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Jardiance® Duo

Vién nén bao phim
THUOC NAY CHi DUNG THEO BON THUOC
KY HUGNG DAN SUF DUNG TRUOT KHI DUNG

XA TAM TAY TRE EM
Thanh phin céng thire thudc
Theinh phén hoat chét
1 viéin nén bao phim chira:
D-Ghuciiol, 1 5-anhycro-1-C-{4-chioro-3-{4{{(38 Hetrahydro-3uranyijoxylhenyimetnylphenylk, (18).
gmmﬁfhm} 5mg hodc 125mg
Tdmﬂmhwmmmmmmpmmmmmmmmm

mg
Thénh phén t dugc: o : :
Cho mgi ham keomg: Tinh bt ngd (Maize starch), Copovidane, Silica, colloidal khan, Magresi stearat
Ham hygmg Smg/500mg. Opadry® Yellow (0262200
Ham lugng Smg/850mg; Opadry® Yellow (02B220010)

Dang béo ché
JARDIANCE DUG 5mg/S00mg. Vién nén bao phim hinh bdu dyc, hai mat i, méu vang cam, mol mat dép
chim b twomyg g ty Boehringer Ingelheim va “S5", mél kia dgp “500",
JARDIANCE DUQ 5mg/850mg: Vién nén bao phim hinh béu cuc, hai mét ik, mau tring hoi ving, mét mét
d3p chim bidu tuomg cdng ty Boehringer Ingelheim va "S5, mat ka dap *350°
JARDIANCE DUQ 5mg/1000mg: Vién nén bao phim hinh bu diie, hai méat I8, méu néu vang, mat mét
dép chim by fugng céing ty Boshringer Ingelheim va *S5°, mét kia dap *10007 il
JARDIANCE DUO 12.5mg/500myg. Vién nén tao phim hinh bu duc, hal mat i, méu tm anh ndu, mgL___
mét dgp chim bidu tuong odng ty Boehringer Ingeiheim va "$12°, mél kia dép *500°.
JARDIANCE DUQ 12,5mg/850mg Vién nén bao phim hinh bu dys, hai mat i, mau tring héng, mdt mat
dép chim biéu fuong edng ty Boshrnger Ingelhaim va “S12", mat kia dép 850"
JARDIANCE DUO 12 5mg/1000mg: Vién nén bao phim hinh béu duc, hai mét i, méu néu fim, mat mal
dap chim biu tugmg oding ty Boshringer Ingelheim va “S12°, mét kia dap *1000"
Chi dinh
Kiém soat dudmg huyét:
JARDIANCE DUQ durorc chi dinh phoi hop voi chél d6 8n va luydn tp 68 cii thidn vide kibm sodt dudmg
huyét & bénh nhan ngudi Ién bj 4l thdo dudng typ 2
*  khi phil hop didu i béng liflozin va metformin
+  kndng kifm soal 15t khi diéu brj béing metformin hosic empagifiozin dom doc
khéng kiém sodt 188 khi diéu b béing metformin hodc empagifiozin kit hop véi cic thube ha dudng
huyed khéc bao gbm ¢d insulin (xem muc Cao thir nghiém Bm séng)
da dugc digu tr ding thér bang empaghifiozin va metformin dudi dang visin nén riéng bigt
in duge chi dinh 1am gidm nguy oo i vong tim mach & bénh nidn mudng thanh dai thao
Audma typ 2 vA o6 sén bénh Iy im mach, Tuy nhién, higu qua cia JARDIANCE DUQ trong I&m giam nguy
co K vong tim mach ¢ bénh nhéin insimg thinh déi thao duimg typ 2 v ¢ sén bénh Iy tim mach chua
dugt: chimg minh.
Cach ding, lieu dung
Libu khuyén cdo .
Trén bénh nhén chua dugo diu tr voi empagificzin tnde 66, néu o5 tinh frang gidm thé fich tuAn hodn,
cénMmmﬁmm@ymmwmmmsmmﬁncwwuum._..
trong khi diing thuoc).
+  Nén diéu chinh iu khdi d&u theo timg bénh nhén disa én oo sé phisc A8 hién tai cla banh phén:
- Trén bénh than dang ding metfomin hydrochioride, chuyéin sang JARDIANCE DUO b ham
lugng empaghfiozin Smg va thng iéu metformin hydrochionde trong ngay trong ty iy dang

Trén bénh nhén dang diing empagifiozin, chuyén sang JARDIANCE DUO od hém long
metformin hydrochloride 500mg va tong liéu empagificzin trong ngay iy u dang ding .
Trén bénh nhan dang ding empaglificzin va melformin hydrochioride, sang
umucenuomﬂngibummdmﬁrwdﬂmwémmamdm
Liing JARDIANCE DUO 2 ningay trong bira g tang ¥ theo timg budre dé gidm tac dung khéng
mong mubn irén duémg Béu hoa cua metformin ) .
Vigc chinh liéu dua trén hidu qud va 80 dung nap ola thude va khdng vurot qua mire lidu khuyén céo
t5i da hang ngay clda metformin hydmchloride i 2000mg va empagifiozin la 25mg
Lidu khuyén céo trén bénh nhén suy than:
«  Bénh gid chirc ndng thén trude khi kit i voi JARDIANCE DUO va sau 6 danh gié theo dinh ky
+  Ghlng chi dinh JARDIANGE DUO trén bénh nhén o eGFR dudi 45mLiphit1 73m? (xem muc
Ghéing chi dinh vé Cénh bao va than trong khi ding tude)
mgmmwmwmwwmmmwwmmmmwg
Tod.

Trén nhimg bénh nhan oo eGFR ndm trong khodng 1ir 45-60 miphat/1,73 v, tén nhimg bénh nhan
o0 6 sl b 1y vé gan, nghin ruou hodc suy tim, hodc trée nhirng bénh rban 54 sl dung thubc can
quang chira iod qua duémg d8ng mach, rgimg JARDIANCE DUO e hodic tal théi diém thye hién xé.
nghibm chin dodn hinh Anh c6 st dung thudc cén quang chira lod. Bénh gia lai chi sb eGFR sau khi
chyp 48 gity, st dyng lgi JARDIANCE DUO néu chirc naing than 8n dinh

P i s

« Qua vbirmadﬁiampaglmmh : hodic bt e thanh phén 1 duge nao (xem
migc Thanh phan)

+ | Bénh nhan toan chuyén héa cp tinh hodic man tink, bao gém ¢a nhifm an ceton do dai

théo dudng
Tién hén mé do déi théo dudng
+ Suy than vira hodc nang (eGFR <45 miiphiti1, 73n¥), suy thin aiai doan cull hodc dang inc thn
- Cac tnomg hop Cip tinh o6 thé im bién A& chirc ndng than nhur. mA ruvc, nhiém tung nang,
Eﬂ:‘xmm cn quang cd chira idt dang tiém mach (xem mue Cnh béo va thén trong khi ding
thudc).

+  Banh ob thé gay thibu axy & md (dac biét bénh cdp tinh hodic bénh man tinh dang try nang) nhur: suy
tim mé&: b, suy ho hdp, nhéi méu oo tim mai mec, sbe.
«  Suvaan ngd doc nrgu cip , nghién rou (xem muc Twong tc). =




mwnw;ﬂmmdwm

B thao nhiéim toan ceton

. "“‘m%‘ fal (hao dutmg nhigm toan catan (DKA) - tinh trang de dog tinh mang nghiem trong cin
https:/AruNGtamthUOC. COMTE o i vassim o i Hromg fop 5 x4 Ao s e et B e g
ampaglfiazin. Trong mot vai trumg hop, tinh trang nédy xuat hén mdk cach kndng il hink, chi vor sy
téng trung binh phucose rong mév, dud 14 mmolll. (250mgidL)
e butn ndn, nén, chén dn, dau bung, khét nudo qua mic; khd e, Bn in, mé mé et fedng hogd
ﬁm nén duroc dénh gid tinh trang nhidm toan ceton ngay néu o8 xuét hén cic gy ching rdy, bit
nong d¢ giucos trong mau. Méu ¢ nghi ngér nhiém toan ceton, nén ngimg ding JARDIANCE DUD,
danh ga tinh trang bénh nhdn v didu 1 nhanh chang,
Bénh nhan e rguy oo cao bj dai thao dudmg nhien toan seton khi dling JARDHANCE DUO gdm bénh
nhén 06 ché &) An 81 Il carbohyrrate (do sur ket hop o thé Bim oo hé ting sdn Xt oston), bénh nhan
dang o6 bénh cp tinh, o céc i loan vé fuy din 161 thidu ht msulin (vi dy @8 théo dudmg typ 1, 00
én 80 vidm tuy hode phiu thudt fuy), gidm B insulin (bao gdm ca bénh nidn ki Bém insuin b bom
sai), nghiéin o, bj mél nude néng va bénh nhan ob tén s nhifm toan celon. Nén thin tong khi ding
JARDIANCE DU cha cde bénh nhéin rdy. Nén Béin trong khi gidm u insulin [xem muc Lt ding , Cach
ding]. \i3i nhimg bénh nhan wh:&mmmhmmmm&mﬂ&mrgzngm
calon VA tam th d nh clia bénh nhan da dugc i
mhmmmemmdﬂm&mtdmmmp&.m
N toan lagtic
Chs trinh giam sl hau i A ghi nhéin nhimg ca nhifim foan actic Bn quen dén metiormin, bao gbm &4
Iruémg horp b veng, gidm tan nhidd, tyt huyét ap, loan nhip cham kéo dai. Khéh phat ola tinh brang niwém
toan acid lactic §n quan dén metformin thurdmg khéng o prdt hiéin, kém thea céc inéu dhimg khéng dién
hinh nhur ko ehiu, dau co, suy hé hép, lor mor va dau byng. Nhiém tpan acd lactic &n quan dén metiomin
due i nmg bing néng A ladat tang ¥n trong méu (> Bmmoll), gdm pH maw, knoang tiing anon
(khing ¢ biing chimg oda kelo nigu hod: keto i), Eing 1) 18 lactalipyruvat va nbng &9 mielformin huyét
luong noi chung tang >Sugml.
Yéu 18 nguy cor clia nhiém toan acid lactic [én quan dén metfomin bao gbm suy than, st dung d8ng thai
v mdit 0 thude nhét dinh (vi dy cac chit (e ché carbonic anhydrase nhiz npiramat), b 65 twd tros ln,
o thue hign chiéu chup sir dung thude can i hudt v Thie hin cac thd thudt khac, tinh ang
gidm omy hit véo (vi du suy im sung huyét clip), udng nhiu rvoy vé suy gan.
Céc bién phap gidm tidu nguy cor v& iz irf nhidm toan acid lactic lén quan 8én metormin & nhom bénh
nhén 6 nguy oo cao du tink by chi B4t trong 1 hutng din s dung thude (mye Céch ding, éu
diing, Ching chi dinh, Cénh béa va than trong khi diing tude, Tuomg tc cla tudt v St dung thude trén
nihimg 38 turomg 3 bigl)
Néu nghi ngdr ¢6 toan lactic Bén quary 8én metiormin, néin ngimyg sir dung metformin, nhanh ching dua
bénh nhén dén bénh vién va ién hanh cac bign phép x iri. € nhimg bénh nhan 84 déu ) vé metormin
da dugc chn dodn toan lactic hadc nghi ngdr o6 kha nang cac bi toan lactie, khuyéin cao nhanh chéng oo
i & By chinh finh trang nhwdm toan vé lnai b phén mellomin a8 b tich Ky {metformin hydrgiond o6
i thém téch duore v 46 hanh thei 170 mLphit trong i kién huyét déng e 1) Loc méu co i iam
o nguge trigu chimg va hdi phya.
Murdmg dan cho bénh rhan va nguii nhé v ¢4 idu chimg ol than lache v néu ahiimg iribu chimg ndy
3y @, chn ngimg JARDIANCE DUO vA bao caa nhilmg triéu chimg néy cho bac s
1 vt mil yéu 1B 1am Bing nguy cor phidm toan lactic ¥n quan dén metiormin, nhing khuyén cao nhém
fiip pidm thidu nguy cor v xi i finh trang toan factic i quan dn metformin, cy ihé nhu sau
Suy thdn: Nhiing ca nhifim toan lactic kn quan dén mationmin rong qua trinh gam &t fube hau mal xdy
13 ot wéu trén nhiimg bénh nian bi suy than néng | Nguy cor tich Ky metiormin va nhigm toan lackic n
quan 0én matiormin bng 1n fiaa mie & nahiém trong cda suy than b metlmin e tal i chi vé
a:mmwmmmmmmmmmmmmmmmm;mum

