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Thanh phan cdng thirc thude:

1 vién nén bao phim chira:

Thénh phén dupc chét

Empagiflazin’ 10 mg hodc 25 mg

Linagiptin: 5mg

Thanh phén té due:

Cho moi ham lrgmg: Manndol, Binfh bt bén getatin héa, tnh bix ngd, Copovidone, Crospavidone, Tak, magié steaale
Ham kromg 10 mg/S mg: Hon hop pha san méu vang (thanh phan: hypromeliose 2910, manndol, talc, tian dica,
marcrogol 6000, mau vang ot sat).

Ham kromg 25 mg/S ma: Hon hop pha san mau hdng (thanh phan: hypromeliose 2310, manndtol, taic, tan dioxde,
marcrogol 6000, mau do mat sal).

Dang bao che: _

Ham 10 mg'S mg: Vién nén bao phim hinh tam giac vang cung, mét phéng, canh xién mau vang nhat Do
chim biéu tugmg cdng ty Boehringer Ingesheim trén m{t mét va chir ™1 (/5" trén mét cn ki

il Kogmeg 25 mof g VAt o i phi il il v Sung 7t Lo e ma g ol D
gu“ma hugmg cng ty Boehringer Ingethed trén mX mét va chir 25/5" trén mt odn ka

Giyxambi 4 thulc phdi hop ob 6nh i ala empagiiozin va inaglptn, duo chi Ginh cho bénh nhan g
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Uéumﬁ dung

ey khén dau ola GLYXAMBI* duge kKhuyen ¢30 4 10 mg/S mg (empagifiazin 10 mag/ inagipin 5 mg), 1
obaﬁmmmp&mmrwmﬁmmmmmanm;?ﬂnm o By b
ting kn GLYXAMBI* 25 mg/S mg (empagifiozin 25 moir 5mg). ving 1 Biningay. GLYXAMBI® cb thé duge
dung aling hodc khdng cling thire an va vao bt ol thév diém ndo trong ngay: -

Bénh nhan suy thin ;

Khdng khuyen cao sir dyng GLYXAMBI® cho bénh nhan ob mdre loc cu thén eGFR <30 milphit1,73 m? (xem muc
Canh bdo 33 beét va than trong).

Khdng can héu chinh B cho bénh nhan ¢ mirc loc chu than eGFR 230 miph/1,73 m?’

Bénh nhén suy gan

Khdng khuyen c3o hibu chinh éu cho bnh nhan suy gan

Bénh nhdn cao tudi

Khuyen cAo khang can hiéu chinh Bu theo tudi. Kinh nghiém diu i cho bénh nhéin tir 85 tud trér kn on han ché
do vay khdng khuyén c30 bit d3u didu tr béng GLYXAMB!* cho nhém qudn thé bénh nhvn ndy (xem muc Canh
%@@WﬁMMI-

re em

D% an loan va hibu qua ol GLYXAMBI" & tré em dudi 18 tudi chwra due thiét Bp. Khdng khuyén c3o sir dung
GLYXAMBI* cho bénh nhan dudi 18 it

Du tri phéi hop

Khi ding GLYXAMB!* phéi hop véi mit suiphonyure hodc insuin, 6 the can nhdc ding suphonyiurea holc insuin
mmﬂﬁgﬁnmmmmh&#{mmemmmmwl

W"qﬂﬁmm@mmmwmmmm&g@ﬁmmmm.
Qua man vin empagifiozin hodc inagiptin hodc bt ar thanh phin 4 duoe ndo.
Canh bdo va khi diing thuéc

Khdng nén ding GLYXAMBI® cho bénh nhan 34 théo dudmg typ 1.
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Cac tudmg hop 64l thao dudmg ceton (DKA), finh trang nghiém trong de doa tinh mang daf hoi phai
mwémﬁmmmmmmmd&mmwj bao 9dm ¢a cac tnmg hop
tlr vong. Trong mét s0 trmg hop dugre bdo co, biéu hién 1m sang khdng dién hinh chi véi tang ndng d9 glicose
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Nauy co dai thao y tong hop 09 CAcC tridu ch dac hi
rmbdnmmmmmm,mmmmm&mwnﬁmmm.m
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ndng 69 ghucose trong mau. Néw nghi ngd nhiém toan ceton, nén ngimg ding GLYXAMBI* ngay, nén danh g bénh

nhan va phai bén hanh didy b kgp ot
Bénh nhén cb nquy oo cao nhibm toan ceton trong khi ding GLYXAMB!I' bao 0dm ¢Ac bénh nhin ob ché 66 4n
rat it (do yéu 1 k&t hop ndy ob thé Bam oo thé sin sinh thém cedon), bénh nhén bi bénh cAp tinh,

rbi loan wg&yv&mmmwuﬁmmgﬁpmﬁm}mwnacmmammm

nsulin (bao gm & suy gém bom insulin), nohién neow, mét nude nghiém trong va binh nhin ¢ tén s nhém

toan cefon. Nén thin trong khi ding GLYXAMB* cho nhimg bénh nhdn ndy. Nén thian trong khi g3m iy insulin

(xem Libu ding va Cach ding). Trén bénh nhén &y trj bng GLYXAMBI* nén theo ddi finh trang nhiém toan oeton

va tam thin ngung ding GLYXAMB!* trong truemg hop binh canh Bam sang cho thay of khd nang nhiém foan

oam(wwmmﬁmmbammmmmuwmmmmmm%m

soét oeton, ké ca khi 63 dimg diu ) von GLYXAMBI".

Viém can mac hoai tr viing day chau (hoai tlr Foumnier)

£4 06 bdo c40 hau mé ve cac tnrdmg hop viem can mac hoai bz ving 6y chéu (hay o goi B hog tir Foumer),

mmmﬁénmiwwn@mr@mmﬁmm@mmmmmﬁm .

mﬁm b béng cac thudc (rc che SGLT2 bao gom empagifiazin. Hau qua nghiém trong bao
¥n, da va tir vong.

