Muc 3. Tiéu chuin danh gia vé ky thuit

3.1. Phwong phap danh gia:

Viéc danh gia vé k¥ thuat 4p dung phuong phap chim diém dé danh gia véi
thang diém tdi da 1a 100, cu thé nhu sau:

a) Chat luong thudc: 70% tong s diém (70 diém).

b) Pong géi, bao quan, giao hang: 30% tong s6 diém (30 diém).

¢) E-HSDT dugc danh gia dap Gmg yéu cau vé ky thuat khi dap tmg du cac yéu
cau sau:

- Diém cua timg tiéu chi tai yéu cau vé chat luong thudc va vé dong goi, bao
quan, giao hang khong thap hon 60% diém t6i da tiéu chi do.

- Téng diém cua tat ca cac tiéu chi danh gid vé mat k¥ thuat khong thap hon
70% tong so di€ém.

boi Yc’ri cac thpéc co hiéu q}lé diéu tri cao (thuéc san xuat toan b‘cf) trén dﬁy
chuyén san xuat dat nguyén tac, tieu chuan EU-GMP hodc day chuyén san xuat
dat nguyén tac, tiéu chuan twong duong EU-GMP tai nude 1a thanh vién SRA
va dugc cap phép, luu hanh boi mot trong co quan quan ly dugc cac nude tham
chiéu...), Chu dau tu co the quy dinh murc diém yéu cau tdi thiéu vé k¥ thuat
khong thap hon 80% téng sb dlem‘ t6i da vé k¥ thuat.

3.2. Bang tiéu chuan danh gia ve ky thuat: tai Phan 4 Phu luc ban hanh kém
Mau E-HSMT nay.



