BIEU MAU 01/BE

CAM KET VE SU TUONG TU GIUA THUOC PANG KY (*)
VA THUOC THU DUNG TRONG THU TUONG PUONG SINH HQC

Kinh giri: Cuc Quan ly Dwoge- By Y té (Viét Nam)

Chung toi gdom:

Co so dang ky thubc ....(Tén day dii theo gidy phép thanh ldp)
Dia chi tai.... (Dia chi ddy dii theo gidy phép thanh ldp).

Va nha san xuét thude .......... (Tén day dii theo gidy to phdp 1y ngp kém hoé so)
Dijachitai............ (Pia chi day dii theo gidy to phdp 1y np kém hé so)

Cung cam két thudc thir trong thir trong dwong sinh hoc/ thir tuong duong do hoa tan s6 ...(ma

$0 nghién curu/ md so thir nghiém) thuc hién tai ....(¢tén va dia chi day du cua co so noi nghién

civu/ phép thir dwoc tién hanh) trong thoi gian tir ngdy....thang....ndm.... dén

ngdy....thang...nam...1a phu hop dé dai dién cho thudc diang ky/ thudc dé nghi cong b 1a thudc co
chtng minh twong dwong sinh hoc véi tén 1a....(#én thuéc/ dang bao ché/ ham lwong ciia

thudc), v6i cac thong tin cu thé nhu sau:

Noi dung so sanh Giong nhau @

Khac nhau®

- DPia diém san xuat thudc

- Cong thire bao ché cho 01 don vi lidu gom:

Thanh phan

Luong cac thanh phan

Tiéu chuén chat luong cac thanh phan

- Quy trinh san xuét thudc, bao gdm ca trang thiét bi
ding trong san xuat.

- C0 10 san xuat

Bang liét ké chi tiét cac sy khac nhau giira thudc thir dung trong nghién ciru va thudc dang
xem xét thude ding Ky/ thude dé nghi cong bo 1a thude ¢é chirng minh twong dwong sinh

hoc®




Noi dung khac nhau

Thude thir
dung trong
nghién ctu

Thubc ding ky/ Thude dé nghi
cong b 13 thude co chimg
minh twong duong sinh hoc

Cac tai liéu kéem
theo®

Dia diém san xuat thudc

Cong thirc bao ché cho 01
don vi liéu gdom:

- Thanh phan
- Lugng cac thanh phan

- Tiéu chuan chat luong cac
thanh phan

Quy trinh san xuét thudc (bao
gdm ca trang thiét bi dung
trong san xuat)

C& 16 san xuat®

(1) Tich “X” vao ngi dung phu hop

(2) Ap dung khi c6 su khdc nhau giiva hai thuéc

(3) Liét ké cdc tai liéu ngp kém chirng minh su khdc nhau giita thuéc thir ding trong nghién ciru
va thuoc dang ky khéng lam anh hwéng dén tinh dai dién cho thudce dang ky cia thudc thir.

(4) Khéng yéu cau ndp kém cdc tai liéu khi ¢ 16 ciia thudc thir diing trong thir twong drong sinh

hoc in vivo so véi ¢& 16 ciia thube dang xem xét ddp g quy dinh tai Phu luc V Théong tw nay.

(*) Trong truong hop dp dung cho khodn diém d khodn 5 Piéu T Théng tw ndy thi thudc dang ky
dwege thay bang thudc duwoe cdp gidy chitng nhdn san pham dwgc (CPP)

Chung t6i xin chiu hoan toan trach nhiém vé sy trung thyc cua cac thong tin duoc cung cép trén.

Pai dién hop phap cua
co s& ding ky thude

(Ky tén truec tiép, ghi ré chire danh,
ho tén va déng dau)

Ngay...thang.....

nam....

Pai dién hop phap cua
o’ s& san xuat thude

(Ky tén truec tiép, ghi ré chire danh,
ho tén va dong dau)




Ngudn: Thong tu 07/2022/TT-BYT