Bénh nhan dang duot déu tf bdng GLYXAMBI® néu xult hitn dau hodc ty, 6, sung bb phan sinh dyc hodc wing
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thudc GLYXAMBI* va nhanh ching didu b (bao gdm ding Khéng sinh phd riing va phiu thuit ¢t bd phin md bi

nhiém tring néu cn thitl)

Ha glucose mau

Trong cac thir ngteém Kim sang vér inaghipin hodc empagifiozin [ mat phan ca iy phdp phidi hop voi cic tc

nhan khdng gay ha glucose mau (nhu metformin, cac thazoldinedion), ty & ha glucose méu dugc gh nhan voi

Enagiptn hoac empegifiazn fuomg by vin bénh nhén dung ga duge (xem Tac dung phy).

Nén thén trong ki ding GLYXAMBI® phéi hop v suiphonylurea hodc insuin. C6 thé cin nhdc gidm bu cia

suiphonyiurea hoac nsuin.

Viém tuy

D4 cd bdo cdo sau khi dua thudc ra thi tnsomg vé trwdmg hop viém tuy cp & bénh nhan ding inagiptin. Nén ngimg

dung GLYXAMBI® néu nghi ngdr bi viém tuy

Sir dung cho bénh nhdn suy gdm chire néng thin

Khdng khuyen cao dung GLYXAMBI* cho bénh nhan ¢ mixc loc cu thén. eGFR <30 miliphitH, 73 m?.
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Vén co ché hogt ddng cia thudc, hiéu qua clia empagifiozin phey thudc vao chire ndng than. Do 86, khisyén co
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nco dong ca cac thude tre ché SGLT-2, cac thude i théw kém theo deu t thai duimg
qugrm_:mn&:mﬂa&a&mmﬁ&&mwmmmm@mmmmm&mm
rihdn 06 nguy oo ha huyét 4p gay ra b empagificzin nhir bénh nhan bj bénh m mach, bénh nhan dang Géu 1
béng cac thude chiing tng huyét 4p ¢b bén sir ha huyét 4p hodc bénh nhén tir 75 tudi trd IBn
Trong fndmg hop o6 thé ddin 6én mét dich (nhu bnh dudmg i hoa), khuyén co theo d3i cn thn thé tich tén
hoan (nhur tham kham, do huyé! 4p, cic xét nghiém bao odm ¢ haematoort) va cic ché dién g cho bénh nhén
mmmmmmmm&;m&gaww&wmwmnﬂmmﬁ
Nhiém tring dudmg 64 nigu
Trong cac thir nghibm Bm sang gdp, mi 641 ¢ 84 chimg trong thér gian tlr 18 8n 24 bdin, tn subt nhém
tring Gutmg B2 iy ndi chung dugre ghi nhan nhu mét bién o bt ki fromg tyr & nhém bénh nhén Gbu b béing
empagificzn 25 mg va nhom 6lng g duge va. cao hom nhdm bénh nhdn didu tri béng empagifiozn 10 mg. Cic
truomg hop nhiém tring durmg 66 réu 06 bién chimg sau Khi ey hanh nhe vism Siain-b than hodc nhiém khun
mwmﬁﬁm:ﬁmm@mmm@mﬁmmmmmmm
dung GLYXAMBI® cho bénh nhén bi nhiém tring dudmg Bé¢ niéu bién chimg.
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pemphigoxd ; N .
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Bénh nhén ca0 tudi
Bénh nhain i 75 tudi tnd 1én ¢ thé tang nguy cor bi sty g:am tudn hodn, do 86 nén thén trong khi ké don -
GLYXAMBI* cho nhimg ma‘mwmﬂmmmd&ﬁmmmmﬁwu&&
chn han ché. Khing cho bét dau Géu trj béng GLYXAMBL® cho nhém bénh nhénndy,
Sir dung thuoe cho phu nir ¢6 thai va cho con bl

Phu niz ¢6 thai
11 va inagiptn cho phy niz 06 thal con han ¢hé. Cac nghién clnu bén Bm

Cac dir b ve viEc sit dung
sang khdng cho thay tc hai trye bep hodc gidn Bép tromg img voi dc tinh rén sinh san. D& phong ngira, huyén
€40 nén tranh dung GLYXAMB!* trong thin ky mang thas trir khi thie si cain thiét

Phu ntr cho con bu A ot

Hén chwa 06 cac dir Béu trén ngurdi | nang bai N va inagipin vao sira me.

Céc dir B Bén am sang hién of trén ddng vat cho thiy empagifiozin va inagipn bai 64 vao sira me. Khing
ngaa trir nguy co' rén ngurd 6Gi vin 8 so sinh. Khuyén c2o ngimg cho con b trong thér gian déu trj bng

GLYXAMBI®

Chura cb cac nghién i vé anh hudmg trén khé ndng sinh san clia ngudn dure thye hibn vor GLYXAMBI® hodc
mmm%m

Céc nghién clru 56n Bam sing vin n don 64c hodc don cho théy tac hai tye b
o o i o cl v ook el b LA