Trudre ki v i} won JARDIANCE DUO ein dre tinh e 6 loc cu thain (6GFR) cda binh nhan.
Chiéng chi dinh JARDIANCE DUO trén bénh nhan o eGFR dudi 45 mbiphit /173 m2 pem myc
Chéng chi dinh)
Thu thép dir Ku vé eGFR It nhat 1 ianiném o it c3 cdc bénn nhan si dung JARDIANCE DUO. &
mmmmﬂn&mnwwmmmmnhwmﬁmuﬁ)dﬂcmmmm
danh gi thumg suyén hon.
Tuong téc thde: St dung dbng thiv metformin v mit s thube e thé m g nguy co nhém tan lacic
fién quan Bén metfomin: bénh nhiin suy gim chiro néing théin dén toi nhilmeg thary 3 dang ke vé mél
huyét dong. dnh 104 cém baing acic-bese hodic 1&m tng tich Ly metiomin (sem mye Tuong tie ca
thudic), Vi vy, cin nhic theo 44 bénn nhén thudng xuyén hon,
Bénh nhdn fir 65 fud tror fén: Nouy oo toan lactic 18n quan dén metformin tang i theo tudl ciia bénh nindn
1o benh nhan cao Wb oo kha néng bj suy gan, suy than, suy tim km hom nkdmg bénh nhn i tudi hon,
Chn dénh gé chire ndng thén thudmg xuyén hon dbl voi bénh niin km tudi
Thy hién céc et nghigim ohén dodn cd st dung thiudc edn quang: Tm thulc cn quang véo 1 mach
& nhing bénh nhan dang diéu b metiormin ob the din i1 suy gilm olip tinh chire ring than va gay ra
Ioan lactic. Ngimyg st dyng metformin trudre hodic tai tha diém thue hign chif chp o sir dung thuée cin
quang ct chira lod & nhimg bénh nhén o0 eGFR nim rong khoding 45-60 mphie 1,73 ", nndmg bénh
nihdn 6o Bén sl suy gan, nghiéin g, suy tim hods nhimg bénh nhdn s& 80 dyng thulc cn chiia
mm&m“ﬁmmmnw@m&mmmmwmmumm chirc
némg h.
Phl thut hosic cie T St khie: Vide nhin & v ulng trong qus rinh phu thudt hodis Biee hitn Gic
thil thust khac co thé Bm ting nguy cor gisim thé tich, 8¢ huydt & vé sty thén. Nén tam théd nigimg si
dung metformin khi bénh nhén by gidi han krgng thirc 4n va dich nap véo.
Tinh trang giém oxy hit vior Qua frinh theo d8i hau mal &3 ghi nhdn mot sb ca nhiém toan acic 1én quan
ﬁmﬁﬁymmmm;gmmmé ﬁwmwmmﬂnmmm
gidmm oxy huyBt) Truy tim mach (s6c), nhbi méu eo tim cdp, Khudn huyét v cac biénh By khéc bén
uan dén gAm axy huyét 68 méi n quan e tnan lackic va ciing o thé iy nitr huydt trude thén, Khi
g bifn o ndy ey . negimg metfomin, _
Uifng ruow Rugu o knéd nding dnh hudng dén the ddng ca metiomin Ién chuydn hia lactal va i 40 ¢
(h lam bang nguy cor nhiim faan ki iién quan dén metiomin, Cainh béo bénh nhdn kg wbng oy
khi st dung metformin,
Sy gan: Bénh nhdn suy gan cd thé bén bidn thinh toan lactic kén quan n matformin do suy gidm B
wwmw&gﬁmmwmmwmﬁnﬂmmmmmmu
duor: chin dodn bénh gan théng qua bng chimg xét nghiém hodc m sang
Viém cén mac hoal ti ing déy chéu (ho tir Foumier) .
4 64 bdo cAo hiu ma vé cac inyamg hop viém cin mac hoal K viing day chiu ( hay cén goi 1 hoal 1
Foumier), mdt dang nhiém khudn hoal tl hidm gap nhumg nghiém trong va Ga toa dén tinh mang, tnén
beéinh nhén d& théo dumg nam va nr dang digu in bing eac tude tre ché SGLT2 bao gém empagliflozin
uwwmmwmm,mmww%
rihan dang g G In bdng JARDIANCE DUO néy xul hign day haf ty, 60, sumg bd phin sinl
i hodie vimg ddy chiu, s, mét moi thl =n diroe déanh o bénh vism oin mec: hoal b mg__
méc bénh, cén nalmg thuds JARDIANCE DUO v nhanh chdng diéu irf (bao gom ding khdng sirh
g vit phiu thult cat b phiin md b nhigm ting néu chn thie).
[
Do cor chél tac dyng, U qué clia fhue vao chire ndng thin. Can danh gia GFR frude
mmmmﬁmﬁf@m&m&g‘mwmgm
nédng than theo mm&mmmmmmmmannﬁcwq;m'm
JARDLANCE DUQ & bénh nhéin cb GFR < 48 m¥ phil /1,73 m?.

o rding fim
%mmhmw&mwmﬂuwwwmdmmﬂyhmhmwﬂw
dng JARDIANCE DU kém theo theo dbi thuemg xuyén chire ndng tm va thén.

4/ véi bénh nhin suy tim clp va khiing dn dinh, chéng chi dinh ding JARDIANCE DUO da thnh phiin
metformin (xem myc Chéng chi dinh)
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nhén cao tudi 5 ;
m!gnmw%wwmwﬁaqmwgmuﬁmmmm nén thiin trong khi ké
dom JARDIANCE DUO cho céc bénh nhéin ndy (sem muyo Tao dyng mang mubn cda thude), Kinh
nghiém &y tri tho banh nhén tir BS tud trd lén con han ché Khong cAo bét dhu dil tr cho nhom
bésh nhan nay.
thé

S0 thude h nhdn cd cov gidm hé tich tudn hoan

Dva '!gm!!!EL'm'“ﬁuh! ‘u!: Hs&”r-z’:'& dhung ioi B tham théu kém theo ting théi glucose nigu co

géy ha huyét &p & mire 89 trung binh. Do 6, nén than tong khi diing thude cho céc banh niain mé sy
gigm apmmwu&wmam ra mdl nguy co' , vi dy nhtr bénh nhén cb 88 st benh
tim mach, bénh nh dang déu b béing cée thude chdng ting huyét dp cb tién st-ha huyét ap hodc bénh
nhén i 75 tudi e én. .

Trong cAc tnuémg hop o thé dlin 8 mét dich (nhur bnh dudmg tiéu hda), cAn theo 8l cAn than thé tich
mm:wmmm.bmm.xﬂwwmm&mmmm&wﬁ
& céc bénh nhén ding empagiflozin. Nén can nhic ngimg diu trj tam thoi véi JARDIANCE DUQ cho
s

U
Tron céc%gtdﬁn' , i i, o6 kidm chimg bding aia dus kéo dai tir 18 dén 24 tudn, tong tn
s?ﬂnm %mmmmhmd’:@wa}ammmmmmm
empaglifiozin 10 mg két hop vai metiormin 5o vo1 bénh nhan ding gid duot két hop voi metformin hodic
empagiifiozin 25 mg két hop vai metiommin (xem muc Téc dung khing mong mudn cUa thubc). DE co béo
céo sau e hanh mmzpminm@axg&mwmwmmmmbém
vé rhibm khudin huyél 1 Audmg St niéu & bénh nhan déu 1 voi empagfiozinNén can nhéc tam nging
diéu i & cac bénh nhén nhim tring dudmg B4 nigu ca bin ching,
Fhau :

Fh ngimg s dung JARDIANCE DUO ta thoi &iém phiu thuat o6 gy mé ton than, gay mé iy séng *

hofic ngodi mang cumg. C4 thé bt @u lai phac @ sau it nhét 48 giér tir khi phau thuat hodc sau khi bénh
mmmmwuqammwmmmmmmwmmma
inh thuemg.

§ir dyng thubc cho phy nir ¢4 thai va cho con bl

Phunir cothal |

Cac dir héu vb i dung JARDIANCE DUO hodc timg thanh phan clia thudc cho phy nik o6 thai cén han
ché Cac nghign cin phi m sang véi empagifiozin dom d6c khdng cho théy dnh hudmg cd hal tre
iép hay gidn 8ép romg Ong véi 8¢ tinh ién hé sinh san. Gac nghién cir trén ddng vat dang két hop
empagiflozin va metformin hoac metiormin don 69c cho thay d9c tinh trén hé sinh san chi xuat hién o lisy
metformin ceo hom

D dy phong, khuyén cao rdnh sir dung JARDIANCE DUO trong thivi ky o6 thei tlr khi that sy ¢An thiét
Phi nir cho con ba

Metformin duge bal 84t vao sira me. Kndng ob tic dung bt lot duoe ghinhén trén 1é sor sinhiiré nha nhi
bil slra mg. Chiza rd empagiificzin oo bai iét vao sra me hay khang.

Cac dir ligu phi im sang s&n o6 trén aGng vt cho thay empagiifiozin bai &t vao stra, Khong loai trlr nguy
exr thude oy dnh hudmg dén tré sor sinh! I nhd nhi bl me. Khuyén c4o ngimg cho tré bii me trong khi
d t bang JARDIANCE DUO

Knha nang sinh sdn

Chira o6 céc nghién ciru vé anh hutmg oia JARDIANCE DUO hodic céc thanh phén cla thubc trén kha
néing sirh sén & nguor,

Cac nghién clru phi Bm sang trén 80ng vél vor cic thanh phén rigng 16 clia thud khong cho théy anh
hudrng b hai trve ép hay gién Bp A6 vl kha nang sinh sin,

Anh huémg ciia thubc 1én kh ning L xa vA vin hanh may méc

JARDIANCE DUO géy 4nh hudng niha dén knd nding ki ¥ va véin hanh may moc. Can khuyén bénh
nhén thén trong 62 rénh ha duomg huyit irong khi 1éi xe va van hanh may mo, dac biét khi dlng két hop
JARDIANGE DUO vii suiphonylurea vamodc insulin.

Tuwong tac cla thuoc

S dyng ddng thet nhidu iy empagifiozin va metionmin khdng lam thay déi cd y nghiia duge ddng hec
wia empagifiazin heac metiormin rén bénh nhan khde manh,

Chira 60 nghién ciry vé ong tc due tién hanh woi JARDIANCE DUO. Nhimg ndi dung sau day phan
anh thing tin o6 sn cla timg hoat chét riéng 18,

Empagjifiozin

2

Cac%ﬁbi%

De JARDIANCE DUO & chira empagiifiazin nén c6 thé iBm tang tc dung loi tidu clia cac thubc loi téu

Hhiazide va thue Iof 1u qual va o the Am ting nguy co mit nudec vé ha huyét &p (xem mye Canh bao

va théin trong khi diing thuéc)

Insulin vé cac thude Kich thich bai 1t insulin

Insuiin va cac thubc kich thich béi 8 insuin, vi dy nhwr cac sulphonylurea, ¢4 thé 1m tang nguy cor ha

duémg huyét. Do 5, o6 thé cén siz dyng nsulin va cac thudc kich thich bal iét insuln & mie Ku thép hon

88 giam nguy o hg uimg huyét ki sir dung phdi hop véi empaghfiozin (xem mye Cach dng, iy ding

va Tac dung khdng mong mudn clia thudc)

Tuong e dupe 46

ﬁmmw%mmm

i ot s “”‘“““”"’mmm'“““‘“"“““HEB&“&"?&??&%%?
m- i 1 L

hép

Empagifiazin @ co chét clia cac chél van thu & nguti OAT3, OATP1B1 vé OATP1B3 nhung
Khong phai i ey chét clia OAT1 v& OCT2. Empaqifiozin 18 cor chét clia P-glyooprolein (P-gp) v protein
khéng ung thiz vii (BCRP)

Si dyng Gng thei empagifiazin voi probenecid, mdl chét ire ché enzyme UGT va OAT3 din dén tang
26% nbng 60 dinh clia thudc trong huyét frong (C.) ¥4 ting 53% dién tich dudi dudng cong nbng 80
thude theo thin gan (AUG). Nhing thay a3 ndy duor xem nhir khoing oo § nghia Iam sang

Anh clia su cAm g UGT kén empagifiazin chua duore nghién clru, CAn trénh s dyng dbng tha
vl cac chal cam Umyg enzyme UGT do nguy co giam hiéu qua clia thudc.

MGt ngheén ol keromg 1o i gemfibro, mdt ohét (i Bhé in vilro clia cae ohit vin chuyén OAT3 va
OATPAB/ABS, cho thdy C-.. clla empagifiozin ting 15% va AUC ting 59% sau khi s dung ddng thoi.
Nhimg thay d8 nay dugc xem nhu kndng o § ngha lm séng.

Su (e ché cae chid véin chuvén OATPABIAES khi sl duna dbng thér véi rifampicin din dén tang 75%
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mmmmﬂamumﬂﬂmmmmmMmumm.
a5 empagifiozin | tuong duong ki sir dyng dbing thoi hodc khing ddng thér vir  mt
mmﬂphm%wwﬂpgmmwmwwmmm' ven

empagifiozing
Céc nghién ol vé ¢ cho iy duoc ddng hoe clia empagifiozi bl dnh hudmg bii vige st
mﬁmaﬂkmﬂnw& Hahw;:.m mmm

Dy rén cic aghién ci i v empagifiozn ki e chd,Jem ma tic dng ey cAm img o6 B
dang CYPA450. Empagiflozin khing (¢ 6% UGTIA1, UGT1A3, UGT1AB, UGT1AS hodc UGT2B7. Do db,
furamg o thude-thube théng qua céc dling dang CYP450 va UGT chinh gilia empaglifiozin va cac
mﬁmuwm::nmm&“ul\*ymnhuwﬂm.
Empagiificzinkhing (o o 1), Dya it o o in vilro, empagiillozin duoc xem
wmqwk;g}muwdauhm.%mmmmm
mbt oo chal aua P-gn, dén dén ting 6% AUC v ting 14% C,. cla . Nhiing thay 481 ndy dugc
mmwmmi@:;mm. gt & TP1B3 tin
(e ché ce chill v thu & nguti OAT3, OATP1B1 va OATP1B3 trén in
m&;ﬁgmtwmﬂumm mum%mmmu&mmwdﬂm
céc chat

wan chuyén bdp thu ndy xem thir khd iy ra. .
Cag nghian i bén hanh én g tinh nguyéa khde manh cho théy empagifiozin khing lam thay
iy ehroe d3ng hoe o4 Ynghla vé Fm sang ala metformin, glimepinde, piogitazone, sitagiptin, linagliptin,
wartern, raniprl, digeuin, o frufe gt 6y va oo hube tinh thai
%ﬂq@mdﬁqw#

Ay .
Ngé B4 rughu lén quan 8én tiing nguy cor nhiém toan lactic, déc bigt 14 rong tnemg hop nhjn an, dinh
i ch i sl cebon i 01051
cht v cabion hiu oo s i
Metformin 1 oo il glia 1 chdl vin dhuydn CCT1 %8 OCT2. Sir dyng Bling thisi metfomin vor
«  Cac b icd OCT1 (vi dy nhw verapami) ¢ thé gidim héu qud cia metiomin.
. ggﬁncﬁnmomumw_mm [am tang hép thu & dung tigu hoa va higu
« (Cdc tubo e ché OCT2 (v dy nhu cimelidine, dolutegravir, ranolazine, iimethoprime, vandetani,
isavuconazoe), of thé [m gidm s bir qua than ala metiormin va vi viy déin dén ting ndng 69

m:‘ A OCT vé OCTZ (vl dy nbwr crizotinib, ofaparib) o6 thé thay d hiu qud va su
thal n¥ qua thin ala matformin

