BOY TE CONG HOA XA HOI CHU NGHITA VIET NAM
CUC QUAN LY buQcC Paoc 1ap - Tw do - Hanh phtc

SO /QLD-bK Ha Noi, ngay J £ thang § nam 2017

V/v dang ky, nhap khau don hang
thudc chtra hoat chat Ceftezol

Kinh glri:  Cac co s¢ dang ky, san xuat thubc luu hanh tai Viét Nam.

Trén thé gidi, thudc chira hoat chat Ceftezol da duoc cap phép lvu hanh tir rat
lau. Tuy nhién, qua cap nhat théng tin vé tinh hinh st dung thubc trén thé gidi: hién
nay thudc chira hoat chat Ceftezol khdng con duoc cap phép lwu hanh tai cdc nuéc
tham chiéu nhu Hoa Ky, Canada, Anh, Phap, Uc, New Zealand va cac nwéc tham gia
EMA.

Can ct két luan cta Hoéi dong tv van cap gidy dang ky lwu hanh thuéc, nguyén
liéu lam thudc - BO Y t€ doi voi thube chira hoat chat Ceftezol, dé ddm bao s dung
thubc hop ly, an toan, hiéu qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Yéu cau cac co s& khi ndp don hang nhap khau thu6e thanh pham chuwa cé so
dang ky, ho so dang ky luu hanh thubc chita hoat chat Ceftczol phai nop kém ho so
lam sang chiing minh an toan, hiéu qua cua thudc.

2. Boi voi cac don hang nhap khau thu6e thanh pham chua c6 sé dang ky, ho so
dang ky thudc chra hoat chat Ceftezol dang cho xét duyét tai Cuc Quan ly Dugc: Cuc
Quan ly Dugc chi xét duyét don hang nhap khau thu6c thanh phadm chwa co s6 dang
ky, xem xét trinh HOi dong tu van cap s6 dang ky sau khi co s& ndp don hang, co s&
dang ky thudc ndp bd sung ho so 1am sang chirng minh an toan, hiéu qua cla thubc va
ho so duoc tham dinh dat yéu cau.

3. B6i voi cac thube chira hoat chat Ceftezol dang con hiéu luc s6 dang ky: Yéu
cau co s& so hitu sd dang ky cung cdp bo sung dir liéu 1dm sang nhv yéu cau néu tai
muc 1 dé ching minh an toan, hiéu qua cla thudc. Sau 01 nam ké tlr ngay ky cong van
nay, néu co s& khong bd sung duoc dir liéu chirng minh an toan, hiéu qua cua thudc,
Cuc Quan ly Duoc sé ra quyét dinh rat s6 dang ky cla cac thu6c chira hoat chat
Ceftezol néu trén.

Cuc Quan Iy Dugc thong bao dé cac don vi biét va thuc hién./.

Noi nhan: KT. CUC TRUONG
. Nhu trén;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Quoc Cuong (dé blc);

- Cuc QLKCB, Thanh tra BYT (dé phdi hop);

- Téng Cuc Hai quan - B TC;

-Cuc Quan Y - BQP; Cuc Y té - BCA; Cuc Y té
Giao Thong van tai - B6 GTVT;

- BHXH Viét Nam;

- Tong cong ty Duoc Viét Nam - Cong ty cO phan;
- Trung tdm DI & ADR Qudc gia;

- B moén Dugc ly - Trudng BH Y Ha Ndi;

- Céc chuyén gia tham dinh ho so dang ky thudc;

- Phong QLKDD, Phong QLTTQC (dé thurc hién);
- VPC (dé dua Ién Website); TC Duwoc&MP;

- Lwu VT, BKT.