Armmpbrgdumlfgm 14i xe va vin hanh may méc

Chura 0b cac ngheén clru ve anh I den kha ] :
Tm&um hmguam_x% én knd naing (i e va van hanh méy méc duoc thoe hign
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Khdng ob cac nghién clru fromg tie thudc dugre thye hién vii GLYXAMBI® véi cic thuéc N, CAC

dﬁa&mﬁ?mmmﬁm&#ﬂm ARG,
twomg tac dugre dong hoc ©6 ¥ nghia im séng duoe ghi nhan khi empagifiozin hodc inagipin G
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Khéc tinh

fy hoc). ngozi trir ¢ trwomg hop duge 6 cip dudi day o

Insufin va cac sulphonylurea e

Insulin va cac suphonylurea o the Bm tng nquy co ha glucose méu. Do 86, o thé ¢in ding insulin
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empagifiozn o6 thé 1am tang the dung ot by cla thiazid va cic thobe It 650 quai va of the Bm 4

e va ha huy dp (xem muc Canh bdo dc bt va Than trong). - AP
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Empagifiozn duge héa chi yéu thing qua enzym undin 5-diphosphoghucuronosyransierase
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Céc thudc gdy cm imq P-gp hodc isozyme CYP3A4 o A e
St thor Vi rampiain 1m gdm 40% ndng 49 inagiiptn trang _
iﬂ?ﬁ?\g&@ﬂmdﬁuMMvﬁm géyc&nm'gmﬁPW(ng}hoacq{pmdm
P450 (CYP) isazyme CYP3Ad, dac bt néu cAc thudc ndy dugr dung trong thai gian dai (eem myc Biac inh
duoe Iy hoc). Sir dung 8 i vor cc thudc khac gy cam img manh P-gp va CYP3A4, phu carbamazepi,
phenobarbital va phenytom chura dugrc ngheén alu.
Tuong ky cta thuoe
Khéng ap dung
%Mmm%nhm - 23 b :

2173 binh nhan bi 44 thao Auang typ 2 durpc didu 1 brong CAc thir nohiém Km séng 68 danh gid &5 an
Imu:aammt' ndﬁﬂﬁb&'ﬁﬁﬁ?&ﬂtﬁﬂﬁb&g@tﬁﬁhﬁ?ﬁmcﬁcmwmm*

et nhan duge G b 60 24 hodc 52 n 13 bis
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Nhin chung, 6 By 85 an todn ol GLYXAMB!* tuong tir dir R ve 69 an todn cla timg

K : ob thém cac tac dung phu duge xac dinh vér GLYXAMB® so vin tung
ﬁ&ﬁ&hﬁm@“&a mmmﬁﬁﬁﬁmmm niémammdénﬂnm,mpréﬁr
(2111000 8n <1/100), him gp (21110000 &n <1/1000), hodc rt hem g3p (<1/10000) va khong bt (khdng
wére tinh i cac dlr B s3n o)

Bang 1: %mmm?mmmmmwmd&m@mﬁmﬁ&m
nghiém héu ma
Hé o quan Tan sult Téc dyng khdng mong mudn —
: 3 . R . . m - & [ t.(‘lﬂn
M‘iérnMwari‘énhsmmnglPiﬁblén Wﬁ%ﬂﬁ%ﬂ ‘;ﬁ%ﬂ”
: Viém am dao do nam, viém +
iy viém bao quy 34U VA ca¢ nhiém tring Gudng
s
Pho bién Vém mG _
Hiem gap Viém cin mac hoal b ving ddy chau (hoat
by Fourmier)*
il mlﬁn&n Phil mach™, Mé day™*
' Phé bién Ha gucose méu (khi siz dyng aung
Réi foan chuyen hod va dinh dudmg uanl
Phd bien Khat
Hiém 920 Nhiém toan ceton”
Céc rx foan mach Khang phd beén Gém thé tich tuln hodn' *
Réi loan ho hp, ngue va tung thit | Phd bén Ho
Joan Phd bién Tao bdn
R koan béu héa Hrsectrye e
0P Loét meng’
Réiloan da va md duti da Phd bién Phat ban
Pho bén Na(ra*
Khong biét Bong N kéu pemphigod
R foan than va hé bé¢ nigu Pht bién Tang béu tén"’
i Khdng pht bien Bi beu
Rét hém g3p Viém mo k& 6ng thén
Xét nghi Pho bién Tang amylase?
e Phd ben Tang fipase’
Khong phd ben Tang haematoort'*
{hdng phd bidn Tang kpid huydt thanh '~
Khdng phd bién Tang creatinin mau'
Gém tée 35 loc c2u than
' thu dugre bir cac kinh nghiém khi stz dyng empagifiozin
2 thu durge tir cAc kinh nghiém khi sir dung inagiptin
> thu duoc b kinh nghiém hau mé cia inagiplin
thu duere hr kinh nghiém héu mal cla :

*mﬁmmwmmmﬁmﬁm%&mmmmmrrgsmﬁetmrﬁ
25 mg'5 mg, s voi 0,2% voi placebo. Trong mét nghién clru kam séng vai empagifiozin, cac gid i hematoart quay
trd ki g2 ) ban d3u sau Khi dimg & b 30 ngay

* phdin trdm tang trung binh tir mire ban d2u clka Glyxami 10 mg/S mg va Glyxamb 25 mg/5 mg so voi g dugre
krot & cholesterol todn phan 3.2% va 4,6% so vin 0.5%; HDL-cholesteral 85% va 6,2% so von 0.4%; LDL-

cholesterol 5,8% va 11,0% so vin 3,3%; tnalycend -0.5% va 3,3% so véi 6.4%.

* Trong nghién ol CARMELINA, bong nurdre kéu pemphigoid 33 duge B30 cao & 0.2% bénh nhan déu b voi

inagiptin va khong o & bénh nhan Gy i vol g2 duge

> Dir b gdp tir cac nghién clru vii empagifiozn trén cac bénh nhan suy tm (mdt ndra trong sO 86 mac d4i théo
%mzimmwmmmmﬁmwmnﬂﬂﬂwﬁ11.4%@&11:@’@5::@9;%
vin gia dugre)

* xem muyc Canh bo va than trong khi dung thude

‘mmcmmgdéuemmm

M3 t cac phén (mg bét kot dugce hra chon

Tén sut dudn ddy duge tinh cho CA¢ tc dung phy khdng k& nguyen nhan.

