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CUC QUANLY DUQC S Doc lap - Tu do — Hanh phiic
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f 1&*5: ME; - 3! gui: Céc cong ty dang ky, san xuét thudc Iuu hanh tai Viét Nam. |
@ T1eg_§h£ cong van sO 4398/QLD-DK ngay 03/4/2012 ctia Cuc Quan 1y Duoc

1€n quan d8n yeu ciu cac cong ty dang ky cung cap hd so lam sang khi dang ky thuoc
c6 thanh phan phdi hop gitta almitrin véi raubasin, trén co s& tong hop bio cdo két qua
danh gid h6 so lam sang thubc cé thanh phan phodi hop gifta almitrin véi raubasin
(thudc Duxil do cong ty Les Laboratoires Servier — Phdp san xuit) cho thay két qua
thi nghiém lam sang khong ching minh dugce loi ich cua Duxil vuot tré1 hon nguy co
lién quan dén tic dung khong mong muén cua thuoc dem lai trén quan thé bénh nhan
sa sut tri tué do nguyén nhan mach mau rthung khong c6 14 1an (VCIND).

Can cu két luan cta Hoi dong xét duyét thudc - Bo Y t€ doi véi thude ¢é thanh
phan phdi hop almitrin v6i raubasin va dé dam bao st dung thudc hop 1y, an toan, hiéu
qua, Cuc Quan 1y duoc théong bio nhu sau:

1- Ngimg ti€p nhan va xét duyét ho so dé nghi cap s6 dang ky cho cac thudc
chita phéi hop hoat chat almitrin véi rautasin k€ ¢a cdac ho so diang ky méi, ding ky lai
da nop tai Cuc Quan ly Duogc tru6c ngay ky ban hanh c6ng van nay. '

2- Ngimg ti€p nhan va xét duyét don hang nhap khiau nguyén liéu almitrin,
nguyén liéu raubasin, ban thanh pham dang don chat va ban thanh pham dang phoi
hop ctia almitrin v6i raubasin dé san xudt thudc thanh phdm chda phoi hop hoat chat
almitrin vGi raubasin ké ca ciac don hang, da nop tai Cuc Quan ly Duogc trude ngay ky
ban hanh c¢6ng van nay.

3- Ngimg ti€p nhan va xét duyét don hang nhap khau thudc thanh pham chira
phoi hop hoat chét almitrin v6i raubasin ké ca cidc don hang da nop tai Cuc Quan 1y
Dugc trude ngay ky ban hanh cong van riay.

Cuc Quan ly Duoc thong bdo dé cic don vi biét va thuc hién./.

KT CUC TRUONG

Noi nhdn:
- Nhur trén:
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Cao Minh Quang (dé b/c); -
- Cuc QLKCB, Thanh tra BYT (dé phoi hop);
- Tong Cuc Hai quan — Bo TC;
- S8 Y t€ cac tinh, TP truc thudéc TW;
- Cuc Quan Y — Bo Quéc Phong, Cuc Y té€ — BO Codng an;
Cuc Y t€ Giao Thong van tai;
- BHXH Vi1ét Nam;
- Tong cong ty Dugc Viét Nam;
- Trung tam DI & ADR Quoc g1a va Khu vuc;
- Cdc chuyen gia PC, DL tham dinh ho so dkt
- Phong QLKDD, Phong QLTTQC;
- Van phong Cuc (Websue) Tap chi Dugc va MP;

- Luu VT, DKT.




