cuc Quan 1y Dugc ¢6 ¥ kién nhu sau:

1. Uu tién lya chon thudc phat minh dang luu hanh tai Viét Nam lam thudc
d6i chimg theo nguyén tic thir nhat hodc c6 thé st dung thudc dbi chimg 1a thudc
phat minh da duoc cap phép va dang duoc luu hanh tai mot trong cac nude thanh
vién ctia ICH theo nguyén tic thir ba trong cac nguyén tic lya chon thude dbi ching
quy dinh tai Phu luc 1 - Thong tu 08/2010/TT-BYT.

2. Trong truong hop nghién ciru di sir dung thude d6i chimg 1a thude phat
minh nhung khong phai thudc phat minh dang luu hanh tai Viét Nam, co s dang ky
can cung cap céc sb liéu ching minh kha ning thay thé 1dn nhau gitra thudc phat
minh d3 sir dung trong nghién ciru va thude phat minh dang luu hanh tai Viét Nam
theo quy dinh tai khoan 1 Diéu 5 Thong tu 08/2010/TT-BYT.

3. V& 16 thudc d6i ching st dung trong nghién ctru twong dwong sinh hoc va
16 thudc ddi chtng sir dung trong nghién ciru chimg minh kha nang thay thé 1an nhau
tai khoan 2 néu trén khong bat budc phai cting mot 16.

Cuc Quan 1y Dugc thong béo dé co so biét va thyc hién theo diing quy dinh

hién hanh./.
Noi nhén: KT.CUC TRUONG
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- Website Cuc QLD;
- Luu VT, bKT.
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