Ha s khong
Trong cac thir nghiem 1m sang odp vin GLYXAMBI® trén bénh nhan 84 théo dudmg typ 2 va dudmg huyet K

m@mmﬂma&mmmmdmmwmﬁcmmﬁpmﬁ;}fmo&
baén cb dugre khdng dinh trén Bm sang trong timg thiy nghiém 1m sang xem Bang 2). .
Mt bénh nhan ding GLYXAMBI® g3p bién ¢ ha dudmg huyet nghiém trong 42 duore xac dinh (dugre xac dinh bt
nghién clru vién) trong cAc thir ngheém m sang dng thudc hade i chimg g duge va khdng turdimg hop ndo

can s g gup.
Bang 2 ﬂ&mmmﬁmmw-mﬁmmﬁmﬁ Glyxambi 25 mg/5 mg
| Thir nghiém 13m sang 12751 (§éu trj thém vao vén metformin)
Glyxambie Glyxambr Empagificzin | Empagifiozin Linaglipin
10 mg/5mg 25mg/5mg  |10mg 25mg 5mg
S6 bénh nhan duge | 136 (100,0) 137.(1000) - |141(100,0) 141 (100,0) 132 (100,0)
phan tich, N (%)
Bénh nhanchxdy [3(22) 5(3.6) 2(14) 5(35) 3(2,3)
ra bién cd, N (%)
Thir nghiém kam sang 1275.1
(bénh nhan méi chira duge diéu t)
Glyxambie Glyxamby® Empagifiozin | Empaglifiozin Linaghptin
10mg/Smg  |25mg/Smg  [10mg 25mg Smg
56 bénh nhén dugc | 136 (100,0) 136 (100,0). - |135(100,0) 135 (100,0) 135(100,0)
phan tich, N (%)
Bénh nhan cb 0(0,0) 0(0.0 4(30 1(07) 1(0.7)
bl Pﬁy ( ) (30)
Thir nghiém [am sang 1275.9
(@ tr] thém vao véi metformin + linagliptin 5 mg)
Empagifiozin 10 mg Empagifiozin 25mg Gia duge
S6 bénh nhan dugc | 112(100,0) 110(100,0 110(100,0
g tch, N (4 i s
Bénh nhan odxdy '|0(0,0) 3(2,
b AN (% 2.7) 1(08)
Thiz nghiém &m sang 1275.10
(d1éu trj thém vao vén metformin + empagifiozin)
Metiormin + Metformin +
Empagifiozin 10mg Empagifiozin 25 mg
Linagliptin 5mq | Gid duge Linaglipin Smg | Gia duge
S0 bénh nhan dugc {126 (1000) |28 (1000) 112(100,0) 112(100,0)
phan tich, N (%)
Bénhnhancoxdy |0(00 0{0,0 0(0,0 ]
it ) (0,0) (0.0) 3{2?}
Ha dudmg huydt do '
Tan suat ha Gudmg huyi ty thude vao phac 65 G t nén rong cAc nghién ol bromg (mg va turong ty 66 vt

nhom ding empagiflozin va g duge nhur mdt phac 80 don trl By, phac 65 ding cling metformin, va phéc 85
e s
ool o ds ding cing hop sufonyurea va trong phac 8 k& hop
L b&hm&lg@' 01 empagifiozic moﬁﬁwﬁ'ﬂﬁ} |
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Tén sult bénh nhén g2p bién ob ha dudmg huyét nghiém trong tng 0 & nhém bénh nhan G tr &2
empagifiozin maﬁiﬁﬂn@u@é&mﬂiﬁhﬂk&@ﬁ%%nﬁuﬂ uﬁﬁ-aﬁm,'ueamm

Tl e cho il -
' b0 cho 1 b i1 trong cic thir nghiém Bm sang vii ntha
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huyét dugc ghi nhan khi
¢ nhém ding g4 dugre)



Ha dutmg huyé! trong cac nghién cln 09 64i chimg g dugre (10,9%; N=471) 13 nhd (B0%; N=384) hodc trung binh

(16,6%; N=78) hadc nghiém trong (1,9%; N=9).
M-&nmmmurg iy

Trong cAc nghién clru 1Am sang w1 GLYXAMB!, t3n suét clia bién o nhidm tring duromg bé nidu

(GLYXAMBI* 25 mg/5 mg: 92%; GLYXAMB!* 10 mg/5 mg: 8,8%) tuong tir bién ¢d duge ghi nhén tir cic nghién

clru m sdng véi empagifiozin _ ‘

Trong céx nghién cinu 14m s3ng yi empagiiazin, 16ng tn sudt xudt hign bién od nhém tring duimg B¢ niéy

& nhém bénh nhan ding empagifiozin 25 mg tong tir vi nhém bénh nhén ding g duor (7,0% va 7,2%), va cao

hon nhdm béah nhdn ﬁhagmagﬂmmm%m}mmmmua@mmgm

va nang twong by v nhom ding g duge. Bién o nhém ting dudmg bét nidu duot ghi nhdn nfwéu hon & nhém

mﬁmmﬁmmm:mxﬁdﬁndﬁugﬁdmmﬂi&ﬂﬁntﬁhﬁﬁmﬂﬁ\gﬁymw

ndy,

Viém am 630 do nhiém ndm, Wem 4m wvim bao quy 330 va cac nhiém tnl sinh duc khéc

Trong c&c thir nghiém Kim sang w1 GLYXAMBI', hién by e tring dudng snh dyc

(GLYXAMBI* 25 mg/5 mg: 3,1%; GLYXAMBI* 10 mg/S mg: 3,5%) trong cac thir nghibm [am sang véi

Trong cac thir nghwem tm sing wii empagifiozin, viém &m 620 do nhwém ndm, viém m hd-4m 620, viém bao quy

dau va céc nhiém tring dutmg s dyc khac duge ohi ién Xy ra thumg xuyén hon & nhém bésh nhan ding

&T‘mﬁhmmmg[4_0“&}véawﬂbm25mg{3.9‘%}mmirnﬁmdﬂ'ggﬁm{1.%].vé¢mg::gqﬂy

fa thudmg xuyen hon & nhom bénh nhan nir dung empagifiozn'so vén ding gia duge. Sy khac bist v ray

gygﬂﬁn&mmmMnﬁpm&dgm trong, nhem tning dudmg sinh duc thudmg Xy, ra & mit
binh, khong cb tnrémg mire 89 nang.