V1 vy, ol 1 trong diic bist wit nhimg bénh nhéin suy than, khi a0 dyng dbng th cac thulic ndy véi
metiormin do ndng 66 rong huylt tuong cuia metioemin o 1hé taing kB, Néu can i, ¢ thé xem xél
chinh b4 cila metiormin vl céc chal e chiicam mg OCT o4 thé lam thay dbi hidu qu cila metiormin,
Céc thidc cdn quang chia fod

Phés ngimg ding metiomn e hodc vao thin diém thuc hign %8t nghism chén doan hinh &nh va khing
mmnwwmmwawm.ﬁmmm%wwwmmm&w
{em s Shvéing chi diri, Génh biso v théin trong khi ciing

Clchkﬂdnmmm
Wi 5 s 00 ki néng anh hudmyg bk ion din chizs g thén oo thé m tang nouy co niiém toan
lactic, vi dy nhur cac thuc gism dau chiing viém khong steroid (NSAID), bao gbm cac thude te ché
chon loe (oami.anacdémehuﬂncgmmueMaammu
mh e bist 14 thube I tibu qual. CAn theo di chét ché chire naing than khi
b dbu vl W Gang sl cyng odc thube ndy kbt hop v&1 metfomin.
T bt e
y .
Do TR0 Tl e o s Wl e N b e B S W P
chéng tng dueng huylt vong ki 89 dyng clng Ve thidc khac vé Kni ngimg si dyng thudc do.
ek o itk b
Insulin v cic thubc kich thich bl tét insulin, vi . am o
muﬂm&.mﬁ&wmmﬁ%wmmmﬂmﬁm mghm‘l
ﬂégdmmmmmmulmmﬂmﬂmm(xmmwm.mmmm

Téx: dung khiing mong ol
Tuong ky ca thude

Khéing ép dyng

Téc dyng khéng mong mudn ciss thisbe

Téing 54 12245 bénh nhn & théo dudmg typ 2 dupc Géu t 88 danh gia d8 an toén clia empaglifiozin
kit hop véi metfomin trang cée fi nghiém m sang, frong s6 d6 8198 bénh nhdn dugre didu i bing
ket hop vil mesformin e dyng don ¢, hodo kit hop voi sulfonylurea, plogitazone, cic
5 o DPP4 hode insulin: Trang e thi nghsm Lam saing néy, 2010 biah nhén ding empaglifiozin
mn-gihwdmeﬂommmwmmmwmmmmwmmmuf
n&awwmmmmmmmmmnm&?ﬁw ' \
ibng hé wmﬂmﬂg-mwmmmmmm

hécacﬁcdunuhmmmbn
mwmuﬁwnn Ao 84 k@ heo B sult tuyat dbi. Cée 1n sut duoc xéc dinh it phd
bin {2 1/10). phd bilén (21100 880 <1/10), khing phb bign (21/1000 8 <1/100), hiém gép (21/10000 dén
<1/1000). hadc rit hiém gp (<1/10000) va knbng bibt (khéng thé L6e tinh b cc did Iy sdin cd)
B-g}:n&nm@mhﬁqmum:dm@ﬂnmmmmm g don i

< 3
&
0

g5
g
g

beEsses
_ug 5 'E o
aiis




https://trungtamthuoc.com/

Hécoquan Rét phébién Phé bibn Khéng Hidmgdp Rét Khng biét
phd bién hiém '
Réiloan dinfy Ha glucose — Khat! Bathao  Mhidm loan
va . mau (khi st dudmgtoan lacc’
hda dung két hop wBn'  Thieu hut
v sulpho wiamin
nyhwrea hodc Bi2¢
irmsulin)'
Réi loan hé Rébi loan
thén kinh vigie'
Réi Giém thé tich
loan mach fusn hoan'*
Riiloan ~  Cac téy
féuhds | chimg vé tiéu
hoat
Ré loan Xét nghiém
gan mit chir: néng
gan bét
Viém gar’
Rai foan Nl (no May day Ban 4o’ Phu mech
davdmd chungj*
dutt da Phétban
May day
R A
m":g" Tibu rhlu T khée
dutmg niéu
Xt nghugen Téng ipid Tang creatinin
fhanh®®  frong méw
Gidm mire o
‘chuthgn'
T“ e
1 Xem phiin phy lue bén duoi 68 bibt thém théng tin

* Tac dyng phy duye xéc dinh khi diing empaglificzin don

3The dung phy duge xac dinh khi dling metformin don b

*wﬁmmwwmm&mﬂﬂrﬁmummmﬁhwmﬂ&&ﬂum

e e S
g 2 ; , dau bung va an on it hign

mwmmmnuwmmmwmm% s e

* Xem mije Canh bdo vé than tong khi ding huéc

b Phén trém tang trung binh iir mirc ban d3u qlia empagiifiozin 10mg va 25mg so i ge duo B lvot 6

tbng cholesterc 5.0% vA 52% sovei 3.7%: HDL-cholesterol 4,6% va 2,7% so w1 -0.5%; LDL-cholesternt

9,1% vé B.7% 0 von 7,8%; triglyerid 5.4% vé 10.8% 0 von 12,1%

“Thay d6i rung binh tir mic hematocrt ban ¢Au I 3,6% va 4 0% Wn gt vii empagifiazin 10mg va

e O% o gid dugre. Trong nghin o EMPA-REG Oulcome, o gi4 ti hemaloorit quay i lai

mldima&::igng&r
4c dyng khdng mang chon loc
Thn sudt dudi iy duoe tinh cho cdc tac dung khing mong miubn bét ké of §ém hé nhin qud hay khdng.

méu
%%mmwmmw&&mwwm@cwmmwum
by v gid duge ki ding empaiglifiozin két hop metiomin va két hop piogitazone +- magomin hodc
liptin ¥ metformin. Tan sust béinh nhén b ha glucase méu ting 1én & nhem ding empagifiozin so .
Kkt hop metformin vn sulforylurea, két hop insuin +- metformin vé +/- sullonylurea (xem muc
i dd'rdiang:m,&&gid.lﬁﬂf].

H

Téing B sUAt bénn nhan 3 bién ¢ ha ghucose mau <1%) vé tromg tr khi oz
A e e T e S
tri nén trong cac nghién c{u twong tmg (xem phain Libu dlng va Céch diing; xem Bang 2 bén durdi.
Bang 2 Tan sust bénh rhan 83 duge xae dinh o6 biin o6 ha glucose méu thea thi nghiém [Am sang VA
chi dinh B
Nhom digu i Gia duge Empaglifiozin 10mg  Empaglifizin 25 mg
Ki hoyp visi metformin (Nghién ciu (NC) 1245.23 (meg)) (24 wudn)
N 208 27 - 214
Ty & d& dugr xac 0.5% 16% 14%
dinh (%
Nang (%) 0% 0% %
| Kbt hop véi Metformin + Sulforylurea (NC 1245.23 (met + SUJ) (24 fudn)
N 225 24 217
Ty & d& durr xag >
i () 84% 16,1% . 1.5%
Néng (%) 0% 4 0% —
I Két hop voi Pioglitazone +/- Metformin (NC 1245.1) (24 tudn)
N 165 165 168
Ty & 48 duye ke %
drh %) 1,8% 12% 24%
Nang (%) 0% % P
Két hop vér Insulin nén +/- Metformin +- Sulfonylurea (NC 1245.33) (18 tudn' / 78 tudn)
N 170 169 155
B e 208% /36.3% 19:5% /36.1% 2B4% 1961%
Niing (%) 0%/ 0% 0%/ 0% 13% /13%
K&t hop véi Insulin dang hit liéu 13p lai +-Metformin (NC 1245.49) (18 tudn' | 52 tudn)
N 168 186 189
Q‘;,'f‘ e 37 2% 158.0% 308% /51,1% 03/ 5TT%
Nang (%) 0.5% ! 1,6% 0.5%/16% 0.5% / 0.5%

e —
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——Gia dvoc Empa 10 mg Empa 25mg
N | 107 438 437
Ty Ié 03 duoc xée
dnh %) 0% 05% D2%
Néng (%) 0% 0% 0%

Két hop véi metformin trén bénh nhin chia ding thude (NG 1276.1°) (24 tuén)
Met 5001000 mg Empa 10/25 mg Empa (5125 mg) +
1

2 lani Met (500/1000
ngay ;’W mg)
N 341 39 680
Ty 1é 8 duroc xéc
il 08% 08% 10%
Nang (%) % 0% 0%
' Két hop véd metformin va linagliptin (NC 1275.9) (24 tudn)’
N E110 . R n=110
Ty 18 8 duoc xéc .
) 0% 0.0% 27%
Nang (%) 0% 0% 09%
- Két qua thi nghigem EMPA REG OUTCOME (NC 1245.25)
| Giat dge Emga 10mg Empa 25mg
N 2333 2345 2402
Ty & 8 duore xAc .
don %) 7% 2% 776%
Nang (%) 1.5% 14% 1,3%

ngpﬂ_@cdmmmmmwm mau <70 midl hodic cn sur o gilp

 can by
Mmmﬁmhmmmmmmummﬁm
* Tam g diéu tr; 4 nhém diu b két hop empaglifiozin (5 mg hodc 12.5mg 2| vé& metiormin
(500 hodia 1000 mg 2 laningéy) va diéu t don i véi empagifiozin (10 mg hodc 25 mg 1 hode
metformin (500'mg hode 1000 mg 2 Eningdy),
Kt hop ke ob dinh ampaglfiozin vor finagliptin 5 mg vir diéu i cor han bng metformin, (rem thém muc
mﬁf"”*’%. : _ y

T thing bién ¢ ngoal y nhiém ining duéng nidu cao ho & nhém bénh nnén diéy 1 béing
empaghfloan 10 mg k&l hop véi metformin (8,8%) so voi nhém bénh phén ding empagifiozin 25 mg
Két hom metiormmin (8,5%) hodic gd dire két hop wéi metformin (7,8%), Tuong fy vt rhém ding gid
dmm&nmmwmmﬂwnwummmmmmw
v matformin ¢ bénh nhén of tén sir trling dusdmg 4 i man tinh hodc i phat Ml &4 nhidm
ring dumg & niéu krong lw & nhém dung gid durr. Baén of nhifm tring duomg 4 niéu duv ghi nign
thudmg xéy ra hon & nhém bénh nhén nlr ding empagifiozin 10 mg két hop metiormmin 5o vei nem

ng g diror nhurng khong nhibu hon & nhom bénh nhén ding empagifiagin 25 mg kit hop metirin,
m:.:n hidin nhibim triing dutmg tiét nigy théip hom & nhém bénh nhdin nam VA tuomg b gia cac
P

Viém &m dao do nhifm ndm candida, viém &m h-8m dac, viém quy diu hodc m vl vé céc nhiém ining
dudmg sinh de

Viém &m dao do nhi mm.mmmmm,mwmwmmwmdﬁn%
dudmg sinh due khdc duge ghi nhin thudmg xay re hom & nhdm bénh nhin dung empagifiozin 10 mg
hop metfomin (4.0%) v4 empagifiozin 25 mg két hop metiormin (3,9%) so wii nhom ding g duoe kit
Epmmelmnm%mmﬁmmuwmrmammwmw
her vén metformin 80 vin nhom ding gia duec rén cic bénh nhln n. St knde bt vé thn sult it
rét & bénh niéin nam. Nhiém triing deémg sinh dy thueng & mie & nhe vé frung binh, khing <o trwomg
mmd&rﬁu

Dyra trén cor ché tac dung da bidt, éu nhibu (Ganh pid theo cac ir knoa 1 di 16w nhiu (&, 86y nhidu, féu
mpmmmmmmab@mmﬁum&gwnwmwmm
(3,0%) va empagiifiozin 25 mg két hop metormin (2.3%) 53 v nhom ding gé duge kit hop matiormin
(1,4%). Phan ki céc trudng hop by nhidu & mido 88 nhe va trung binh. Tén sult by dém dupe ghi nidn
fuong ty gira nhdm ding gia duge va empagifiozin, cd ki 48 diéu i cor bén béing metionmin (<1%).
Gﬁmh&ﬂamhmﬂ il il i
Ti ch i tich hedn thap | =4 tir khia xBc dinh udc 12
ammmmﬁpmm.wmmwhﬂmWMm,mmm
dimg vé 'uw&uum&mg&m{wbﬁmﬂﬂﬁfwwm:'- -
empagifiozin 25 mg mqmm;;mﬁmmmmhma
ampagiflozin rén sur béi 68 ghicose: niess ién quan dén ot b thin iy, oo thé doh @ tinh
trang thé dich & bénh nhan ts 75 tudi 4¢- 1. & bénh nhan 275 b, bisn cd gidm thé tich t4n hoén &8
dugre ghi nhan én 1 bsnh nhén didu tri bing empaglificzin 25 mg két hop metformin.

Tang creatining Vé gi

Ti nhén tang creatining huyftva gidm &% e cu thn & nhém ding in nhur iéu
phép trf kU ding thém vao metformin va gid duge la tromg t nhau (crealinine huyet ting: empagiifiozin
10mg 0.5%, empagifiozin 25mg 0,1%. gi dugs 0,4%; giam ) o chu thin: empagifiozin 10mg
0.1%, empagiflozin 25mg 0%, gig duge 0.2%) .

