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Ds Hoang Van Nam

Ngay 01/08/2014, CO quan Quin ly Thic phiim va DO0c phim Hoa KO (The U.S. Food and
Drug Administration, FDA) da chi p thul n vién nén Jardiance (empagliflozin) nh0 m0t lo0i thulc
b0 sung vao chl d0 an udng va tip luyln dl cli thiln va kil m soat di0ng huylt0 ngl0il0n bO

dai thdo ding type 2.

BO nh dai thao d00ng type 2 0nh hI0ng d n kholng 26 trilu ngd0i va chil m hon 90% cac
trd0ng hO p mic bl nh dai thdo diOng dl0c chln doan 0 Hoa KO. Theo thii gian, I00ng d00ng
trong mau cao sU lam tang nguy cO gOp cac bil n chd ng nghiém trd ng gd m: b0 nh tim m0Och, mu,
t0n th0Ong thO'n va ho thOn kinh.

BIDNESS™

Bac st Curtis J. Rosebraugh, giam dil ¢ phong danh gia thul c Il thul ¢ Trung tdm nghién clu va
danh gia thul ¢ cla FDA cho bilt: “Jardiance cung clp mOtI0a chOn difu tr0 b0 sung trong vilc
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cham s6c cho bl nh nhén dai thdo dil0ng type 2. Thul ¢ c6 thd sO diing riéng 10 holc kOt hip vOi
cac phac di difu trl c¢6 sUn di kil m soat I00ng di0ng trong mau trong vil c qul n ly b0 nh dai
thao dilng”.

Jardiance la m0t chOt 0c chd dlng v n chuydn Natri, glucose (SGLT2). Thul ¢ hoOt ding bl ng
cach ngan chiln s tai hi p thu glucose (dl 0 ng trong mau) qua thi n, tang bai tilt glucose va lam
gilm I00ng d00ng trong mau 0 b0 nh nhan dai thao dl0ng c6 100 ng di0ng trong mau cao. Tinh
an toan va hilu qul cla thulc dilc danh gia qua bly th0 nghidm lam sang trén 4480 bl nh
nhan dai thdo di 0 ng type 2 di ¢ chl dlnh Jardiance. Cac thl nghil m quan tring cho thOy
Jardiance cli thiln n0ng d0 hemoglobin A1c (mOt chO sO giup do I00ng sO kidm soéat 100ng
di0ng trong mau) so vii gil dic.

Jardiance di0c nghién clu nhd mOt lilu phap didu tr0 dUc I0p va trong cac phii hIp vii cac
thul c dilu tr0 dai thao di0ng type 2 khac bao gl m metformin, sulfonylurea, pioglitazone va
insulin. Jardiance khéng nén dung di dilu tr0 b0 nh nhan dai thao di0ng type 1, nhing ngl Ui
tang ceton trong mau holc ni0c til u (nhil m toan ceton do dai thao Al ng), nhdng ngl Ui suy
thO n n0 ng, b0 nh thO n giai doOn culi holc 0 nhdng bl nh nhan chly thin nhan t0o.

FDA cling yéu cOu b0 n nghién clu di kém sau khi Jardiance dic dla ra thO tr00ng:

- Hoan t0t thD nghil m dang tidn hanh vOi cac tiéu chi danh gié trén tim ml ch.

- Nghién clu dilcding hic,dilcI0c hic trén trfl em.

- Nghién clu danh gia tinh an toan va hidu qul trén tr em. Do nghién cOu nay la mOt phin
cla nghién clu vl d0 an toan va hilu qul, 0nh hi0ng cUa thulc lén sO phét tril n va trén x00 ng
ctng sl di0c danh gia.

- Nghién clu dic tinh trén ding vt dic bilt t0p trung vao s phat tril n thi n, x00ng va sl
tang tr0 0 ng.

Jardiance c6 th gay mit n0c, t0t huy0t ap din din chong mit, nglt x0u va suy giom chic
nang thin. NgO i I0n tuli, bl nh nhén suy thl n, bl nh nhan dung thul ¢ I0i tilu d0 difu trd cac
bl nh khac nhly cIm hOn vinguy cl nay.

Tac diing phU thi0ng glp nhit cla Jardiance la nhil m trung tilu va nhil m trung ¢ quan sinh
dicnO.

2/3



Lilu phap mii trong dilu tr0 dai thao di0ng typ 2

Viot bdi Bién tOp vién
ThO ba, 18 Thang 11 2014 14:08 - LOn cOp nhOt culi ThO ba, 18 Thang 11 2014 14:14

Jardiance di0c phan phii bli Cong ty dilc phl m Boehringer Ingelheim, Ridgefield til u bang
Connecticut.

Ngul n: FDA
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