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Duxil (Almitrine-Raubasine)
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HdNOi,nSdy 0) thdng tt ndm2012

Kinh gui:
- Les Laboratoires Servier (VPDD: 2A Nguydn Dinh Chidu, Hd

BdTrung, Hd N0i);
- C6c cong ty dlng kf, san xudt vi nh{p khdu thudc luu he'nh tai

.{..,. Vi6t Nam (Soi fit ld cbng tY).

Li€n quan ddn thudc chrla ph6i hqp thanh phan Almitrine-Raubasine (bi€t duo. c

Duxil cfia'cOng ty Lrs Laboraioires Servier), vho th6ng sn[l,9oq3* guan l!
duo. c phdm frulng euOc (SFDA) ra quydt dinh rft sd dang kf cira Duxil do kdt qu6

ttut ngtriqm tam sang khong chrlng minh duo.c hiQu qui didu tri cta thudc.

MQr phan dch gop cong bd nem 2011 trcn co s& dt li€u Cochrane d6nh gi6 v6

hiQu qui i,iu d^ng ptroi t qpAlmiuine-Raubasine trong didu tri sa sft tri tue da qp
hSrp t3t qul tt I tTrt nghiem lAm shng v6i tdng c6ng 206 benh 

-nhan. 
PhAn tich ddng

th& cA 3 thrl nghiQm itro ttrtry Duxil c6 hiQu qui trong viQc cii thiQn chfc nAng tri
tue theo thang didm MMSE. Tuy nhien, c6ct6c gii ctra nh6m nghien cfu phan tich
g6p dd chi ru=rnot rd h4n chd cira 3 tht nghiQm lam shng: chdt lugng thdp, sp lugng

6ei,f, nfran it, cd sai lQch lcrn vd xudt Uan, ao d6 khOng dri bAng chrlng dd chrlng

minh hi6u qui cira Duxil trong didu tri bQnh l! ndy.

Th6ng k6 tt co s6 d[ Iieu to]rn cdu vd phan rlng c6 h?i cta thu6c (vigibase) rit
OUOtftgT-8-ZU7l}OLL cho thay c6 tdng s6 434 bidn cd ba't loi de dugc ghi nhfln,

trong d6 c6 53 bidn c6 thdn kinh, 19 bidn cd thAn kinh ngo4i bi6n vi 68 bidn cd li6n
quan den giim cAn.

Co sd d[ liQu vd ADR cria thu6c luu tai Trung tAm Qu6c gia vd Th6ng tin
thudc vh Theo d6i phan rlng c6 h4i cira thudc tt nam 2006-2009 cho thdy kh6ng c6

b6o c6o ndo li€n quan adn Duxil hay clc ch6 phdm chrla ph6i hqp Almitrine-
Raubasine.

Thudc Duxil vh thudc chrla ph6i hgp thnnh phdn Almitrine-Raubasine d6 drro. c

cdp sd dang ky & Vict Nam. HiQn Duxil dd bi nit s6 deng k, luu henh t4i Ph6p do

ti,Ong 
"ung 

cdp di bitrg chung dd chung minh cho c6c chi dinh d6 duo.c ph€ duyet

cria Duxil,a 
"ttne 

tdCdung khong mong mu6n hi6m c4p nhu bQnh li thdn kinh
ngo4i bien, giAm cin cflng d6 dugc ghi nh{n.

Cen cf kdt luAn cria HQi ddng x6t duyfl thudc - BQ Y te;

od aim b6o sft dgng an tohn vd hiQu qua thudc Duxil vd c6c thu6c chrla thinh
phAn ph6i hqp Almitrine-Raubasine, Cuc Quan lf Duoc y€u cdu:

1. Cong ty Les Laboratoires Servier cung cdp chi tidt vd c6c thong tin lien quan

ddn vi€c luu hanh vi kdt qui thfi nghiQm lAm sing ddi vdi thu6c Duxil di ti6n hinh
theo y6u cdu cria Co quan-quan tf duop Trung Qu6c (SFDA) ad tam co s& d6nh gi5

nguy cdllgl ich cira thudc.



.2.Cfrn| ty dang kf, san xuAt mu6n tiOp tuc dang kf thu6c c6 chrla thanh phen
phOi hqp Atmitrine-Raubasine tai Vi0t Nam phii cung cAp thi lieu chtrng minh vd
hi0u quA, an toI,n cira thudc.

Cuc Quan lf Duo. c rhOng b6o dd cdc don vi bidt vi thuc hign ./.

Noi nhdu
- Nhutron;
- TT. Cao Minh Quang (dd b/c);
- Cuc trucnrg (dd b/c);
- Trung tam DI & ADR Qudc gia;
- Thenh viOn [D XDT;
- Q{c chuy€n gia thdm dinh h6 so dang kf thu&;
- Cic Phbng: TTQC thu6c, T4p chiDugc&MP;
- Ven phbng Cuc (dd dua lOn Website);
- Luu: VI, DKT.
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