Trong cic nghilin i mil 451 6H 86 ching pid duoe kéo dii 24 hén 48 quan sat thiy bt dhu of s
tang thodng qua creatinine (thay 831 trung binh 5o voi i Bém ban dAu sau 12 héin: empagifiozin 10mg
0,02 mg/dL, em ZMO\CGM.}NMMMﬁméJMMMHMGHM
binh so vér thii diém ban déu sau 12 uan empaglifiozin 10mg & -1 48 T3, empagiifiozin
25mg I -2.05 mbsghia/ 1, 73 Trong cac nghién ciru dai han, nhimg thay 46 irén nhin chung o6 1
4o than glan ding hodc sau khi ngling hude (Xam phén Thir nghiéem Bm gang, hinh
smanx 3 trong nghién ot EMPA-REG outcome).
n%mwmwwmm.ﬁmwwwumﬁmmm

Qué .
Iudirg

Empagifiozin S : e
Trong cac nghién e @m sang b ddi chimg, By don %0 11 800 mg (hromg duomg v
32 tn iy kh _mﬁlam?tmhmwmmuw hdng ngdy n 11 100 mg
empaglfiozin (tmg duomg voi 4 1dn léu khuyén cdo i da hang ngdy) én bénh nhén dai
typ 2 khéing cheo aﬁﬁmummmmhwwm“m&&m
tding thé tich . Thé tich mudc tiéu ng quan sat duoc khdng phy thude vao b va khdng cd
y nghia ldm sang, Khdng ob kinh nghiém khi diing ¥ cao hon B00 mg & nguen

Matiormin |

Khéng g nhan dUrgc ha glucose mau vbi metiommin hydrochionide B ln dén 86 g, méc dil hién higng
nhiém 1oan chuyén hoa acid tectic 68 duoe ghi nhan iong Insomg hop ndy. Qua by by cao metformin
hydrechicride hod€ céic nguy co di kém o6 thé déin dén nvém toan chuyén hda acd lactic. Nolm toan

muyhhdsan‘dmlmié mét cAp cird y khoa vé phai duoo diéu i b béoh wén.
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nhdn. Bién phép ob hidu qué nbit & loal b lactate vé metformin hydrachioade: & loc méw, trong khi knd
nang loal bo empaglflozin béng thém phan loc méu chira Auos ngién ciru.

Bac tinh duge Iy hoo '
?mﬂmwxu?mNmmmmmm&mmhmmm
g : : ! :

m&nﬁ:wd&mh.mwamﬁm 0 khé niing h\ phuc kénh dbng véin .

Na-glucose 2 (SGLTZ) vén gid 1 ICxc 1 1.3 nt, 0 tinh ehon o gap 5000 n so vai kénh

SGLT1 {ICx = 6278 nM), dam nniém vai o hép thu glucose trong rudt Hom nira fude o 46 chon loc cao

mmm?mveu glucose: khac (GLUTE) chiu teich nhigan ¢n biling ndi méx gluoose trong cac md
i

SGLT-2 o mét nhidu & thin, khdng hode o rht it & oo md khac iy 1 kénh vin chuyén chind cho sy b

hép thu glucese ti dich loc chu thén quay Ird lai fudn hoan, & bénh nhén dai tho dung typ 2 (T20M) va

fAng glucose méu, lomg glucose dugr ko va 14l hap thy on hon.

Empagifozin ca thiln visc kiém sodt duémg huyé & béoh nhéin 08 thio duremg typ 2 bling cich gidm

t4l hidp thu glucose taf thin. Lugng glucose duge thal tri oua thén theo oo ché ting théi glucose qua

nuee by phy thubde véo nbng 6 glucosa rong mél va téc 6 ke chu thin (GFR). Théng qua Uc ché

Sﬂ.ﬁ:ﬂﬁh@hmﬁﬂémmmZvﬁmm”ﬂnmmbngimdmlﬁm'mw

s iy,

@ béinh nhén ¢4 thao dudng typ 2. thai e glucoss nku tng ngay sau iu dAu tién ciia empagifiozin va

lién tyc trong khodng i 24 gidy, Téng théi tn glucose nibu duoe duy I én cudi giai doan i ¥ 4 tudn,

trung binh khoding 78 gingay vl libu empagiifiozin 25 mg, udng 1 Brvngay Tang thal tnr glucose nidu Bm

giém ngay ndng 06 glucose rong huydt luong & bénh nhan &4l théo dudng typ 2

Empegifiozin cai thign murc dueng huyét ca khi dél va sau kil an. _

mﬁ&mmmmwmmmﬁmmmmmwdmm

nén dén dén nguy co ha glucose méy thip,

D3 ghi nhéin 60 sy G thién cae dau higu dac trumg che chie néng olia ¥ bao beta bao gbm mé hich

dénh "mn&unqmggmﬂ}kun&umﬁmwmuwmw

lam mdt calo, lam hiéu hao chat béo va gidm trong lugmg oo thé:

Glucnse niéu durge ghi nhén vt empagifiozin kém theo tic dung i éu nhe o6 thé Bm giam hupét 4o

14U o4l va ¢ me & trung bink,

Metformin thude: nhém biguande of tac lucose may, Kim giam cé dadng huyt nén

wwmm.mm'wmmﬁﬁammwuﬁ"mm%

hydoehiaride o theé tac dyng then 3 oo ché:

(1) gm sdn xut glucose tai gan bing cach e ché con dwbmg tn taa va ly gl glyoogen

(2) 13i co, hing cach ting d6 shay cam voi insulin, Eing hap thu va sir dung gluocse ngasi vi

(3) v 1am cham sur hép thu glucose & rudl.

Mnmm hydrochloride kich thich tng hop glycogen nii béo Béng cach hogt héa enzyme plycogen

8 L

Metformin hydrachioride l4m tng khd ndng vén chuydn cia t 3 cas chit van chuyd glucose qua mang

duers bidt hin nay (GLUTs).

Trém rgue, mefformin hydrocioride tac dung oo for irén sy chuyén ha lpid khéng phy thidic vio oo ché

tc aung cila thue Irén glucnse mAu. Trong ce nghién el Bm sang o6 84 ching, tung han hodc o3

han, metformin hydrochioride 1Bm giém ndng & cholester! foan phén, LDL cholesteri va righyoaride:

leﬂrn&l‘tm

Téng 50 10224 bénh nhan dai thao deang typ 2 dupc v i rong 9 thir nghiém 15m sang m d&, co
61 ching gia duore hofic chét hoat tinh trong thé gian it nhét 24 tudln, trong d6 2047 bénh nhan ding
empagifiozin 10 mg va 3703 bénh nhan duung ampagifiozin 25 mg nhr & diés) ir b sung pidi hop vin

Mmmwunwmmm.&mmmmmmmm
(piogitazone, sulforyluree, cdc thube tre ché DPP-4 vé insulin 1m o thién o8 yf nghia trén lm séng
HbAe. glucose huybt lic 48, trong leomg cor thé, nuyt 3p tim thu va huyét 40 tm tuong,
Sir dung empaghfiozin 26 mo m Bing 1y 1 bénh nhén dat dich HbATe < 7% v gidm 1y I8 béah nhdn
cin cAp exru ting dudmyg huyet so v nhom ding empagificzin 10 mg vé ding d dupe Chisé HbAle
duo Al thidn o8  nghifa m sing & 141 ¢ cac phan tich dudi nhém thao gicr iy chiing 1, wing Ga
Iir.mo;rmm n doan 84 thao dutng typ 2 va i sb trong lromg oo hé BMI). Trén bénh nhén
e 75 tudi gy ¥in, 84 bénh nhan o chl 56 Hhade gém thép hon d duoc gh abdn kN déu )~
béing empaghfiozin. Chi 6 HbA e gidm manh hon én bénh nhén o chi s HbAc ban diu cao hon
Empagifiazin ket hop voi metformin trén bénh nhén chus ding thube tnade 84 1Am gidm od § nghita Am
mumm%wmmmmwm\e . ;
Empagifiazin i4 sung cho diéu & béing metformin
Mt nghién o (&m sang mi 681, o6 A6l chim gid duer: rong thi gian 24 hudn 33 duge thie hign
@& drh gia hidu qué va &4 an lodn clia empagiifiozin trén bénh nhan déu rf hiu qua tRing
matiormin, Eiéu i bang empaghfiozin giip cal thién cd ¢ nghia trdn Bm sing chi 86 HbA1c va trong luomg
oot lém giam 6  nohia 1am sang dureng huyét 10c doi va huylt ap so von gid duoe (Bdng 3)
Trong ohan mé ring mil déi, od 84i chimg placebo ca nghién ciu ndy. gidm chi sb HbA T (thay 3
0 voi ban déu 0,62% & nhom ding empagiifiozin 10 mg, -0.74% & nhém dung empaglifiozin 25 mg
V& -0,01% & nhom ding gié duye). rong hromg cor hé (thay 6 so i ban déu -2 33 kg & nhém ding
lifiozin 10 mg, -2,65 kg & niném diing empagiifiozin 25 mg vai 0,46 kg & nhém ding gié duot)
vé huyt ép (huyét & tm thu thay 851 s0 voi ban diu 5,2 mmHg & nhém ding in 10mg,
4.5 mmHg & nhom ding 25mg v -0.8 mmHg & nhém ding gia dugc, hiuyel ap tam
truomyg: thay 86i so wi ban 64y 2.5 mmig & nhom ciing empagiifiazin 10 mg, -1,9 mmHg @ nham ding
empagitiozin 28 mg va -0.8 mmiHg & nhom ding ol duge) dugt duy il cho dén tudn thir 76,
Bang 3: Két qua nghidn cinu 1am sing o5 di chimg g due rong 24 ldin (LOCF) wir empagifiazin
diing (U trf bd sung cho metformin | B4 phén tich day &)

| bé sung cho Gia duge Empagiifiozin 10mg  Empaglifiozin 25 mg
N 207 27 0
HbA1C (%)
(Tmm:;ﬁ 5 790 754 786
E’ff e 213 ' a7 a7
Krac biét g0 vi nhdm
diing g duot (khoang 057 (072 042) D54 (079,-048)
tin cy &7 5%)
N 18 199 191
B&nh nhin (%) dat
mmﬂ:f‘ 125 77 387
HbAfc2T%:

N 207 216 213




FPG (mgdl) omolf
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mhﬂﬁ”mm 641035] 200,11 23H24
Khac bigt 50 v&i nhom .

: ; 264° (313, -216) 207" (336, -238)
m;:%m [A47 (474 420 158186, 1,22)
N 207 217 213

lvgng cor

sy

Trudre ditu t :

o 7973 4159 8221

Thay 68 s0 i trsdc

bl o 045 208 246

Knae biét so vor nhém

dung gé doer’ (khodng 83 (217,108)  -201° (256,-146)
tin ey 97 5%) :
Nee ol 207 217 213
Bgnh nhén (%) giam : !
proaas)ofhind sk 48 212 230
N 207 217 213
Huyét 4p tam th
(mmHgl

Trede didu tr

Pl i 1286 1296 1300
Eﬁ:&mvﬂim 0 e %3

Khac bist 5o vo nhém

diing i duec' (knodng 41 162,2.1) 48 (89,27
tin chy 95%)

" gid tn lrung binh trude diéu 1 duge higu ohinh va phén tng ;
* khéing duge danh gia vé y nghia thing k& khang phai k mot phén i quy trinh thi nghism kén e dd

vOi cac iy chi dénh gia phy

? Ghi nhdin cui cling durge thye hign (inudic kni phl cp cin duimg huyée) (LOCF)
“gid tj p 50,0001 ;

ENé ] kit hop v metformin trén bénh nhdn chue dupc déu i e

Mt nghiéin ciiu thiet ke giak thiia treng thév gian 24 ludin duoc thire hidn 62 danh gia hiéu qué v 64 an
mmmwnmmm‘d‘m&mmmm&mﬁmﬂmﬁﬁ
0l metiomin va 500 mg; & 1000 mg, | @ ] 1000 mg, ¢
r@yjﬁm(gé"?mhramﬁl@'gis&m cva n;éng’:g fw@qrmm%%

phén dom 16, Ty 16 bénh nhan co chi sb HbATE tudre @idu trj 27,0% @ié 1] bang empagifiozin két hop vin
metformin d8 dat duge chi s HbA1c dich <7% cao hom so v timg thuée dom i (Bang 4 va 5).

Bang 4: Két qua nghién cir 24 tudin (OCY so sanh empaglifiozin 10 mg két hop voi metformn 0 voi

timg thude don 1,
Empaglifiozin  Empaglifiozin  Empegiifiozin  Metformin Metformin
10mg 10mg 10mg 1000 mg* 2000 mg*
+matformin  +metformin (1 lAningay)
1000 mg 2000 mg *
N 161 167 169 167 162
HbAC (%)
Trude @idu trf
ng bhv) 87 87 85 87 B8
Thay 0 so y
véi g 20 21 14 -12 18
didu b
So sanh vo1
m&v 06" (09, 04P 0T (10. 08P
5% - e A ALl adeg 0T o
So sanh voi
metiormin .
hodng i Gy 08" (10,08 03 (06-01p
85%) 1
N 153 161 159 165 158
Bénh nhan
{;‘Ycldrl!wc U
v}mﬁ? 96 (63%) H2(70%)  69(43%) 63 (38%) 92 (58%)
frudc didu trj
HbATe 27% :
== 161 166 168 165 —=— 1§
FPG (mgid
Trudre didu tr
e : -
frung bik) 1858192 16837 [9.1] 1700194 1728(96] 169,019.4]
Tray d8i so . '
v bude 455(-28] AT 8127 32918 AT200 0 82118
dieu iy’ 2
Soviln &Y 126" 48" st ot

N (191,60 214, 82F
g"sﬁ?’m@" [-cE.r “1, -Ja]] {-c{ha (12, 05)

Sosdeh ! amge (a5n e - anE

250 (223,89p
ggﬁ'}?“@ (1618 12) FO8(12 05)
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ﬂ : Empaglifiozin - Empaglifiozin Empm Metformin. Metformin
| 10mg 10mg il::lmn i 1pllmg' 2000 mg*

1000 mg* 2000 mg *

N 161 185 188 168 162
leong

o bl
Trude didu b
(trung ﬁ; 823 &0 839 829 838
Thay déi so "
WA 31 41 27 04 12
Gty b
So s4nh véi 277(36, 28" (38,
metformin -1.8F A9F
(khodng tin céy
95%) !

