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Kmh gui: Téng céng ty Dupe Viet Nam.
12 Ngo Tat To, P. Van Mieu, Q. Dong Da, Ha NGi.

Cue Quan ly Dupe nhan dupe cong van so 502/TCTD-KHCN de ngay
12/12/2018 cua c6ng ty de nghi cho y kien ve vi6c lua chon thuoc doi chdng dung
trong nghien cuu tuong duong sinh hoc phuc vu dang ky luu hanh thuoc vien nen
chura phoi hop losartan kali va amlodipine (duoi dang amlodipine besylat).

Can cu: Thong tu so 08/2010/TT-BYT ngay 26/4/2010 cua Bo truong Bo Y
te Hudng din bao cao sd lieu nghien cuu sinh kha dung/ tuong duong sinh hoc
trong dang ky thude, Cue Quan ly Dupe co y kien nhu sau:

1. Thude ddi chung phu hop dung trong nghidn cuu tuong duong sinh hoc
phuc vu viec dang ky luu hanh thuoc phdi hop co dinh lieu cua cac dupe chit
losartan kali va amlodipine (dudi dang amlodipine besylat) o cac muc ham lupng
tuong ung la 50mg/ 5mg; 50mg/ I0mg; 100mg/ 5mg va I00mg/ I0mg la cac thuoc
phat minh don thanh phén tuong ung da dupe cép 50 dang ky luu hanh tai Viet
Nam, cu the:

- Doi voi thanh phan amlodipine: Vien nen/ vien nang Amlor 5mg, 10mg
do Pfizer (Thailand) Ltd dung ten dang ky.

- Doi voi thanh phan losartan kali: Vien nen bao phim Cozaar 50mg,
IOOmg do Merck Sharp & Dohme Ltd. dung ten dang ky.

Trong so cac thuoc tren, uu tien lira chon thuoc co cung dang bao che va
ham lupng (tinh tren tung dupe chat) voi thuoc thu de lam thuoc doi chung.
Truong hop khong san co thuoc dap ung cac dieu kien nay (do tinh trang luu hanh
thirc te cua cac thuoc tren), co the lua chon trong so cac thuoc con lai mot thuoc
voi dang bao che khac va/ hoac ham lupng khac thuoc thu de lam thuoc doi chung
va dieu chinh each dung thuoc doi chung khi nghien cuu phu hop de dat dupe
muc lieu nghien cuu nhu mong muon.

2. Tuong duong sinh hoc cua cac thuoc phéi hop losartan kali va
amlodipine (duoi dang amlodipine besylat) 6 cac muc ham lupng 100mg/5mg;
50mg/5mg va 50mg/10mg tuong ung co the dupe ngoai suy tir ket qua nghien cuu
tuong duong sinh hoc cua thuoc phoi hop cac dupe chat nay d muc ham lupng
IOOmg/IOmMg khi dap ung day du cac dieu kien sau:

- Cac thuoc dupe ngoai suy ket qua va thuoc da thiet lap dupe tuong
duong sinh hoc in vivo dupe san xuat theo cung mot quy trinh san xuat tai cung
mot dia diem san xuat cua cung mot nha san xuat.

- Cac thuoc dupe ngoai suy ket qua va thuoc da thiet lap dupe tuong
duong sinh hoc in vivo co cong there bao che theo ty le (truong hop 02 dupe chat



dirge bao che thanh 02 lap rieng biet, cong thuc bao che theo ty le phai dap ung
doi vai tirng lap chua dugc chat).

- Bieu do hoatan cua cac thuoc dugc ngoai suy ket qua tai cac moi trudng
pil thu nghiem phai tuang tir bieu do hoa tan cua thuoc da thiet lap dugc tuang
duang sinh hgc in vivo.

Cue Quan ly Dugc thong bao de cong ty biet va thuc hien theo dung cac
quy dinh hien hanh./.
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