BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phuc

S6: 492746 |QLD-DK

V/v dang ky, nhap khau don hang Ha Noi, ngay AD thang 9 ndm 2016
thudc dang xit chtra fusafungin

Kinh glri:  Céc cong ty dang ky, san xuat thudc luu hanh tai Viét Nam.

Ngay 01/4/2016, Co quan Quan ly Dugc phdm Chau Au (EMA) da thong qua
khuyén céo ctia Uy ban Panh gla nguy co Canh gidc dugc (PRAC) vé viéc rut sd dang
ky va nglmg luu hanh céc thude dang xit chira fusafungin trén toan Chau Au. Khuyén
céo trén dugc dua ra trén co s két qua danh gia cia PRAC cho thdy fusafungin c6 thé
gdy ra nhiing phan ung di ung nghiém trong (co thét phé quan co rut qua muc va co
riit kéo dai cac co ho hdp dan t&i kho thd) va loi ich clia thude khoéng vuot trdi nguy co.

Céc ché pham dang xit miii, xit hong chira khang sinh fusafungin duoc st dung
trong diéu tri nhifm khuin duong ho hap tren nhu viém xoang va viém amidan. Hién
thube dang xit chtra fusafungin khong dugc cap phep luu hanh tai Viét Nam.

Cin cr két ludn cua Hoi ddng tu van cap sb dang ky Iuu hanh thube - Bo Y té
déi v6i thude dang xit chta fusafungin, & dam béo st dung thudc hop 1y, an toan, hiéu
qua, Cuc Quan ly Dugc thong bao nhu sau:

1. Khong tiép nhan hd so, khong cép sb dang ky luu hanh dbi véi céc thude dang
xit chira fusafungin, ké ca cac hd so déng ky da nop tai Cuc Quan ly Dugce trude ngay
ky ban hanh coéng vén nay.

2. Khong tlep nhan hé so, khéng xét duyét don hang nhap khau thudec thanh
phdm chua c6 sb dang ky d6i véi cac thude dang xit chtra fusafungin ké c& cac don
hang nhap khéu thudc thanh phim chua c6 sb dang ky da ndp tai Cuc Quén ly Duoc
trude ngay ky ban hanh céng van nay.

Cuc Quén ly Dugc thdng bao dé cac don vi biét va thuc hién./.

Noinhan:
- Nhu trén;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Thir trudng Lé Quang Cudng (dé b/c);
- Cuc QLKCB, Thanh tra BYT (dé phdi hop);
- Tong Cuc Hai quan — B¢ TC;
- Cuc Quén Y — BQP; Cuc Y té — BCA; Cuc Y té
Giao Thong vén tai — Bd GTVT;
- SYT céc tinh, TP truc thugc TW;
- Vién, BV c¢6 giuong bénh truc thudc BYT;
- BHXH Viét Nam;
- Téng cong ty Dugc Viét Nam;
- Céc chuyén gia thdm dinh hd so dang ky thudc;
- Phong QLKDD, Phong QLTTQC (dé phéi hop);
- VPC (dé dua lén Website); TC Dugc&MP;
- Luu VT, bKT.