*Chia 2 liéu bing nhau mbi ngay

® Quin thé o phén tich day di (inreng hop dugc ghi nhin théng tin) st dung MMRIM. M hinh MMRM
bao gbm @éu trj, chirc nang than, ving da 1y, tham kham, tham kham béng tuong tc Gibu i va chi s
HbAc trudre diu i, duémg huyét kic 85i bao gbm ca dubmg huyét e 6 tnadre diéu fri; trong long oo
thé bao gfm cd trong keomg cor thé neée didu

* g4 frf trung binh durre hiéu chinh cho gi4 tri trude khi didu b :
mmﬁc’hmmwmwmm@&wﬁsywdmmmwmmm
‘POO0E206 voiHoATG,

“Phén tich tham do: p<0.0002 64 viri FPG va p<0,0001 ddi véi trong ligng cor thé
mgﬂ%mmmhdmmnb(&?ma&hempagﬁﬂnﬂnzsngkélhqpvﬁmmmvﬁm

Empaglifiozin  Empaglifiozin  Empaglifiozin =~ Metformin ~ Metformin

25mg 25mg 25mg 1000 mg* 2000 mg*
+metformin +metformin 1 laningay
1000 mg* 2000 mg* i
N 165 169 163 167 162
HbA1C (%)
Trroe didu b 88 87 89 87 BE
(trung binh) :
Thay ddi 50 19 21 -14 12 48"
Vo tude
dieu !
Sosanhvai 06" (08.-03p 07 (-10,-05)
empaglifiozin
(khoang tin
cfiy 95%)"
Sosénhvtd 08" (-1.0,-05F 03 (06 0.1F
metformin
(khoang tin
chy 05%)’ ;
N { 159 163 158 1686 159
Bénh nhén
g
e d‘ﬁ o 9 (57%) 111 (68%) 51 (22%) 63 (36%) 92 (58%)
trwdre didu trf
_HbA1c27%
N { 163 167 163 165 164
FPG (mgidL)
[mmollL]

Todedbulf 171285 167.9[9.3] 1769198]  172B[98] . 1690(84]
{lrung binh) _

Thaydiso | -440[24) 510[28)  -280[16) 72 221
vl tuie | . (1.0 [-.8)
dbut

So sanh vdi -16,0" 230"

empagifiozin (228, -92¢ (297, -163)

(xhoangtn | [08(-13-05)] F.3(-16-09)

cay 95%)'

So sanh véi 287 188~

metformin (-335,200F (255, -122¢
(khodngtn  [15(-19,-1.1)] -10(-14,-0.7)]

oy 95%)'
N Il 186 187 162 166 162
Tronglrgmg i = ¢
oo m | K -
Tudcdéuli -
(rurg bink) 829 837 834 B29 838
Thay Bdiso |
witwee 36 43 28 04 42
dbutr’ | i
So sanh voi A4 31
metiormin | (A1,-22F {41,-22F

fin

b-_
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https://trungtamthuoc. com/mm-ﬂu sminy B g G, s e, e o o 1
L mmmmmummmwmmwmmno
rﬁwuﬁmﬂmmm oo L]
gummmmwmaﬁﬂu K
mmwmmmwwmﬁmmwmmmwmmm

mm {OC)
*nst) O0BA 341 i HhA 1

“*Phéin tich tham do: p00007 08§ Vil FRG v p<0 0001 at vl brong uromg o0 thd
Empagifiozin dpe ding bdmm& i ket hop metibrmin vé sulphortylunse

Mﬁrdﬁnmhﬂmrruw : Mﬁmmm ﬁ.t.illwcfmﬂhﬂ
! = i ool g
mIao'rwc":mmwﬂ hwdemhmmﬁm;ﬂmwm

{Bing §)
ong phin mé fng mi di oo 66 placabo Hbatc wmm
mmm-ﬁﬁmm mmmminmm?mmu e
nm#mmﬁmmmwﬂmmwmmﬂhﬂwﬂwmm
n 10 my, -2:28 kg & nhom clng empagilfiozin 25 mg v 0,63 ki & nhom ding ge duog)
mm.ﬂmmmmﬁmmmgmwaambmm {

1l1lmg -3.7 mmbg & ahém g va-1.6 mmHg & nhdm dling g duoe, huyd ap e
wmg 50 VO e déu I 18 -26 & 1ﬂn&‘€3m&
Wawm 1, rmHg & nhdim dong i o) e oy ¥ cho dln bk 76,

reghilin o e (3 ching i cha trong thé i 24t {LOCF P vt
surg rong 3 ) Kb o meforman v ot spwaylare B0 phan ch by i)

Emmm
mi_u;m,m Gddupc  Empagflzin10mg  Empagifizin 25mg
it mé suiphornylurea

N 25 25 26 -

Hoale %)

True i i (rung binh) 815 A07 810

@81 0 v e ' S

mﬂ it R ik e
Kb bl 50 v ding

g??; (khodng tin 3y OB* (078, D48) 56" (074, 0.44)

5%) e
N 24 209 F
b nhn

il e o w2

i dibu il HBATE 27%

N 24 e 8

FPG (mgd) [mmoll]* .

Trutre G 1 (rungbini) 1507 (342 1510 [6.38] 1565(860)
Rﬁ'ﬂ‘!’”’“"‘“""“ 551031) 230129 2334129

K il 80 vir ding g GO (M2 24 2.8 (:34.3,-203)
dure! (knodng fin Gy 95%) 1807 (1,90, +1,30]] 1,60 (-1 80; “1.204]
N ] 225 216

Trgng lugmg co' thé (kg)

Trds i {5 inung tinh) 623 T7.08 TR0 e
H,“’;H”“"'m 039 218 T e )
K bié4 sa vir ding gid . : -
! (kiadng in oy A6 (2,25, -1,28) 188" (248, -150) |
wm = -

N 225 25 "0
it 58 276 238

N 25 25 216
Huyét ép thm thu (mmtig* :

Trustc B 1 lnung binfi) 1288 1287 1283

m .:am v e a4 41 35
Khac biéf &0 v ding gé b

dooe g 0 cy 5% 27146,98) 214092,

'gﬂnmwmmmmmumﬂm

mmmgﬂymlﬁrqwumﬂumﬁnmwmwwmmo&
mmm«mm S
? Ghi nhan cubl clng i (trrcrc ki pirdi céip ot dutmg huyit) (LOCF)

“gé b <0 0001

Empaghifazin tme dng b4 @80 1] plogimzons (4 melformin
Hmmawﬁm&mﬁmﬂw mmw Khitng metformin
(75,5% tbng mmummn&gMWMgim ol m s4ng
mil i, 6 ddi chisng piacebo keo 4ai 24 tiln. Er-pagiiiozin kit herp vi pogitazone zaemg]m

mmmmmmvmmnmrsamm I 66i vé rong
lmmummmmmmummwwm T
S P,
n
£,01% & nhorm cilng gié dumre), ong egmg mﬂ&;‘ﬁmdmﬁm mm,
10mg, 121 kg & nhom ding 2suuvammmammﬂmu
4 {huybt 8p e thu: hiay 8 50 vl truse ﬂhq.rmtmuwuwmwm,
-3,4 mmHg o nhom ding empacifiazin 28 mg va +0,3 mmHg & nham dlng gi8 cuge, byt dn thm
mm:maﬁmmma&mm-umwgmmmmwmm-mmmm]
i mamnnzmmﬁmuwwmmmmmwwn

dung
Béng 7 K& g nghibn oo o a6 g duer frong 24
‘ wmmﬁnmmmmmmwmwm@ lmdy

Dibu trf b sung
ploglitazone +/- Gi due M-'w
metfomin
N 165 168 . 168 |
HbAte () '
mgﬂ BE 807 606
T S0 o an o8 o
Khéc bift 0 voi ding
i dro! (khodng fin DAE(OE0,027T) Q61 (082, 040)
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Didu trj bd sung i . "

pioglitazone +/- Gia duge Empaglifiozin 10mg ~ Empaglifiazin 25 mg
matformin L]

N, 155 151 160
Bénh nhan (%) dat

mmﬂ.‘i“ n 28 00
HbAle 2%

N _ 165 183 168
FPG {mgidL) [mmoil] :

T diéu b : : ==
(fung binh) 161,83 8.49) 1520 [8.44] 15186 843
T"‘?ﬂ",ﬁ‘ 8 Vi1 twde 6471037 AT01094) 2181123
Kher: bitd so voi ding

' 235 (318,4151)  -265° (367, 202)
9"; ﬁ?’%“%g‘“""i m 2672081 1161 (201,121}
N | 165 185 168
| [

g ™

Trugrs didu b

(g bioh) 78,1 87 7893

b A 034 162 AT

Khéie biét s0 véi ding

id duroc! (khadng tin 195°(264.127)  -181°-249,-1,13)
cly B7.5%)

N 185 . 185 o

h nhén

o 55 108 BETP

N 165 165 - 168
Huyét 4p thm thy i o

T i b |

eogoin 7. G 1285 1259
mﬁﬂﬂm 07 31 40

Khi biét s0 voi ding

gl duga’ (khadng tin 38(82.-15) 4771, 24)
iy O%)
" gia i g binh ban &y duoc 1 chinh va phén tng
*khéng dupe danh gia vé § nghia théng ke khbng phai i mét phiin cla quy trinh hir nghism §n e db
v cée tigu chi dénh gid phy T
:gc:imm%%:x‘mdwcmwmmmwdnmmmmﬂom

p<,

Empagifiozin v fnagiotin duge ding bd sung che déu 1 bing metfomrin

Trong mét nghién cin thist ké gial thia, bénh than kndng dap img 11 vl metiomnin, i i ong 24 Ll
voi cd 2/iéy empaglifiazin 10 mg va 25 mg két hop vai nagliptin § mg gitp cél thién o5 § nghia lam sdng
ohi 86 Hb e va FPG so véit linagliptin 5 mg va o voi empaglifiazin 10 hade 25 mg. So v inaglintn
SW.Q_ﬁu_mhmaﬂﬂomhﬁhwuﬁImgihmsnuhnﬁgnuﬁjmm-hm =
uigng corthé va huyét dp. Mt ty 1 lbm hom bnh nhdin o6 o7 s B e tnrde didu t 27,0% duge 880 1
biing empaglifiozin k&t hop inagiptin dat e chi sd HbA ¢ dich <% so v linagiptin 5 mg (Bang B).
Sau 24 tudin dibu i biing empagifiozin+inaghptn, oA huyét ap tm th va huyét ap m nong By
gidm, -5.60-3,6 mimHg (p<0,001 5o v Iinagliptin 5 mg tréin huybt 3p tm th vA huyét 4p thm tuomg)

& nhém dling empagiiflozin 25 ma+inegliptin 5 mg vé 4,126 mmig (p<0,05 so v Inagliptin §mg
trén huyét 4p tAm thu, khdng o §inghia thong K& irén huyét dp tm truemg) & nihéem diing empagiificzin
10 mgr+inedliptin § mg. Gim huydt p o y nghia Bm sang duoo duy i trong 52 twan, -38-15 mmHg
(p<0.05 50 voi inagliptin 5 mg trén huyét 4p 14m thu v& huyét &p thm tnong) & nhem ding empagifiozin
Zﬁmg‘imhErng1;:‘1-3_1f~1,6ml-u{pdl.ﬂﬁsomii'q#ﬂmmmm!élmmmmw
y nghia thiig k trén huyél &p b tnsomg) & nhém ding empaglfiozin. 10 mgfinagiiptn 5 mg. :
Sau 24 tudin, 1 bénh nhin (0.7%) diing empagifiozin 25 mg/inaglintn 5 mg va 3 bénh nhiln (2.2%) ding
ampagifiazin 10 mglinagliptin & mg phéi diéu t cAp cinu, 50 véi 4 bénh nhn (3.1%) diing nagliotin S mg
vé B bnh ndin (4,3%) ding empagiifiozin 25 mg va 1 bénh nhdin (0,7%) diing empadifiozin 10ma
mammrmmmawmbga-mmwhumummmawﬂmw
' kit ob cho digy metformin tich

Empaglifiozi/ Empagifiozin/  Empaglifiotin  Empaglifiazin  Linagliptin
firagiipon Imaglotin Bmg 10mg Smg
(25mg/Smg)  (10mg/Smg)

N 13 % 140 1 128

HbAte (%) -

Htubn |

ml.m" 78 80 80 a0 2 ) e

Thay d6i so

wer trunro i

¥ (rung bion 1.2 A a8 o7 o7

duic higu

chinh)

Sa sénh voi

el - g 04

N | 07037 (08,02

{khaosding tin |

'*3’95%]’ H

N R 1% 140 17 18

HbATE (%) —

S2wdn

i
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Thay ddi so
v trude digy - :
Ui g bioh 12 10 o7 a7 05

: £80
binh duog, .
it chinh) {+1,0,-08) (08 04y

N 13 135 o 137 . 128

Trirese: it

(irung binh) 85 g 0188 8 B
finh thea kg ]
Thay a8 s¢.

v e diéu .
tri {trumg binh -3.0 26 32 25 LR
duoe higu

chinh)

So sénh yoi

Inaghntin

Smgtwrg  oq 18

by 24 (2B
(ecing
cay S5

Inaghptn {18 64) (1.6; 5,00
Smyg ity

s4 chénh)

(khodng tin

d!W

! khéng g dénh g vé § nghla thing & nhu 4 k&L qua ol quy trinh thor ngriéem khing dint fién tiép
l&ﬁﬁmmum@mmmmmnmmmmmmm M6 hinh MMEM
mﬂu?:&c;mmmwﬁw . théam khém, tham kihém cd keomg o diéu ir vé ohi 56,
c
* Quén thé o phian tich dhy di V81 cac bénh nhan khong hodn thanh dib i coi nhu tht bai. Hei quy
ggﬁm(ﬂuh chire néng than trude diéu t, ving dja Iy va chi s8 HbA1c tude ddu b,
'MMmmmmMQmmghmmmmmmmwmn
me ving J I, can nfing inede idu 1 vé chi s HBATc voe déutp. ¢

