BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do — Hanh phic
ss: /§'¢j 2§QLD-PK
V/v ding ky luu hanh thu6c chita phéi Ha Noi, ngay 03,7 thdng /W ndm 2012

hgp hoat chat almitrin vé§i raubasin
Kinh giri: C4c cong ty dang k¥, san xuit thu6c luu hanh tai Viét Nam.

Tiép theo céng vin s6 4398/QLD-DK ngay 03/4/2012 ctia Cuc Quan 1y Dugc
lién quan dén yéu ciu cdc cong ty ding ky cung cdp hé so 1am sang khi dang ky thudc
c6 thanh phan phéi hop gitra almitrin vdi raubasin, trén cd s& tdng hgp bdo cdo két qua
danh gid hé so lam sang thu6c cé thanh phdn phéi hgp gii‘ra almitrin v&i raubasin
(thudéc Duxil do cong ty Les Laboratoires Servier — Phap san xudt) cho thay két qua
thir nghiém 1am sang khoéng chimg minh duge lgi ich cia Duxil vugt tréi hon nguy co
lién quan dén tac dung khong mong mudn cta thu6c dem lai trén quﬁn thé bénh nhan
sa sfit trf tué do nguyén nhan mach mdu nhung khéng ¢4 1§ 1an (VCIND).

Cin ot két luan cua Hoi dong xét duyét thuSc - B Y t€ d6i v6i thude c6 thanh
phén phdi hgp almitrin véi raubasin va dé ddm bdo sit dung thuéc hop 1y, an toan, hi¢u
qua, Cuc Quan 1§ dugc thong bo nhu sau:

1- Ngimg ti€p nhan va xét duyét hé so dé nghi cip s6 diang k¥ cho cdc thudc
chita phéi hop hoat chat almitrin véi raubasin ké ca c4c hd so dang k¥ méi, dang ky lai
da nop tai Cuc Quan ly Duge truée ngay ky ban hanh cong vin nay.

2- Ngimg tiép nhan va xét duyét don hang nhip khdu nguyén liéu almitrin,
nguyén li¢u raubasin, bdn thanh pha'm dang don chat va ban thanh phdm dang phdi
hop clia almitrin v6i raubasin dé san xu4t thuSc thanh pham chita phéi hgp hoat chat
almitrin v&i raubasin k€ ca c4c don hang da nop tai Cuc Quan 1§ Dugc trudc ngdy ky
ban hanh cdng van nay.

3- Ngimg ti€p nhin va xét duyét don hang nhap khdu thu6c thanh pham chira
phéi hop hoat ch4t almitrin v6i raubasin k€ ca cdc don hang da nop tai Cuc Quan ly
Dugc truéc ngay k¥ ban hanh c6ng vin nay.

Cuc Quan 1y Dugc thong bio dé cdc don vi biét va thuc hién./.
Noi nhdn: KT. CUC TRUONG

- Nhur trén;

- BT. Nguyén Thi Kim Tién (dé€ b/c);

- TT. Cao Minh Quang (d€ b/c);

- Cuc QLKCB, Thanh tra BYT (dé ph6i hop):

- Téng Cuc Hai quan — Bo TC;

- 88 'Y & c4c tinh, TP truc thudc TW;

- Cuc Quan Y — B Qudc Phong; Cuc Y 1€ - Bo Cong an;
Cuc Y 1€ Giao Thong van tai; wmimese

- BHXH Viét Nam; Nguyén Van Thanh
- Tong cong ty Dugc Viét Nam;

- Trung tam DI & ADR Qudékc gia va Khu wyc;

- C4c chuyeén gia PC, DL thim dinh hé so dkt;

- Phdng QLKDD, Phang QLTTQC;

- Van phong Cuc (Website); Tap chi Dugc va MP;

- Lwu VT, DKT.
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