M&m

Trong cac nghién ciru am sang v6i GLYXAMBI, tn sudt xdy ra bién o tng béu tén (GLYXAMBI* 25 mg's mg
175 GLYXAMBE 10mg/5mg. 08%) o b tin Sl A g R G o Bim'sing v

empagifiozn

Dénh g4 theo oo ché frong cAc nghién ciny 1Am sang véi empagifiazin, ting 68U B8n (AUYT B4nh oi4 Lo
: D{ruF’Tﬁng&nmwﬁih‘l&&J,&@.@M}%ﬁiﬂﬂﬁﬁgﬁﬂ&%&ﬁﬁi
tn n 10 mg (3,5%) va empagifiozn 25 mg (3,3%) so 4%).T
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G&m thé tich buln hodn

Trong cac nghién ciny 13m sang i GLYXAMB!', thn subt bénh nhén gip cac bién o gidm thé tich tudn hoan
(GLYXAMBI* 25 mg/5 mg: 0,6%; GLYXAMBI* 10 mg/5 mg: 0,5%) twomg tr t3n sudt dure ghi nhén trong cac thiy
nghiem m sang véi empagifiozin i _

Trong cic ngfién ciny im sang woi empagifiozin, thng tn sust xut én bien o gidm thé tich tudn hoan tromg b7
Vi nhém diing gid dure (placebo 0,3%, empagifiazin 10 mg 0,6%, va empagiflozin 25 mg 0.4%). Téc dung o
empagifiozin rén tha tnr ghucose gy Bén quan dén cac thudc ki Béu thim thau o6 thé anh huéng 6 fih trane
thé dich cia bénh nhan tir 75 tudi trdr ln. Tan sudt binh nhan tir 75 tuli trr 18 g3p bidn 6 suy gidm tuln hoan
& nhom diing empagifiozin 10 mg (2.3%) turomg t nhém dng gi duor (2.1%), nhumg ting kén & nhém ding

empagifiozin 25 mg (4,3%).

Tang creatinine mau va gam mae koc ciu

Trong cac nghién clru 1am sang vin GLYXAMBI', tn sudt bénh nhén tng creatinin mau (GLYXAMB!* 25
0,4%; GLYXAMBI* 10

mg/5 mg: 0%) va gam murc 36 loc cau thén (GLYXAMBI® 25 mg/5 mg: 0.4%; GLYXAMBI®
10 mg/5 mg: 0,6%) tramg iy vén bien o durge ghi nhan trong cac thi nghiém IAm sang véi empagifiozin

Trong cac nghién ctu am sang vin empagifiazin, tong tn sut bénh nhén bi ting creatinin mau va gidm mi ko
@wmmmmﬁmamgﬁmmmm[mmm '
10 mg 0,6%, empagifiozn 25 mg 0,1%, g dugre 0,5%; mirc loc cau than gdm: empadifiozin 10 mg 0,1%
empagifiozn 25 mg 0%, g dugc 0.3%).

Trong cac nghién oty mu 681 cd 661 chimg gi dur trong ther gian kén dén 76 tudn, ¢ sy ing thodng quaban |
dau clza creatinin (thay 6 trung binh 50 Vo1 tnedre didu t sau 12 fudn: empagifiozin 10 mg 0,02 ma/dL.

25mg 0,01 mg/dL) va gm thodng qua ban dAu mire loc cAu thén wére tinh (thay ddi tung binh S0 Vo1 tedre didu
i sau 12 tudnc n 10 mg -1,34 mUph(t/1,73m2, in 25 mg -1.37 mUph(t/1,737) 63 duge gh
nhan. St thay 641 ndy thutmg i phix trong qué trinh Bép tuc @4 b hadc sau khi ngimg ding
mbhwmbasﬁmmwmmmmcomprmem&.

va cach xir tri
Trong céc hir nghiém Bm sang duoe B Gon kén dén 800 mg
mm&mmmmmmmmmwﬁh
Trong cac thir nghiém 13m sang dugr kém sodt trén ngudi inh nguyén khde manh, Bu don Kn dén 600 mg
inagiptn (gap 120 Bin by hang ngay duore khuyén cao) 8 durre dung nap 18t Chia o kinh nghiém v diing I
mﬁmmbm

in
Khi g3p bén b qua Bu, nén sir dung cac bién phap b try thing thixmg nhur loai bd phin thudc chura duoc K
thu & dudmg B8y héa, theo ddi 3m sang va thure hién cic can thiép y khaa theo chi dinh.
Bac tinh duoc Iy hoc
Dac tinh duoe hre hoc |
Nhom duot ly déu b Phii hop cac thude ha glucose méu dudmg udng, ma ATC: A10BD19
Co ché tac dung