~P<0,001
Empagiifiozin rén bénh nhdn khting dapting idt ver déu tif metformin v
Tmmmm&pm&ﬂmmmmwﬂm J 1rf trong vong 24
veri & GLYXAMBI (Empagiiiazin/Linagiiptin) 10 ma/Smg va GLYXAME! 25 mg/8 my cal thién cd §
mmmﬁm&mhvmwnisuwmmgémnmms mg, 6 kegmg
béénh nhdin o chi sb HbATC bude ditu bj 27,0% va duge déu ¥ v cd 2 8y empagifiozin dal Qo
HoAfc dich <T% kin hom 6 ¥ nghla théing k& s vai nidm um+ 5 ), Sau
am&mbéngmagrmhcémﬁapmmﬂ ap A
mmmnrsmumwmdmumm mmmﬁm# iruomg)
diing empaglifiozin 25 mg+inagipin 5 mg va 1301“%&?@&!6@%&
nmmﬂmmmﬂmmmuMapmmmammmmm

10 mgslinagiptn 5 mg.
Sau 24 tudin, 4 bénh nhén (3,8%) ding 25 mg#inagiptin 5 mg va 2 bénf nhén (1.8%)
ung ampaglifiozin 10 mg+inagliptin & mg d‘hﬂﬂhmmmmhﬂﬁmtﬂmm#

mg.
Mﬁc&ﬂﬂwmmﬂmmﬂﬂmmm&ﬂb&mmm
wﬁmmmﬁmvsm mg

Metformin + Linagliptin Smg____
Empagificzin 10mg' _ Empagiiiazin 25 mg' Gld duoe’

HBATG (%) - 24 tuan’

N 100 110 106
Tt ¢ b (tring bink) 767 ET 796
Thay 8Bl 50 v tude
éutm 085 25 014
{rurg binh duge higy A
pikeni) e i ey e g
. Soswhwigddme o 078 070
binh éu chinh) (1,02, 0.85) (0,83, 046)
g fin cy 95%F P, 0001 P<0,0001
FPG ( mg/dL) - 24 tudn®
"N 109 109 108
_Tnsie déu b (tning binh) 1679 170.1 162.9
Eypﬁwmm 263 318 8T

m
(g binth hidu chink)
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Metformin + Linagliptin 5 mg
Empaglifiozin 10 mg'  Empaglifiozin 25 mg' Gia dugc?
So sdnh viri gid duoe 224417, -230) A77(47,0,-283)
{trung binh hiéu chinh) p<0,0001 p<0,0001
{khaang tin cay 95%)
ol mﬁ
L
108 10 106
Trude iy tr (tung 88,4 844 823
binh) tinh theo kg
34 50 v budre 31 25 03
et
{trung binh hidu chinh)
So sanh virl gid dupe -2.8 22
{trung binh hwu chinh) {-3.5 -2,1} (29,-1,5)
(khoéng tin ciy 95%)’ P<0,0001
Bénh nhan (%) dat
dwge HbAc <T% voi
chi 6 trude digu Irj
HbA1g 27% - 24 fuln*
N 100 107 100
Bénh nhén (%) dat dugc
AMC<P% 0 327 170
So sénh v g duroc 40 29
(ty sb chénh) (khodng tin (18.87) (14, 61)
iy 95%) P=0,0004 p=0,0061
"Bénh rihan duoc phin nhém gl nhién ding empaglifiozin 10 mg hodc 25 GLYXAMBI
1umﬁmm25mmx%m$u&q ™ i b
wnﬁwmmrﬁummmmgﬁmmmgmdmwmmsm
nmmqnm&umm
*Mé hinh MMRM trén b %ﬂuw&cm‘lﬂ ghi rihdn dugre thdng tin) bao gm HbA1e
tnsdre 0 i, GFR (] mwmwvammwm&
ﬂlﬂtﬁbvéﬁFPGbaughndFPGm bao gbm cA cAn nding trudc diéu .
wmﬁmmwﬁymvﬁummpwu mmwmmmwmmm
ﬁtmwmmﬁym sg&thAmmdéutrLeGFR(MDRD)mmwMum
1 dra trén binh nhan od chi 84 HbA1C 2 7% tudc didu

'rrmnn'otmanmam*mmmmmmmr&mcmmwzﬁ% mic
gidm HbAc so v e déu i K dung empagifiozn 25 mg#inagliptin 5 mg Ia -1,3% sau 24 tuln
(pCOOEIMsmﬂ! amﬁmlﬂmmmmnwmswﬁ -1,3% sau

umwummmgémﬁnm

mgL
mmwmemmmzmmmwmdmmrnhmm
Trong mét nghién clru $0 sénh hitu qué va da an toan clia
& bénh nhén khdng dap (g 1t khi dung metformin dom dc, Gé

glimepinde
25 sovﬁgin‘spb‘idﬁ(#mg)
mmmh&u

Ianghmmmmﬁﬂngﬁmm:ﬁirmfaﬁn&nséngmm (

Empaglifazin ding hang
huydt 4p tim trong
+0,9 mmHg khi dilng giimapirids, p<0,0001).

vﬁnwoﬂmhlaﬂmha;zg o hruyé{épﬂmﬂmvt
Ap tim trong thay 831 50 trude 6 1 -1,8

mﬁhl&mampagﬂszmva

Béuﬁbhgm-paglszn&nmmyrmanﬁngkétylébanhnhanmbchw?mglumnuy&m
v glimepinde (2,5% khi dung empagliflozin, 24,2% khi ding glimepirde, p<0.0001),
BangwKﬂqw@mmm&mmﬁmmwmmw&n(LMmsﬂh
empaghfiozin vii gimeginide nhur MMHWWMMM{MMM&VN}

Ermpaglifiozin diing diéu trj b sung cho

metformin so sanh v glimepiride Eenpeghtiasi Aing (amma&nmgL

N 765 - 780

HbAfc (%)

Truc diu 1 (trung binh) 7.2 7.82

Thay 36i so vai buére déu i’ 0,66 0,56

Khdc biéd 50 vén giimepinda (khoding tn cdy 875%) 0,117 (020, -0,01)

N 690 715
mamc?? duge HbATc <T% voi chi sb %6 08

N

FPGM [mmolL] o

Tngre @y bj {frung binh) 150,00 149,62

Thay & so voi trude Bbu tr -15.36 298

Knéic biét 5o voi gimepinida (khodng n cdy 95%)  -12.37™ (1547 :-927)

N 2 = . = _ 165 B N

Trong lwomg co th (kg) '

Trudrc didu b {tung binh) B2.52 83,03

Thay 34 50 véi tnsdre dié ' 312 1,34

Kndc biét so voi gimepiride' (khodng fin cy 87,5%) 446" (4,87 ; -4,05)

N 765 780

Bénh nhdn (%) giam can >5% 275 38%

N 765 780

Huybt 4p tm thy (mmHg)®

Trurde éu bj {trung binh) 1334 1335

Thay i 0 voi bude du i’ 3.1 25

Khéc bigt so voi glimepinde'(khodng tin cly 97,5%) 56 (7.0:4.2)




"Trung binh dugrc higu chinh cho g8 i turde diu 1 va phén

https://trungtamthuoc. COrgF giennse ) rowshing i g el m pri o o pih ick g s 2 cie
3 LOCF, 64c gid tr sau khi cdo ciru chdng ting huyét &p dupe kifm soat
* Ghi nhdin cudi cling (Invoe khi cfip ciry dudma huyt) dure thye hign (LOCF)
;ﬁﬂm%:mmmmwwwpmommwuwiahm

4 p—

Hifiu qud va 49 an toan cla empagifinzin dege b8 sung cho iy phéo nsuin néa o kA hop hode
me'mmmg.%mdmmﬂmm@&n metiomin) dugc Janh
i trong thi nghiém 1am saing mil 861, 66 G chilng placso trang 1o gian 78 tun. Trong 18 tudn du
ua;;bléuhtmmgmm.mmwwmmlmmHMmuuwnm
& i

© tuhin thir 18, empagiifiozin gidp &4 thisn 5 § nghia thng ké chi s5 HoA e so voi nhém ding gid duoc
Ty 18 bérth nhén ¢ chi 58 HbATc 27.0% inde B I dat e Hba e dich <7% i6m hon 50 vin nhom
ding 04 duge, Sau 78 tuln, empagifiozin lam gidm 8 § ngtia thng ké chi b HbAlc v bu insulin 80
dyng 50 v nhom ding gia dugv (Bang 11) '

&' tudn thir 78, empaglifiozin 1 gidm FRG & 10,51 mg/d H0,58 mmai] & nhém ding empagifiozin
10 mg, “17,43 mg/dL (0,3 mmol] & ko diing empagiifiazin 25 mg va -5 48 mgidl. 0,87 mmollL]

& nhoém dling gid duoc), trong uong o thé (2,47 kg & niém ding empagifiozn 10 mg, -1.98 kg & o
ding ampagifiozin 25 mg va +1,16 kg & nhom diing gl duge, pe 0,0001) huybt dp (huyt dp tam
thu: -4,1 mmHg & nhom ding empagiifiozin 10 mg, -24 mmig & nhdm ding empagiifiozin 25 mg va
+0,1 mmHg & nhom dung g du, huyé &p tm inromg; 2.2 mmHg & nhom ding empagifiozin 10 mg,
-1,5 mmHg & nhom diing empagifiazin 25 mg va 0,3 mmHg & shom ding gid dugc)

Baing 1; K& qué & tubin thir 18 va 78 trong nghiein oy 1m sang o 0l chimg g dueac (LOCFF 6la
empagliiozin dugr diing bd sung cho insuiin nén ¢4 kit hop hodc khing vei metiomnin vahodc
sulphonylurea (B4 phan tich day d)

Bibu r bd sung insulin nén kbt hop hodc khong . o Empoglifiazin  Empagiifiozin
v&i metformin hodc sulfonylurea ; 10 mg 25mg
N 1% 132 ur
HbA1c (%) & tudin thir 18

Trtro céu t (tring binh) 810 826 B34
Thay 88i 50 viri irude didu i’ 00 057 on
Khac biét 5o vl nhom ding gia duge! (khodng £,56° 470
tin cay 97.5%) (078; 03] (083047
N 12 127 110
HbAfc (%) & tun 78

Truere didus 1 (trung bink) 806 8T 820
Thay déi so v trde didlu &' 002 048 054
Khac bift o i nhém ding g duge’ (khodng 046* 082 (0807
tin cay 97,5%) (073, 0,18) 0,34)

N "2 12 10
Liéu insulin nén (IUingay) & tusn 78

Trudrg digu I (trung bink) 4754 4513 4843
Thay déi so vér tnrde didu o' 545 1,21 D47
Khic bigd 8o v nlom ding gia dugs’ (khodng 586 587
tin ciy 97,5%) {11,56,-1.77) (11,00, -0.85)

" trung binh dure higu chinh cho gla i i G 1 va phan the

* Ghi nhan cubi (troe khi cAp ol dutmg huy&) dueor thue hign (LOGF)

"gié I p <0,0001

**gid rj p <0,01 _

Empagtfiozin due diing b sung ku phdp insufin lich cys (Muioke dose insulin - MDY v medomnin

Hiéu qué vil 66 an toan oda empaglifiazin duge ding b sung cho Wy phap insuin tich cye (MDY k&

hiop hodc khdng véi metformin (71,0% tng s& bénn nhin duge déu ¥ nén bang metformin) dugc anh

gia trong mét thi nghiém 1m sang mi 48, o dt chimg g& duwe tong 52 udn. Trong 16 tuln ddy fén

vl 12 twlin cudi clng, fiéu insulin duge git fn dinh, trong khoding tudn 19 dén 40 éy insufin dure higu

chinh 6 dal duse ndng d glusose ik khi an <100 mgidl [5.5 mmal] va nding 46 glucose sal bim dn

<140 moid 7,8 mmoll],

@ tulin 18, empagiifiozin gilip cai thign o ¥ nghia théng k& chi sb Hba e sa voi nhém diing gid dupe

(Béing 12). Ty K bénh nhan co chi st Hbi 12 27,0% tnnde déu iri (19,5% & nhém ding empaifiozin

Eatnsn;géfm,&mmquammglrlbzinzamdwuwmumﬂmﬁmwmﬁm

Gdﬁnﬂ..ﬂéut’lb&zganmgfmmﬂﬁmﬁmmkE:riéﬁl-hMavé&knﬁsir:krd

G oy o 07 et G i A gt 7k St
- -1 n

1-1.31mmﬁﬂ&ﬂﬁmdﬁmmmﬂﬂnﬁml"ﬂ%wﬂv&hﬂ@%#&nm

thay d0i 50 v o digu b 2,6 mmkg.& phom ding gi duge, -39 mmbg & {
10 mg va 4,0 mmHa & nhom ding empagiifiozin ?mﬁmﬁ"mmmﬂggg_mﬁ' n
-1,0 mmHg & nhém diing gk dugre, <14 mmHg & nhém ding empagifiozin 10 mg va -26 mmHg & nhbm

diing empaglifiozin 25 mg)

12 Kt qud nghién ciru oo a8 jd duoe sau 1643 52 tuin w1 ampagfioz
prob bl Sl nid i b et i bt
Empaglifiozin dugx diing bb sung cho ligu phap . Empaglificzin  Empagifiozin
insulin + metfomin Tk img 25mg
N 188 186 189
HbA1c (%) &rtudn 18
Trude iy i (trung binh) 833 8.3 829
Thay dbl e didu ' 050 094 m

