BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do — Hanh phic

s6: A2 76 JQLD-DK

V/v dang ky, nhip khiu don hang Ha Ngi, ngay fo thdng 9 nam 2016
thuc dang xit chira fusafungin

Kinh giri:  Céac cong ty ding ky, san xut thudc lwu hanh tai Viét Nam,

Ngay 01/4/2016, Co quan Quan ly Dugc phdm Chéu Au (EMA) da thong qua
khuyén céo ctia Uy ban Pénh gxa nguy co Canh gidc duge (PRAC) vé viée rit s6 dang
ky va nglmng luu hanh céc thube dang xit chira fusafungin trén toan Chau Au. Khuyén
cdo trén dugc dua ra trén co s& két qué danh gia ciia PRAC cho thiy fusafungin c6 thé
gdy ra nhimg phan {mg di img nghiém trong (co thit phé quan, co rit qua mic va co
rat kéo dai cac co hd hip din téi khé thd) va loi ich ciia thube khong vuot tri nguy co.

Cac ché phim dang xit miii, xjt hong chira khéng sinh fusafungin duoc sir dung
trong diu tri nhiém khuin dudng hd hp trén nhu viém xoang va viém amidan. Hién
thudc dang xit chira fusafungin khdng dugc cip phép luu hanh tai Viét Nam.

Cin ctr két luan ciia Hoi ddng tu van cdp sé dang ky luu hanh thude - B Y té
d6i v6i thube dang xit chira fusafungin, dé dam bao str dung thudc hop 1y, an toan, higu
qua, Cuc Quan ly Dugce thong bdo nhu sau:

1. Khéng tiép nhan hd so, khéng cdp sé ding ky luu hanh déi véi cac thude dang
Xit chita fusafungin, ké ca cac hd so dang ky da ndp tai Cuc Quan ly Dugc trude ngay
ky ban hanh cong van nay.

2. Khong txep nhan hd so, khong xét duyét don hang nhap khdu thudc thanh
phém chua ¢6 s6 dang ky dbi véi cac thube dang xit chira fusafungin ké ca cac don
hang nhp khu thudc thanh phdm chwa ¢ sé ding ky ¢3 ndp tai Cuc Quan ly Duge
trude ngay ky ban hanh cong vén nay.

Cuc Quan 1y Dugc théng bao dé cac don vj biét va thuc hién./.

Noi nhin:
- Nhu trén; .
- BT. Nguyén Thi Kim Tién (dé b/c)
- This truéng Lé Quang Cudmg (dé bfc),
- Cyc QLKCB, Thanh tra BYT (d& phéi hop);
- Téng Cuc Hai quan ~ B TC; \e gt
- Cuc Quan Y — BQP; Cuc Y té — BCA; Cuc Y 6 ™
Giao Thong vén tai — B6 GTVT; ‘
- SYT céc tinh, TP tryc thudée TW
- Vién, BV cé giudng bénh truc thuéc BYT;
- BHXH Viét Nam;
- Tong cdng ty Duge Viét Nam;
- Chc chuyén gia thim dinh hd so din ky t thube;
- Phong QLKDD Phong QLTTQC (dé phéi hop);
- VPC (dé dua 1én Website); TC Duoc&MP;
- Luu VT, DKT.

CUC TRUO!



SO Y TE PONG THAP

So: 383/SY-SYT
Noi nhin:
- Céac don vi truc thudc;
- Cong ty CP DP Imexpharm;
- Cong ty CP XNK YT Domesco;
- Phong Y té cac huyén, thi, thanh phé;
- Thanh tra, NVD (theo d&i)
- Trang Web Sé.
- Luu VT.

SAO Y BAN CHINH

Dang Thdp, ngay 29 thang 9 nam 2016
TL. GIAM POC
(Biét dé CHANH VAN PHONG

trién khai . .
thyc hién) Nguoi ky: SoY te
Email:

> syt@dongthap.gov.vn
Y, & Co quan: UBND tinh

Dong Thap
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