%EmmwmmmdmmWMﬂmwﬁm&
khac bié va bd sung co cheé thc dung clia cac thude didu b 64 thao dudng typ 2 hién nay (T2DM). Do 86, iy g
clia empagifiozn duge nhan thay 1 hd ro cho tt ¢ cac thude o oo ché tac dung Khac, nhur cac thube (e ché
dipeptdy! peptdase-4 (DPP-4) o _
Phd hop empagifiozin va inagliphn, sau khi udng Béw dom,  cho thay tc dyng keém sodt duomg huyét 1t hon
(OGTT) s0 véi timg thudc néng biét & duge thir nghiem trén chuit 44 théo dutmg ZDF. Bieu tr dal ngay béng
empagifiozin k& hop vn inagiptn ci thién o6 y nafiia mirc 89 nhay cam véi insulin (dugre thir nghiém kep a3
duomg ting insuin huyet) trén chudt d4i théo dudmg dbidd. Mirc 39 nhay cam véi insuin duge cai thién cao hod
?@h?*mmﬁrwwmmm@wmm

jozin
Empagiflozin i chat (e ché canh tranh o hdi phyc va chon loc cao vii SGLT2 vii IC, =-1,3 M. Thudc b mix
86 chon loc gap 5000 Bn trén SGLT1 & ngu, 1 protein van chuyén chiu trach nhvém hip hu gucose ruit.
Trén thén, glucose duoe loc hdu nhur duge hap thu hodn todn bat SGLT2 (36n 90%) va & mire 4 thip hon bdi
SGLT1 & doan S1va S3 clia dng leon mﬂmmm\g&mtm@fmﬁmﬁww
glcose, [am tng tha r gucose qua nurde béu dan 8én ha glucose méu sau khi ding Bu don cling nhir sau &
b kéo dai Nqodi ra, tac dyng thai trir glucosa qua dudmg niéu cia empagiflozin din dén mét nding kerong thé s
qua viée m gam trong kegmg co the. e PIED T 73,0-)
Empagifiozin cai thién viéc kiem saét gucose méu & bénh nhan T2DM bdng cach gidm ti hap thu gucose & tha
mmummbwm@mm&&mmmmmrﬁQmmm@n
toc 69 loc chu than. qua Ve (rc ché SGLT-2 & bénh nhén T2DM va ting glucose méu, krgmg glucose thr
duge thal tnr vao nudc béu.
Cor ché tc dung khéng phy thudc insulin clia empagifiozin d4n 6&n nguy cor thip gy ha glucose mau.

e i v ez & i e th g el e Gop i i e &

kem sodt frén ngudn tinh nguyén khoe

Linagipin

Linagipn & mit chat (rc ché enzym DPP-4, enzym tham g vao qua trinh bt hoat c&c hormone incretin GLP-13
GIP (peptid-1 tirog 7 ghucagon, polypeptd huomg insulin phy thudc ghucose). Linagliptn gan manh vo1 DPP ¢
rﬁgzna&\démgia fén tuc va kéo dai ndng 89 incretin ¢b hoat tinh. Linagliptin g chon loc wi DPP<2
(e ché chon loc trén 10000 kan so véi hoat tinh trén DPP-8 hodc DPP-9 in viro. GLP-1 va GIP tiing sih thng hat
nsuin va tang bet insulin by cac & béo beta 8o tuy khi ndng 39 giucose trong méu binh thuomg va tang kn. Ho

nira, GLP-1 cling tam gidm b bét bir 16 bao aipha 320 by, dAn dén Im gdm hrong ghucose i gan.
w@nﬁgﬁammén' glucagon mit cach khdng phiy thuic vao glucose do dd am ¢ thién hg

Thir I3m

T&F@521?3mﬁmaﬁmm_ﬁpmmmmﬁmmﬁm@ﬂmdc1

nghién ciru Bm sang 66 danh gid 69 an todn va hidu qua o GLYXAMBL'; 1005 bénh nhén duge déu t bing

%mg&mzsmﬁm5m Trong cAc thir nghiém tam sang, bénh nhan dupc déu t trong
52 tuln

GLYXAMBI* phéi hop véi metformin |

https://vnras.com/drug/

-ga

GLYXAMBI'  |GLYXAMBr  |Empaglifiozin |Empagiifiozin |Linagliptin
25mg/Smg |[10mg/Smg [25mg 10mg Smg
HbA,. (%) -& tun 52
S6 bénh nhan dugc | 134 135 140 137 128
phan tich -
;F‘{‘s’g}bi"" wocdeu 100007 |78500n O [802(007) |soo(o0s)  |802(008)
Thay 84 50 vé1 trude
diéu trj & tudn 52"
. binh hiéy
m (SE) 1,21 (0,07) -1,05(0,07) 064 (007) (069 (007) - |048/(007)
So vén empagifioan”: |g, wi2smg | Sovéi 10mg
- fifsg}bm" heuchnh | 557(010)  [0.36(0,10) B ik E
; m& 077,037 056,017
So vé1 fnaghptn
Smg':
- trung binh hiéu chinh | 0.73(0,10) 057(0,10) - - -
!(SE)
- khodng tin
cly 95,0% 093,053 077,037 N
Tiéu chi phy then chdt: chi sb glucose huyét twong lic 66i [mg/dL] danh gia & tudn 24 I
S6 bénh nhan duge | 133 134 139 136 127
phan tich 4
;"{’S‘g]b“‘" e deu | 1oier080)  [15668(298)  [15989321) [161.64298)  |15635(272)
Thay 64 s0 vé1 trudre
@éu b & tudn 24"
chint¥’ (SE) 3525(253)  |-3218(252) 1883 (247)  |-2084(250) |-1305(259). |
So vin empagifioan’: | So vin 25mg Sovin 10mg
- trung binh hiu chinh
*(SE) - 1134355
E 16.43(354) 34(355) F 3 3
Gy 95.0% 237948 | 1831 437
- gédtip <0,0001 0,0015 4
So o1 fnagiptn
5mg'.
- trung binh hiéy chinh |-22.20(362)  |-19,12(361)
2 — —_— m—
: H('chg in -2830;-1510 |-2621;-12.03
cay 95.0%
- gatip <0,0001 <0,0001 N
Tiéu chi phy then chét: Trong Iwgmg cor thé [ka) & tuan 24 e 8l
S0 bénh nhin duoc | 134 135 140 137 128
phan tich
Trung binh trede deu [8547 (1,64) 86,57 (1,64) 8768(149) |8614(155) |8501(1,62)
t (SE)
Thay ddi S0 vin trudre
@éu trj & tudn 24!
- trung binh hidu
chinh™ (SE) -2.99(031) -2,60 (0,30) 318 (030) [-253.(030) - |0.69 (031)
So véi nagiptin
S5mg".
- trung binh hadu chinh |-2,30 (0.44) -191(044)
*(SE)
- khodng fin 315;-144 277,105
ciy 85.004
- gatp <0,0001 <0,0001 Al
1'éu chi phy then chét: Bénh nhan c6 HbA,. <7% - & tuln 24 sl |
S0 bénh nhan, N (%) |123 (100,0) 128 (100,0) 132(1000)  |125(1000)  [119(100,0) |
ﬁfﬁfﬁnﬁm“ 76(61.8) 74(57.8) 43(326) 35(28,) 43(3%,1)
So sanh’ v Sowi2smg |Sowil0omg |- - Lt
- Yy Eim 4,191 4,500
- khodng tn 2319:7573  |2474:8184
- ;ﬁﬁw’ <0,0001 <0,0001
So sénh® véi inagiplin = = =
5n‘|gs_'fb
=ty o chénh 3,495 2795
- khodng tin 19206363  |1.562:5001
2y 95.0%
trp <0,0001 0,0005