4 T = 044 (081, 052 (089,
K it 80 v g due’ (4hodng n cly 67 5%) i )
N 16 118 18
HbAc (%) & tudin 52!
Truehe diéu tn (trung binh) B2 840 837
They ol ude Géuty RIS e T
K 1 8061 g o (g ncdy €7 5%) '03?;1*;;& uﬁga}m
N 13 118 18
Bénh nhin (%) dat dugs HBATC <T% Vo1 gl b o 08 458

trude didu tr] HbATGC 27% & tudn 52*




https://trungtamthuoc.com/
Empaglifozin duge dung bb sung cho iguphép o, o o Empagilozin  Empagiifozin

insulin + metformin 10mg Bmg
N 188 186 189
FPG (mgldL) [mmolL] & tudn 52°
Tristre @i t (trung binh) 1516(841]  150.1[88)] 150,3[6.34]
Thay d8i b déu i’ 03(002  -197F108 -227[131)
183(278, 234(-318,
Knéc bidt 50 v6i g duere! (khodng in cay 85%) 108 -t
[-1,07(-1,55, [-1.30(-4,77,
08 083
N 115 118 "7
Lidu Insulin (IW/ngay) & tudn 52°
Trdo diéu trf (trung binh) B9.84 88,57 9038
Thay déi tnsrérc digu tr' 10,16 133 1,06
K bt 50 v g ! (Khodng th cly 97.6%) a‘as."'. é—;}&a -1123:515.09.
N 115 118 118
Trong lugng co thé (kg) & tudn 52'
Traéro déu b (trung binh) 96,34 96,47 8537
Thay ddi trudre digu b’ 044 185 2,04
Khéc bigt so voi gid durc! (dhodng tin cdy 97.5%) ‘aﬂ'ggﬁ' '”ﬁ%ﬁ
N 188 186 189
Huyﬁ 4p tam thu (mmHg)*
Trudc diéu tr (tnung binh) 1326 1342 1329
Thay ai nsée diéy b’ 28 -39 40
Khéc biét o voi gid duore! -14(-36,08)  -14-37,08)
(khedng tin cay 95%) :

" trung binh hidu chinh cho gia tn trude déu i va phén
=¥£1a;-bopra-ﬁma§y§3:mhszbowum&nmmmm&aimdmsztm

Mﬂdﬂv&)
S Tuan 18-40: mire liéu dat muc tiéu ela insulin duge hiéu chinh 88 dat dues ndng 36 glucose dich duge
xéc dinh frudre (udre bira 8in <100 mg/dl, (5,5 mmolt), sau bira &n <140 mg/di (7,8 mmeok)
* khong dugre dénh gia vé ¥ nghia thong ke, khang phéi 13 mdt phéin cla quy tinh thir nghiém Bén tuc cho
mdﬂ&:ﬂéﬁu _
* Ghi nhén cui (g khi cap ol dudng huyét) dugec thyc hign (LOCF)
S Tuln 62 bd phdn tich dy dd
* g4 r} p<0,0001
" gabip<0001
&mmzmymmm1w!mmzﬁmqummmm
Hiéu qud va d an toan clia empagifiozin udng 2 En/ngdy so véi ubng 1 liningéy (¥ hang ngdy 10mg
vé 25 mg) 8 dibu 1 bd sung & béah nhén ob nbng 5 glucose huyet khong duoe kidm soat tht khi dl
metformin dom U iéu durgre d4nh gid trong Mt nghién clru mi dai b ddi ching ga duoe kéo dai 16
Tét cé cdc bénh nhan duge diéu b bing empagiifiozin déu géim cd  nghia chi s HBA1C 50 vi g
dibu trj (iBing trung binh 14 7,8%) sau 16 tuéin digu b so vén nhom ding gid duge. Phac @b empaglifiozin
2 lAn/ngdy lam giam HoAlc tuong i phac 85 diing 1 Bningay véi sy khac biet & fuén 16 so voi tude didu
1 -0,02% (khodng tin cy 85%, - 0,16, 0,13) & nhém diing empagifiozin 5mg 2 Bn/ngdy s0 ve1 10 mg
1lan/ngdy, va -0,11% (khodng tin cAy 95%, - 0,26, 0,03) & nhém diing empagifiozin 12,5 mg 2 An/ngay
mvﬂiﬁrrgﬂérﬂngw .

.2- mt -._.,_... - —
Bieu empaglifiozin b4 sung cho @ibu i bing metiormin hofic metformin két hop sufonylurea givp
cai thién 6 y nghia Em sang nbng 46 glucose 2 gitr sau bi¥a &n (i nghiém dung ngp dutmg
huyét) sau 24 tudn (b sung cho metformin, gid duge (n=57): +5,9 mgidL. empagifiazin 10 mg (n=62)
46,0 mg/dl, empagiifiozin 25 mg (=56 446 ma/dL: bd sung cho metformin két hop suiphonylure, g
duoe (1%35). -2,3 mg/dL, empaglfiozin 10 mg (n=44): -35.7 mg/d, empagiifiazin 25 mg (n=46) -36.5 mg/dL}

Bénh nhén oo chi 36 tnsde déu i HbATC 28%
Trong mét phan tich da Ginh tuoe 1rén cAc bénh nhan ob chi s8 HhA1C trde didu t 29,0%, Géu i bing

empaaifiozin 10 mg hodc 25 mg bd sung cho metformin [am gidm cd y nghita thing ké chi sé HbA1c
& udin 24 (rung binh higu chinh sy thay 68 s0 vé tede dibu 1 -1,48% & nhém ding empaglifiozin
25 mg, 140% & nhém dung empagifiozin 10.mg va -0.44% & nhom dling gia duroc).

T co thé : :
rmﬁm phan tich gop d xéc dinh Inaoc ca 4 nghién ciu lm sang o0 dbi chimg gid duir, diéu 1
béng lozin (68% tdng béah nhan diéu tri nén bng metformin) lm gidm trong luong co thé so
VG nhdi dung gid duos & luln 24 (-2,04 kg & thom diing empagifiozin 10 mg, -2.26 kg & nhém diing
empagifiozin 25 mg va -0,24 kg & nhom dung gia duge) va dugc duy i dén udn 52 (-1,96 kg & nhém
diing empagifiozin 10 mg, -2:25 kg & nhom dang empagifiozin 25 mg va -0,16 kg & nhém diing gid
m}!:l_ T 1|‘:

Fligu qué va 85 an foan cia empegifiozin duge dénh gid rong nghién ciru mi dGi, 0o ddi chirng gid duoc
kéo dai 12 tulin trén bénh nhan i thao dudmg typ 2 va ca huylt ap st dung cée hube By trf dal thao
duang khac nhau (67,8% bénh nhan dugc diéu b béng metformin co hodc khong kém theo cac thude
dilu rj i thac duemg khac bao gom ca insulin) va sir dung <2 log thudc @y n léng huyét ap (Bang 13)
empagifiozin 1 l&n/ngay Im céi thién o6  nghia 1am sang chi s HbAte, huyét ap thm thu
va huydt ap m trromg trung binh 24 gitr e do bng méy theo dai huyét ku dgng sudt 24 gio. Biéu
tri béng empagifiozin m gim huyét ap tim thu & tu thé ngdi (thay 88 so voi tude @du 1 -0.67 mmHg
&mmmﬂamJ,wmbmmmw1omgwmvmamm
o ap 1hé ngdi thay

:

empagiifiozin 25 mg) va tAm frrong & fur dfi so vi o didu irj -1,13 mmHg
@& nhém diing gid dugc, -3,06 mmHg & nham diing empagiflozin 10 mg va -3,02 mmHg & nhom dung
empaalfiozin 25 ma).




13 Kt qud sau 12 udn clia nghién ol ¢ di duge vl empagifiozn én bénn
e Eh s Cotne p S1d 0 K000 e i st o o e dhy

https://trungtamthuoc.com/~ p——
N 27 i bt
HbAc {%) & tudn 12
Tiuér déu i (rung binh) | 780 787 782
'memmmmw- 003 058 D82
'5““! N Y o ol 067 (072 A58 66" (075 056)
Huyét &p tim thu 24 gies o tuin 12
Trud Gidu 1 (Irung binh) 131,72 131.3¢ 13118
_ Thay &% o wir e dibu i’ 048 29 e
:ym@muﬂmﬂdnm‘ﬂmh CRMNATE, 208 416 (550, 289)
Huybt dp thm truomg 24 giér & tuiln 12
Tt i 1 (trung binh) 7518 7813 7464
Thay &4 80 & mae dibu i 032 104 140
wgwwqﬁm‘{mm- -w&;gna ATE (251, 050)

 Trung binh hiu chinh cha gié i e @ I va phin g
gﬂmﬁwmmwmmwm#mwmm&mmFﬁmmm
* Gl nhdn cudl cling (insdt ki chp ciu dudmg huyét ) duve thys hisn (LOCF)

" gid 1 p <0.0001

“gid n p=0.0008 . e

Trong phiin tich 0o dupe kAc dinh Trude K 4 nghidn ol o a6 chimg B duoe, Bl W
ampagifiazin (58% &udmmammmr&mmmwn.ﬂmm
mﬁm&mﬁmﬂ W m;njhm[immm !
10 me. -2.0 menig mwm } 50 uéh rhom duge (405 @ tudn
waaw:ucwnmo?w ey e AT,
Géo tréing s x4 nobiém

Targ haematocr
Trorg mit phin lich gip vé-tinh an todn cla th c3 cac i ngheém wén déu 1) nén béding metformin, thay
dﬁimumwmmmdﬁ&m%#ﬂ&mmm 10mg vé 28mg, s
il 0% ver gid due, Trong nghidin v EMPA-REG Outcara, céc gié I hematoord quay o ki gia b ban
a&ummmaﬁmwm

mﬁmmmmmmwwwwmmmm

trém iy tning binh e mike ban A8y mm1mu2&mm«gimhlﬂu&g
chokasterol 5 0% vé 5,2% 5o vl 3, 7%, HOL-cholesterol 4 8% vé 2 T% s0 v -0 59 LDL-cholessiesl B,1%
v B,7% 50 Vit 7,8%; ighycerid 5.4% va 10.8% 0 v 12, 1%,

wgmn%

TH! Gmhmwaﬂwmﬁqﬁcwrﬁu ol od
h&m chirg bdng g ducr: ad rgun ¢l empagifiozn nhu & 'k b e cho pmp
m.i'r w:ghnd:bh mmmmamm E}rﬁl;
miach, bao ofm binh ddng mach vanh, bénn déng mach ngoal

quy. Ty wmwmmwmm&mmmmﬁ ﬁm‘iﬁhopdc
vong da fim maoh, rivi méu e m kndng r vorg, B84 quy khéng 1 vong (Géc bifn of tm
maxih nang - Major Adverse Evanis (MACE wmmmwmmmamm
turest Y tung va0, Gic bien 68 1aim ng (ién quan ds kilm b heo phuomg phép thim o beo gom kr
mdug::nmm mm?mrﬁ:&mmhm»mmmwm\g@m

4 thng 7020 béan nnén duge diku i béng smpagificain fempagkfiozin 10my 2345, empagifiozin

T

%

4 binh i (62,29] 05 6GFR fiong khodng 60- 737, 17.8% ong Khong
4B-BIMLIphUYT T3, 7,9 rong Rhoeing 3048 mUUphr 1,73 m, byt &p 18 thu kg binh 8
136 g, huyt &p taen ey iung binh 1 78 mmig, (DL 8metll HOL 44mgidl. vé tj # alburin -
creatinne i B 175mgig tai thi dim ban di

yong tng
Empagiifozn o2 e gung vt il frong vieo giam Béa oy cénh g A vong do fim mgch, nhél
memuﬁ&’ mmw-muwwmhmuﬁmmﬂmﬂwa
mlﬁmg:;nmu e nihdi ek con tim kg K vong, hay @it quy kndng 1z vang khéng thay dbi
Empagifiozin cling cdi theée 1y 8 sding con chung (Béng 14 vis hinh 2), v G 11 réy b phér giém L
vang ea tim mach khi ding empagiiiazin. M&ﬁgﬂﬁ:ﬂmymﬁgk&éﬁmdﬂm

E
g

GAdTE 15328 ool

Z3 4587
: , w2y 40(08)
TM nguy hal so vi gid duge (KTC 85.02%)" 0,86 (0.74, 0196}
Gidbipoho bmhyuvilt 0.0382
Tur vong do tim mach N (%) 137 5.3) e dEhs]
Ty 86 nguy Hai so voi gid e (KTC 86%) 0,82 (0.49,077)
Gafip <0001
Nidsi méu cor tim khéng b vang N (%} G2 21345
Ty s nguy hai s0 voi gid duge (KTC 85%) (.87 0,70, 1.08)
Giéip 02189
~ Bitauy khéng tir vong N E0RE) @z
Ty 88 nguy hai so vol (KTC 95%) 1241082 167)
G ip 0.
Tir vong do moi nguyén nhdn N (%) 154 (B3) 268 (57)
T 8 nguy hai so voi gid chege (KTC 95%) 0,68 (0,57, 0:69)
Ga tip 0,001
khdng do tim mach N (%) STRA) R
T =t nguy g 50 voi god durge (KTC 85%) ‘Wm”'l

* b nidin due ddng 1t mhdl mbt féu tude ohién clu
/] dir i tir i nghiben 88 dure dira wiio mumumhwzmumﬂw
 nghtia AL Ap dung fLrong (mg it gid i o ohd hon 00498
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Hinh 2 Thér gian dén khi xuét hién tir vong do moi nguyén nhan*
i | elead Vol Ay
TH b bk niin by b Ermpagiffazie
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¥
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gy g
ﬂmwm&mw an (n khi xudt hign 1 vong do moi rguyén nhan, gop tat ¢
bénh nhan digu f empagifiozin so vér gia dutre — nhom dige Sdu ti

Gidm nguy cor nhép vién do suy tim hodic 1 vong db tim mach

Empagifiozin vurt i rong viéc gim nguy cor nhép vién do suy tim va tr vong do tim mach hodic nhép
vién do suy tim o ol gid duroc (Bang 15 va Hinh 3)

Bang 15: Anh hutmg diéu t d6i v6i nhp vién do suy tim hodc 1 vong do im mach (ngogl tir 1 vong do

