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Rosiglitazon la mot trong hai hoat chdt nhém thiazolidinedion, dugc ké dan rong rai diéu tri dai thao
dudng (PTD) typ 2. Trén thi trudng Viét Nam, rosiglitazon hién dugc luu hanh dudi dang thudc dan thanh
phan (Avandia, Rosiglen, Reglit...) hodc da thanh phan (két hgp véi metformin trong Advandamet, Metiglit...).
TU khi bat dau dugdc cap phép tai thi trudng Chau Au vao thang 7/2000 cho dén nay, nguy cd tir vong va cac
bién c& c6 thé xay ra trén tim mach khi st dung rosiglitazon ludn Ia mét vdn d& dang lo ngai. Nhiéu nghién
cltu d3 dugc tién hanh dé€ xem xét vé& nguy cd nay.

Dir liéu nghién ciru vé bién cé bat loi trén tim mach cua rosiglitazon

Ba phan tich gbp (meta-analysis) dugc ti€én hanh doc Iap bdi nha san xuat, Cd quan quan ly Thuc
phdm va Dugc pham Hoa Ky (Food and Drug Administration — FDA) va nhdm tac gia Nissen SE va Wolski K [an
dau tién dugc cong bd vao nam 2007 da cho thay rosiglitazon cd lién quan dén su tang nguy cg thi€u mau cg
tim cuc b0 [8]. TUr d6 dén nay, da cé thém mot so thir nghiém Iam sang méi dugc dua vao phan tich gop cua
FDA, két qua la bénh nhan sl dung rosiglitazon c6 nguy cd mdc nhdi mau co tim cdp tinh cao han nhitng
ngudi dung placebo 30-80%. So vai két qua phan tich nam 2007, két qua phan tich nam 2010 cta FDA co ty
sudt chénh (odds ratio) gap nhirng bi€n cd c6 hai chinh trén tim mach, nhoi mau cg tim hay thi€u mau cuc bo
khi st dung rosiglitazon cao hon [8]. Ciing trong thang 7/2010, Tap chi ctiia Téng hdi Y khoa Hoa Ky (Archive
of Internal Medicine) dang tai thong tin cap nhat vé phan tich gdp cla nhdm tac gid Nissen SE va Wolski K.
Phan tich ndy d3 téng hdp tat ca th* nghiém Iam sang ngdu nhién trong t&i thiu 24 tuan sau khi ding
rosiglitazon c6 bao cdo phan (tng c6 hai trén tim mach, dugc ghi nhan trong MEDLINE, trang web cla FDA va
tai liéu cta cong ty GlaxoSmithKline (GSK) - nha san xuat Avandia. Két luan dugdc dua ra la tuy chua tim thay
mai lién quan gilra viéc st dung rosiglitazon v&i nguy co tlr vong do bénh tim mach hodc do tat ca cac nguyén
nhan khac nhung rosiglitazon lam tang nguy cd méc nhdi mau cg tim [2].

Cac nghién clru quan sat, dac biét la tir cg sé dif liéu cta hé thdng chdm séc strc khoe ctia chinh ph
Hoa Ky (Medicare database), gém 7 nghién clu bénh chirng, 14 nghién clru thuan tép da cho thdy nguy co tai
bién trén tim mach khi st dung rosiglitazon cao han so vaéi pioglitazon [8].

MOt nghién cltu hdi clu dudc tién hanh trén 227.571 bénh nhén trén 65 tudi, b3t dau dung
rosiglitazon hodc pioglitazon trong thai gian tir thang 7/2006 dén thang 6/2009 va ti€p tuc st dung trong vong
3 nam sau dd. Nghién clru da chi ra so vdi pioglitazon, st dung rosiglitazon lam tang nguy cd mac cac bién cd
tim mach (nh6i mau cg tim, dot quy, suy tim...), t&r vong do nguyén nhan tim mach va tr vong do bat cir
nguyén nhan nao & bénh nhan trén 65 tudi [1].

Quan diém cua cdc co quan quan ly duoc phdm trén thé gidi

Ngay tU [an dau dugc cap phép luu hanh cach day 11 ndm, cac nha nghién clru da luu y dén nguy co
tang gilr nudc va suy tim lién quan dén viéc st dung rosiglitazon [3]. Do d6, rosiglitazon dugc khuyén cdo chi
nén s dung & nhitng bénh nhan khéng dap ('ng véi cac thudc diéu tri DT khéc. Cd quan Quan ly Dudc phdm
Chau Au (European Medicines Agency - EMEA), sau khi theo ddi cht ché tinh an toan cta cac ch& pham chira
rosiglitazon dong thdi ra sodt cac nghién cltu cling nhu dir liéu trong y van, da dua ra canh bao han ché st
dung rosiglitazon & nhiing bénh nhan thi€u mau cg tim cuc bd [3]. Thang 7/2010, sau hai nghién clru mdi
dugc cong bo vé tinh an toan cla rosiglitazon, EMEA da tién hanh tap hgp va phan tich nhiéu ngudn tai liéu



(nghién cfu quan sat, y van, thir nghiém Idm sang ngén ngay) va dua ra két ludn nguy cd cd thé xay ra khi st
dung rosiglitazon d& vugt qué Igi ich ma thudc ¢ thé dem lai [3]. Ngay 23/09/2010, Co quan nay da ra van
ban yéu cu dinh chi cdp phép luu hanh tit ca cac ché phdm cb chira rosiglitazon (Avandia, Avandamet va
Avaglim) trén toan Chau Au. Vi vay, chi trong vai thang t&i, cic ch& phadm chia rosiglitazon sé& khéng con co
mé&t & thi trudng Chau Au [4].

Cung ngay, FDA da tuyén bd gigi han sir dung dac biét dbi véi Avandia (rosiglitazon). Rosiglitazon
dugc khuyén cao chi nén sir dung & nhitng bénh nhan khéng dap 'ng vdi cac thudc diéu tri BTD khac. FDA
cling yéu cau GSK t8 chi’c mdt nhdm nghién clru ddc 1ap phan tich lai th nghiém Idm sang RECORD
(Rosiglitazone Evaluated for Cardiac Outcomes and Regulation of Glycemia in Diabetes — Danh gia hau qua
trén tim mach va kha ndng kiém soat dudng huyét cla rosiglitazon), trén cd s& do, FDA cd thé dua ra nhiéu
bién phap that chit quan ly hon nita ddi vdi cac ché phdm chia rosiglitazon [5]. Trudc nhitng ddng thai vé
viéc ké dan, sir dung rosiglitazon cia EMEA va FDA, Cd quan Quan ly Dugc pham Uc (The Therapeutic Goods
Adminsistration - TGA) va Co quan Quan ly Y t€ Canada (Health Canada) ngay lap tdc cling da quyét dinh tang
cudng xem xét tinh an toan cua rosiglitazon. dng thdi, yéu cau théng tin cta cac ché phadm chira rosiglitazon
can dugc cap nhat thém cac than trong va chong chi dinh chat ché hon [6], [7].

Trung tam Qudc gia vé Thong tin thudc va Theo d&i cac phan (ng cé hai cla thudc khuyén cdo cac
bac sy, dugc sy trong lic chd quyét dinh cla Cuc Quan ly Dugc nén than trong khi ké don, cap phat va tu van
s dung céc ché& pham cd chira rosiglitazon, nhat la véi d6i tugng bénh nhan dang méc hodc c6 tién sir mac
cac bénh ly tim mach, chi nén sir dung cac ché phdm chira rosiglitazon & nhitng bénh nhan khdng dap (ng Vi
cac thudc diéu tri DTD khac.
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