Quan st cudi cing (trwdre khi cip ciru dudmg huyit) dugc

2 Trung binh dugc hiéu chinh cho gia tr trude diéu tj va phan
* Mb hinh ANCOVA bao gom trong lrgmg cor thé trudre didu tr, HbA,, treére didu t, eGFR tneére didu tri
(MDRD), ving dia ly va diéu tri; dya trén FAS (LOCF). C4c so sanh so véi empagifiozin 14 tham dé va

khong phai A mdt phan
10mg: -0,07 (-0,91;

0.77)kg

cUa trinh ty phan tich (GLYXAMBI* 25 mg/ 5 mg so véi em

hién ngay tnsérc 86 (LOCF)

empagifiozin 25 mg: trung
binh higu chinh 0,19 (khoang tin cy 95% -0,65 ; 1,03) kg, GLYXAMBI® 10 mg/ 5 mg s vén empagiflozin

* Khdng duoc danh gié ve y nghia théng ké; khdng phai 1 mét phan ciia quy trinh kidm tra tuAn t d6i v6i
: béu chi danh gia phy

Hoi quy logistic bao gdm HbA,. trudre didu
FAS (NCF), cac bénh nhan c6 HbA,

Trong Gt phén nhém
giam HbA,,

p<0,001 so vén empaagifiozin 25 mg) va -1,8% sau 52
empagifiazin 25 Mg) v v&i GLYXAMBI* 10 ma/ 5 mg -1,6% sau 24 fudn
y nghia so v empagifiozin 10 mg) va-1,5% sau 52 tudn (p<0,01 so voi

empagifiazin 10 mg).

tj, GFR trudrc diéu trj (MDRD), viing dia Iy, va didu tr: dura ten
e 7% trdr ién trudre didu b iy ;

nhan dugc xac dinh trude vii HbA,, tade diéu b im hon hodc béing 8,5%, vie

$0 61 ban 0 voi GLYXAMBI® 25 mg/ 5

Py trj tnrdre 66

GLYXAMBI* trén cac bénh nhan chura
Trong mit nghién ciu dugre thit Egﬂihﬁamﬂﬁ&&m,u@mmmr

14 -1,8% sau 24 tudn (p<0,0001 s0 v6i inagliptin 5 mg,
(P<0,0001 s0 vo1 Inagliptin 5 mg, p<0,05 so Vi

