BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tu do — Hanh phic
S6: A92 76 JQLD-bK
V/v dang ky, nhdp khiu don hang Ha N¢i, ngay 2o thdng 9 ndm 2016
thudc dang xit chira fusafungin

Kinh giri:  Céc cong ty ding ky, san xuat thudc luwu hanh tai Viét Nam.

Ngay 01/4/2016, Co quan Quan ly Dugc phim Chiu Au (EMA) da thong qua
khuyén cdo ctia Uy ban Dé4nh glé nguy co Canh gidc duge (PRAC) vé viéc rit s6 dang
ky va ngimg luu hanh céc thude dang xit chira fusafungin trén toan Chau Au. Khuyén
cdo trén dugc dua ra trén co s& két qua dénh gia cia PRAC cho thiy fusafungin c6 thé
gdy ra nhimg phan {mg di (mg nghiém trong (co thit phé quan, co it qua mirc va co
rit kéo dai cac co hé hap din téi khé thd) va lgi ich cuia thude khéng vugt trdi nguy co.

Céc ché phim dang xit miii, xjt hong chira khéng sinh fusafungin dugc sir dung
trong diéu tri nhifm khun dudng hé hip trén nhu viém xoang va viém amidan. Hién
thude dang xit chira fusafungin khong dugc cép phép luru hanh tai Viét Nam.

Cin ctr két luan cia Hoi dong tu van cdp sb dang ky luu hanh thudc - Bo Y té
d6i voi thude dang xjt chia fusafungin, d& dam bao str dung thude hop ly, an toan, higu
qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Khéng tiép nhin hd so, khong cép sé ding ky luu hanh ddi véi cac thude dang
Xit chira fusafungin, ké ca céc hd so ding ky da ndp tai Cuc Quan ly Dugc trudc ngay
ky ban hanh cong van nay.

2. Khong tiép nhin hd so, khong xét duyét don hang nhap khau thudc thanh
phim chua ¢ s6 dang ky ddi véi céc thubc dang xit chira fusafungin ké ca cac don
hang nhip khiu thude thanh phdm chwa cé sé ding ky d3 ndp tai Cuc Quan ly Duge
trude ngay ky ban hanh cong van nay.

Cuc Quan ly Dugc théng bao dé cac don vj biét va thue hién./.

Noi nhan:
- Nhu trén; )
- BT. Nguyén Thij Kim Tién (dé b/c);
- Thir truéng Lé Quang Cudmg (dé blc);
- Cyc QLKCB, Thanh tra BYT (dé phéi hop);
- Tong Cuc Hai quan — B§ TC;
- Cyuc Quin Y — BQP; Cyc Y té — BCA; Cyc Y 1é
Giao Thong van tai — B GTVT,; &
- SYT céc tinh, TP tryc thuge TW;
- Vién, BV c6 giuvdong bénh tryc thuge BYT;
- BHXH Viét Nam;
- Tong cong ty Duge Viét Nam;
- Céc chuyén gia tham dijnh hd so diing ky thufc;
- Phdng QLKDD, Phong QLTTQC (4 2 phéi hop);
- VPC (dé dua lén Website); TC Dugc&MP;
- Luu VT, BKT.




