N - BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
; g Navlssti CUC QUAN LY DUQC Poc 1dp — Tw do — Hanh phic

%7 407:00

S6: 15473 /QLD-BK Ha Néi, ngay31 théng 12 ndm 2021
V/v lya chon TDC dung trong NC
TDSH phuc vu DK luu hanh thuoc

Kinh guri: Cong ty Co Phﬁn duogc — trang thiét bi y té Binh Dinh
Dia chi: 86 498 Nguyén Thai Hoc, P. Quang Trung, TP. Qui Nhon,
Binh Dinh

Cuc Quan Iy Dugc nhan dugce cong vin s 1057/CV-DBD dé ngay 29/10/2021
cua cong ty v€ vi¢e lya chon thudc ching dung trong nghién ctru tuong duong sinh
hoc cac thude cong ty du kién thue hién nghién clru danh gia twong duong sinh hoc
dé dang ky luu hanh.

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

_ Can clr Thong tu s6 08/2010/TT-BYT ngay 26/04/2010 ciia BO Y t€ Hudng
dan bao cdo s liéu nghién ctru sinh kha dung/ twong duong sinh hoc trong dang ky
thude

Cuc Quan ly Dugc thong bao nhu sau:

1. Cac thubc da duge BO Y té cong b 1a thude biét duge gbe dap img nguyén
tc thir nhit trong cac nguyén tac lua chon thudc dbi chirng quy dinh tai Phy luc 1 -
Thong tu 08/2010/TT-BYT.

2. Béi voi cac thube cua cong ty néu tai cong van trén di duge Bo Y té cong
b 1a thude biét duge géc, nhu vy, da diéu kién 1am thudc ddi ching trong nghién
ctru twrong duong sinh hoc phuc vu viée diang ky luu hanh cac thude generic twong
ung cong ty dang nghién ctru:

STT Thubc ddi chirng Hoat chit/ ham lwong S6 ding ky
1 Vién nén bao phim Jardiance | Empagliflozin 25mg VN2-606-17
2 Vién nén bao phim Atelec Cilnidipin 10 mg VN-15704-12
Tablets 10
3 Vién nén bao phim Trajenta Linagliptin 5 mg VN-17273-13
4 Vién nén bao phim Trajenta Linagliptin 5 mg va VN3-4-16
Duo metformin 1000 mg

Cuc Quan Iy Duoc thong bao dé cong ty biét va thuc hién theo dung quy dinh

hién hanh./.
Noi nhén: KT. CUC TRUONG
- Nhu trén; 1 BEHO CUC TRUONG
- Website Cuc Quan ly Dugc /.05 2\ —
- Cyc trudng (dé b/c) \ AEN

- PCT Nguyén Thanh Lam (dé b/c)
- Luu VT, DKT (T.Hoa)
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