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Vv khuyén cdo sit dyng thudc cd
chita Rosiglitazone

Kinh gfi: - S0Y t€ cdc tinh, thanh phd truc thude Trung uong;
- Céc bénh vién, vién c¢d giutng béah tryc thudc Bo \f 1€

Ngay 23 théng 09 nim 2010, Co quan Y 1€ Chau Au (EMEA) d4 c6 khuyén cdo

“tam dimg gisy phép luu hanh cdc thudc digu tri ddi thdo dudng co chia Rosiglitazone

(Avandia, Avandamet va Avaglim). Trong vdng vai thing tGi, nhing thuGc nay s& ngiing

lwu hinh teén thi meemg Chau Au do thude 1am ting nguy co méc bénh tim mach va nguy

co nay 16n hon i ich ding thudc. Khuyén cdo cliia EMEA dya trén céc dit ligu the duge tix

céc thit nghiém 1am sang, cdc nghish ciu quan sdt vi phén tich méta s0 ligu clia cic nghién
ctu di duoc tién hanh d8i véi hoat chit Rosiglitazone.

Ca quan quan 1y duge va thue phdm Hoa Ky (FDA) da dua ra khuyén céo han ché
triet dé viec sir dung thudce diéu trj 4l thdo dudmg Avandia (rosi glitazone) cho bénh nhan
d4i thdo dudng typ 2 ma khong kiém soft dugc dudng huy€t bing cdc thudc didu ui déi
thio duding khic. Nhing han ché ndy dugc dua ra t nhimg dit li¢n cho thdy ting nguy co '
mic benh tim mach (dan tim, dot quy) & nhitng b&nh nhan dugc diéu tri bing Avandia.

Trén thi trudng Viet Nam hién ¢6 mot s6 thude chia Rosiglitazone da duge Cuc
Quin Iy dugc - Bo Y t& cdp s6 dang ky lun hanh. ,

Dé dam bao an todn cho ngudi st dung, Cuc Quin 1y duge yéu cdu S& Y 1€ céc tinh,
thanh phé true thuge Trung wong, cac bgnh vién, vién cd givng bénh trye thuge Bo:

1. Thong béo cho céc co s& khdm chita bénh, c4c don vi kinh doanh dugc phim trén
dia ban biét thong tin lién quan dén tinh an todn chia thudc chia Rosiglitazone.

2. Hudng din thue hién céc ndi dung sau

2.1. Thiy thudc cdn than trong khi k& don céc thude c6 chita Rosiglitazone, nén
dimg ke don cac thudc o6 chita Rosiglitazone dic bigt v3i ngudi 6 tién st gia dinh, nguy
cd cho mic bénh tim mach hay nhdi méu co tim. '

Ngudi bénh ngoai tri dang ding Rosiglitazone cin dén co s& y € dé duge khim,
ki€m tra lai tinh trang bénh 1y va c6 phuong phdp diéu trj thay thé phd hop.

2. Céc co s& khim chita bénh cin ting cudng theo ddi, phit hign va xr ui trutng
hop xay ra phan dng c6 hai clia thude chia Rosiglitazone (n&u ¢6). Giri bdo cdo ADR vé&
Trung tam Quoc gia vé Thong tin thudc v theo ddi phan dng ¢4 hai cia thube (13 -151e
Thanh Téng — Ha Noi).

Cuc Quan 1 dugc thong bio dé cic don vi bigt va thyc hign./.
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