46t quy) (Nhom o B i)
i Mmﬂﬂﬂﬁm
N 53 o aest
do Suy tim hodc tir do tim mach 198 (8.5 265(57)
g 0 i v 0 G ) N = e e
Ty 88 nguy hai (KTC 85%) 0,86 (0.55.0.78)
Gidlrip <0,0001
Nhép vién do suy tim N (%) 9 (4,1) 126 (27)
Ty 86 nguy hai (KTC 95%) : 0,85 (0.50. 0.85)
G p 00017
Tir vong do tim mach (ngogl trir tir vong do &t 126(54) 156 {33
auy) N (%) : :
Ty 8 ngquy hal (KTC 85%) : 051 (048, 0.77)
Cﬁ?’trip \ <0,0001
A
** thési gjian 101 khi xay ra bidn o5 dAu tién : - _
Hinh 3: Thé gian 1 ki xdy 12 bidn o ihép v do suy tim du Bén hode i vong dotimmach
e |
I Ikldwmﬁ_!uﬂﬂ!inw , =
_.l‘r !
e
o gt

Ham i I gip e e %
H
b

_‘/_., }

° iml‘l-kq : |
23 4 23 173 1831 434 1201 (1]
‘1“” {6 it o i_li! 1380 LY p53s 9§

180 16D 540 15 04 Y LiER 1440

e el
* Ham 1 18 gép L tinh cho thed gian aén ki xay ra bién o dbu téa nhap vién do suy im hodc ty vong
mw?ﬁ%ﬁlcﬂwﬂ&?&u ﬁwmﬁﬂmgm-mmﬁhu
Cac loi ich im mach clia empagifiozin d& théng nhét gitra cAc phan nhom, dugc mo & tong

Hinh &
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Trén dBin s cisa thir nghiém EMPA REG QUTDOME. nguy oo méi mic cac bénh v thén wmm
gummmmmmummﬂu g, creatinine huyét thanh tang
&;mmmwmmnmm;mmmmmmmmwmmm
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182, KTC 95%, 1. 2.3ﬂ
Biang 16 Tho gian dén khi udt ién bénh thén me méc hodc bl than ndng thém (Nhom duge dibu )
Gll.dtm: Emw_
i wmmmw«n mg)
N ! ' 5351 4124
. mwwwﬁm!mmnm 38(18.4) . E(127)
T s nguy hal (KTC 95%) " 061(0,53,0.70)
Giatip * 0,001
N 2023 4645
7 TR 3 5 = - TE
mﬁ} huyét thanh ting gép 0(28) (15)
Tj s nauy hal (KTC 86%) . 0,86 (0,39,0.79)
Clakip , 0,0008
N . . 12003 4081
m:&rannmn!’wum 330 (16.2) 458 (11.2)
i sb oy hai (KTC 865) 0£2{054,072)
Gatip - a _<0.0001
| - i .
Bit dhu cun thé thin N . 14{06) 13(0.3)
Mhﬂmm siaey i 045(0.21,087)
Garip 00409
N 2433 4687
Tir vang do binh than N (%)™ 0 f 307
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eGFR{MDRD](mUphw1 73m?). Két qué MMRM theo thoi gian bmmmmaﬁunﬁm

trj cudi ciing sau két thiic dibu Iri vé sau thiv gian theo dai thém, cAc gid trf khdng hiéu chinh
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Trong mét nghién clv chéo, ngéu nhién, ¢6 ddi chimg gia dire, so sanh voi chit cd hoat tinh rén
MMMWMMMMMMQEMWWH&@N&UHM&
empagifiozin & c& mire 8y 25 mg hodc 200 mg.

B&wmmm

mwmmmmmmwﬁunmwmmmmmm
(empaghfiazin/metformin hydrochlcride) dang vién nén phéi hop 5 mg/500 mg, 5 MBS0 mg,
5mgf10£0mg 12,5 mg/500 mg, 1. nﬂﬁﬂmﬁ125nﬂ1@mdﬁhﬁdwmmm
mmmgcﬁamm don I& empagifiozin va metormin
Ubng 125 mg empagiflozin/1 mmmmmm%mmaﬁ»m
m(ﬂt}ﬁg&nmmm&h (Crae) clla empagiifiozin 50 var khi dling thude ke dsi. D voi
mm&mmmmmm%mwmmammmmﬁmmm
hutmg cda thirc an dén empagifiodn va metiormin duere xem nhu khng ¢ § nghfa trén IBm séng. Tuy
Emmwma?mmmmmmwmwmmmm drge
ling ¢ (rc 4n.
Céc dir heu dudi day duge ghi nhén trong cac nghién clry dugre thye hién véi empagifiozin va metformin
in
thu
Dugr dgng hoc clia empagiifiozin 88 duegc mb @ cd rin ﬁhmﬂﬁ& va bénh nhén
déi&éo%\ngsmmmmm b dugre hdp th nhanh vi ndng 40 dinh
mmﬁm:«&mmg&m.mq 1hg:!r uéng thude: Sau 86, ndng d9 thuéc
tm%n mgmmzm\ﬁmmmm mwmaﬂm\gaﬁi O'trang
dinh néing 60 trung binh cia thude tong huydt teong AUC va Cu, tromg (mg i 1870 nmol.giorL
vazaenmmmmhﬂommmmmmmvemmm 25mg, ding
1 lan/ngay. Néng 46 empaglifiozin frong fuan hoan tng ty & thusn v idy ding, mnvacﬁcl'lﬂng
ﬂmmmomw&mhwmamummmmmwm
tinh theo hoi gian. Kndng ¢6 sy khic biét vé duge 6ing hoc bidu hién trén Iam sang cla empagifiozin
gitka ngudi tinh nguyén khde manh va bénh nhan dai thao dudmg typ 2
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Duge dong hoc cla empagifiozin §mg ubng 2 duge so sanh voi empagifiozin 10 mg udng

;ﬂ&g‘g;ymmmmm%&wrﬁr& aommwrgajawmom
(AUCss) " V

Nhur dir kién, empagiifiozin 5 mg &mngy mmub&.

Uéngzﬁmenmmmmhwnrﬂudﬂﬁoﬂuﬂummwm

empagifiezin trong tulin hoan; AUC gidm khodng 16% VA Cou gidm khodng 37% so v uuicw
aoi %mmmmmmm%mmrmmmmmwm
mkéa%nﬂmﬁmvémdfm& mmmwmmmm&

Thé tich phan bé clia thude & trang thai n dinh durere UG tinh (& 73,8 L, dia tién phén tich dugre ddng
mmms@mmmd [*Cl-empagifiozin dudng ubng cho ngu tinh nguyén khée manh,
trong hiing G khodng 36,8% va lén két viri protein huyé! firong B8, 2%.

mmmé;awﬂmﬂmammw mngubivaaacdﬂdﬂwb

hoa chiémi wu thé nhét i ba dang #én hop glucuronide

hdacénitmlgb.ﬂnhoénga;iém ma&ummmﬁmmmﬁm Céc nghién

el in viltrd cho thy con dweng chuyén héa chinh clia empagifiozin & nguéi 12 glucuronide hoa boi cac
Sidiphospho-glucuronosyfransferase, UGT1A3, UGT1A8, UGT1A9 va UGTZBT.

W@MMMWWM@W@WU&MB1Z¢QVQMMMM
umemmmmmmmmq&n Bién thién gilra cac c4 thé va bién thigin 16n dur vé
thanh théi dudng uéng clia empagiiflozin turong (mg 14 39,1% va 35,8%. Vi iBu 1 Bn/ngdy, ndag 60 cla
empagiman huyét trong & trang thai &n dinh dat duoe sau iéu thir 15, O trang thal n dinh, & ghi
nhan Hduﬁydén%phuhqpmﬂ‘mgmbﬁnmummmvmdmwmm

cong cta thube trong huyél tuong. Sau khi [“Glempagifiozin & ngurdi tinh nguyén khde
manh, 95 6% hoat tinh phong xa lién vdl &lqch&l‘t‘rmnpfmfd‘lﬂ}m&m

tiéu (54,4%). Phéin I6m hoat tinh phang xa lién két véi thulc MWMMMMG
biéna&ﬂm\gmnuahoaumplmgm&hh&mm duocmwwam&:
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phiit'1,73 m?), mire 86 trung binh (eGFR: 30 - <80 mL/ph(t/1,73 m?), mire 66 néng (eGFR : <30mU/
phdl/1.73 m¥) va bénh nhén suy thdn bbah thn giai doan cudi, diéin tich dudi duwong oong cla
WWMWMW%MMﬁMMﬁmmwmmmbm
m'lgmrgdbd'nhm huyét irong cla empagifiozin & bénh nhan suy gidm chire néing than & mic
a6 frung binh va bénh nvan suy than/ binh than giai doan cubi tong tur & bénh nhan co chike ndng than
birh thudng. Ndng d dinh trang huyét fuomg & bénh nhan suy gidm chire nang than mic dd nhe va néng
can hom khodng 20% so o1 béinh nhan ob chire nang than binh thuomg, Tuong by nghién clu lm séang
pha 1, cAc phan tich durge dong hoc quéin thé cho thy thanh théi dwong ubng clia empagifiozin gidm
mnmu&naammm@ahmcm fulin hoan. Dye véo duore dhng hoc clia thude, -
knéing cAn hiu chinh §8u & bénh nhan suy gidm chire nang than,

Suy giam chirc méng gan
ammwmmmmmwmmmmmmmmmw
tich dun duomg cong clia empaglifiazin tEng twrong tng khoéng 23%, 477 va 75% va Gy tng khodng
ﬁmms%mmmmmmmgmwnmmmmmmmm
msg mm&&mwwmmmw

E’mm iy diva véo chi s6 BMI. Chi 36 brong mwﬁmwmmmm
mwmmr'wmmwmnmmm#nﬂmm hoc quanthe,

mmmmmmmm mwmmmnmmmmmmmm
vz empagifiozin dya trén cac phan tich dugc ding hoe quan tha.

Chiing t6c
m&mmmmmmmmmmmmummmmm&mc&m
nhan chau A uge linh cao hon 13,5% v chi s BMI i 25 kgim? so voi cac bénh nhan thude chiing the
Mmdiﬁmh%w
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tich durre: ddng hoe quén thé,

Bénh nhi
cmmmﬁmmmummmn nhi chura duoe thie hign.
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Sau khi udng metfomin, T dal duge rong 2.5 gior. Sinh khé dyng tuyt ddi clia vién nén metformin

hydrochioride 500 mg vé 850 mg xAp x] 50-80% & ngudi finh nguygn khae manh, Sau khi udng thudc,

20-30% phéin khang hip thu dugre tim théy trong phan,

Sau ki ubng, hip thu metformin hydrochionde o6 thé bao ha v khong hoan toan, Duge dong hige hép

thu cia metiormin hydrochioride dugre cho & khong tuyén tinh.

am&m by duore khuyén co cia metformin hydrochloride, nbig d6 thudc trong huyét
dat trang thai én @int trang ma&m vé thirmg < 1 pg/mL Trong c&nnyﬂ&ﬁwulém

sargdmh&'nmﬂn&udﬁ h mahmwmhnmm{c,.}mw

qué 5 pgimL, ngay ca & cac mirc ﬂm

Thirc & lam gidm mizc 49 vA gdm nhe e 89 hép thu ca metformin hydrochloride. Sau khi uéng iéu

850 mg. 83 ghi nhain duor nbng 8 dinh clia thdc trong huyét wong thap hon 40%, dién tich dudi durbng
cang (AUC) giém 25% va kéo dai hon 35 phit 68 dat duyc néng 46 dinh trong huyét turong. Bidu hién trén
-ggmh-anmmwmmwm

Thuc gén khéng déng k& voi protein huyét fang. Viing phin b clia metformin hydrochloride 1 trong
héng 'Nhudohuhhu&mmﬁlhbm WMVQMHMHLpﬂwngM
mwﬁmm&mmummﬁ cAp. Thé tich phan bé trung binh (Vd) dao
NMMML

mnmmﬁwmmmwﬁmnm& Khauwdcmﬂidu}én
hoa duge xéc dinh trén nguoi.

Thai tnr

Thanh théi thén cla metiormin hydrchlonde > 400 mLiphit cho thy metformin hydrochloride dugr thai
ini thang qua loc & cu $hdn va bé &1 qua Gng than. Sau khi udng. thoi gian bén thai thal trir pha cubi cla
thube vito khodng 6.5 gid, mmmquz’gém mamnhmmanwwmm
mammdodamwwwmad maﬁominhmﬂem

e T

Céc di #u hién o5 réin bénh nhAn suy than méc 8 tung binh 1 14 it va khing o6 s tinh chdc chdn
v& lugmg metformin rong fudin hoan clia phin nhém bénh nan ndy so v6i bénh nhan cb chirc ning than
birh thuémg. Do do, Mmmmmmmkmquuaammdomrm
mmwMﬁmw
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Wmﬂmmwmmmwmmmmmmmﬂmmm
turong tur & nguet Ién khoé menh,
Wm&awummlmmum&:wummzﬁmmvmmmGoann
tcmammmwmmm hoin (AUCk) thép hon tonyg mg khoang 33% va
40% 50 vin béah nhan dai thao dudng ngud Ion ding by p Il 500 mg 2 Aningdy rong 14 ngay. Do
mire fiéu trén tng binh nhan duge By chinh dya vao vibe kidm soét duong huyéL bidu hién tén (am
sng clia hign IWong ndy odn han ché.

Didu kién bdo quan

Bao quén dudi 30°C.
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mmmmr@m %10 vi&n nén bac phim
DUQ 5/850: hop 3w 10vén nén beophim .
JARDIANCE DUC 51000, hdp 3 vi x 10 vién nén bac phim
JARDIANCE DUO 12,5/500: hiyp 3 i x 10 vién nén bao phim

E DU 12,5850 hap 3 vi x 10 vién nén bao phim
JARD! DUQ 12.51000: hép 3 W x 10 vién nén bao phim
Tiéu chulin chit keong clia thubc
Tiéw chuin o s

Cor s& san xult

Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Strasse 173, 55216 Ingelheim am Rhen, Bic
JARDUQ TAB 13/250218