(p<0,01's0 & Inagiiptin 5 mg, khong oo
inagiptin 5 mg; khdng b ¥ nghiia so v

25 mg/ 5 mg cho bénh

Trong mé nghién ciny Gueye 8 K theo kiéu g thira, cAc bénh nhén khong durge kiém sodt i bing metfom  1én chura o G 1 trte 86 cho théy o sy cai ién o6 § nghia théng ké v g2 i HBA,. s0 6 inagiptin
cib.ahitmgmmvﬁGLYXAMBi’1ﬂm£ﬁGLMBP25ngﬁng&ncﬁmcﬁilﬂﬂamw 5mg, nhumg Kng ob sir Khac b o  nghia théng ke gira GLYXAMBI' 25 g 5 mg va empagifozi 26 mg
s HbA,. va chi sb ghucase huyét tuomg ic 6 (FPG) so véi inagiptin 5 mg va cing nhu khi 50 v61 empagifiod (Bang 4). GLYXAMBI* 10mg/ 5mg gam HbA,. 0.4% 0 v empagifiozin 10 mg. So voi inaglipin 5 mg 3 hai
10 hoc 25 mg. So v inagiptin 5 ma, GLYXAMBI" A thién 66 ¥ nghia théng k trong hromg o the. b aia GLYXAMBI® 68 cho théy su G then 0y nghia théng ké w trong hromg corthé. Sau 24 tudn Gt
Mgt ty & cao hon cia cAc bénh nian 06 Hok,. @u vao 27,0% va dugrc diu t bang GLYXAMBI' dat duge i “GLWB‘-@W@mmﬁwwmm@f‘%'&w“-‘mmﬁf'@fﬂwﬁ
80 HoA,, dich <7% so véri diéu i béing timg hoat chét riéng 16 (Bang 3). Sau 24 tuln 4y i blng empagifioany nagiptn. 5 mg 84 véi 4p tam thu va huyét ap thm tromg) 651 woi GLYXAMBI'25 mg/ 5 mg va 3,640,7 mvig
inagiptin, 4 huyét 4p tm thu va huyét 4p Bm trong 88 gam, -5,6/-36 mmiHg (p<0,001 50 w61 inagiptn 5mg (7<0,05 so v61 nagiptin 5 mg 64 véi huyét 4p tam thu, kiong ob y nghiia A4 o1 huyét 4p thm truomg) 66 vos
861 vé huyét 4p tm th va huyét 4p tam tuomg) 6 voi GLYXAMBI® 25mg/ 5 mg va 4, 1/-2,6 mmHg (p<0,05.50 GLYXAMBI* 10 mg/ 5mg. Dieu trf cap oiru dugre ding cho 2 (1,5%) bénh nhan dire diéu b bang GLYXAMBI®
véi inagiptin 5 mg 04 véi 4p tam thu, khtng o6 § nahia 881 v huyét 4p tam trong) 65 Wi GLYXAMES 25mg/ 5mg va cho 1 (0,7%) bénh nhan dugc déu t bing GLYXAMBI* 10 mg /5 mg so vih 11 (8,3%) bénh nhén
10mg/5 mg | dM@mm+iam vMmg, 1(0.8%) bénh nhan dugc didu t béng empagifiozin 25 mg va 4 (3,0%) bénh
Gﬁnﬁy:ﬂ@ﬁns&gdﬂsb%(mmﬁdmﬁimmvamﬂéplémhrmgdwcghrim mmd&mﬁamwi,ommm | .
& tuan thir 52, -3 8-1,6 mmiHg (p<0,06 50 vo1 nagptn 5 mg 601 i huyét 4p tAm thu va huyi 4p tAm tnrong) 8 Bang 4. Cacthing s v hiéu QU trong nghién ol 1am séng so sanh GLYXAMBI* véi céc hoat chét néng i ki
@@Gtm&wmvaq%sgggw.osmmskmsnga&\ﬁwapmmm: thém vao i ) cho cac bénh nhan chira duge Byt tnde 36
y nghia 8di v fomg) &l véi GLYXAMBI* 10 mg/ 5 mg. ' - [eLyxamer YXAMBI* lifiozin |Em .
S 24 tudn, 6 1§ chp i o iz g cho 1 (0,7%) bl nhdn Gy 6Bt blng GLYXAMB 25 mgfe Z5mig S| 10T g Bt 10 [Horim G ot o e
va cho 3 (2,2%) benh nhan dugc didu b bng GLYXAMBI* 10 mg /5 mg, s vii 4 (3,1%) bénh nhin  duge &) Tiéu chi chinh: FBA,. (%) 0 tuln 24 -
béng 5mg va 6 (4,3%) bénh nhdn duge déu tr bang empagiflozin 25 mg va 1 (0,7%) bénh nhan dup : 1hladele Ll
o t iczin 10mg - ; Sobénhnhan (134 135 133 132 133
Bang 3 mmmﬁimwmwmmmmmamlwmmwml dwgc phantich - - - '
thém vao & mmmmmmmmﬂt&bﬁgm j }Efmbi'gg;wﬁc 799(0,08) |8,04(0,08) 7,99 (0,08) 8,05(0,09) | [8,05(008)
GLYXAMBI" GLYXAMBI* Empaglifiozin | Empagiifiozin | Linagfiptin a5 . '
25mg/5mg  |10mg/5mg  |25mg 10mg 5mg Thay dul S0
— —  |twdcdbuti
Tiéu chi chinh: HbA,, (%) tudn 24 & tudn 24%
S6 bénh nhan 134 135 140 137 - trung binh higu | |
pfm Qive 12 chinh? (SE) 1,08 (0,07) -1,24(0,07) -095(0007)  |-083(007)  |-067(0,07)
Tung birh buoe G (790(007) (795007 (802007 | [8900%8) |a(0%) | | [cosmm |Sowi2smg | Sovet10mg
11 (S€) oLl - tungbichhiéy  |-014(010)  |-0.41 (0410)
ﬂnyd&isavﬁ-iu}m chinh? (SE) i = L
Geut] & tukn 24" -Khodngtn 033006 |-061:-021
- trung binh heéu _ cay 95,0%
chiny (SE) -~ |-1,19.(0,06) -1,08 (0,06) 062(006)  [-066(006) |-070(006): - gatp 01785 Khdng danh gia
So sénh véi Sovi2smg |Sowifomg |- - = S0 sanh voi
:m% u;m;-.e,,m 058(009)  |-042(009) mmr?h"r%u
] 93 (0, 50 gk -0,41(0,10) -0,57 (0,10) 8 x
- Khoang tin 75 : - khodng tin 061;-022  |-076;-037
A Gy |075:041  |059:025 o 3
- gatip <0,0001 <0,0001 - giatip <0,0001 Khdng danh gia
So sanh vo1. nagiptin = - i HbA, (%) ¢ tudn 52*
5 mg: Sobénhnhan  [134 135 133 132 133=q" 7
- trung binh hiéu chinh [-0.50 (009) 1039 (0.09) duge phan tich |
2 (SE) Trung binh trudre = ' T -
: : : 799(0,08 04(0,08) 99 (0, - 8.05(0, .
%M.Wn tn c3y 067:03 . |05 021 d’léutrd]Eﬂ , (0,08) 8,04(0.08) (, |7.99(0.08) 805(009  |8,05(0,08)
- galip 00001 . |<0,0001 mdﬁmﬁ
| & tudn 52"
- trung binh hi¢u
chinh (SE) 147 (0,08) 1,22(0,08) 101(008)  |-0,85(0,08)  |-0,51(0,08)
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""" Quan sat cudi cling (trwdre khi cip clru dudmg huyét) dugc ghi nhan ngay treée 36 (LOCF)

* Trung binh dugc hidu chinh cho gi tr tnsére didu trj va phan thng

* M& hinh ANCOVA bao gbm trong lrong ¢o thé trrérc didu tri, HbA,. truée didu tri, eGFR trrdre didu tr
(MORD), vimg dia ly va diéu trj; dyra trén FAS (LOCF). C4c so sanh so v6i empagiifiozin 14 tham do va
khong phai k2 mGt phan cia trinh ty phan tich (GLY XAMBI* 25 mg/ 5 mg so véi empagifiozin 25 mq: trung
binh hiéu chinh 0,19 (khodng tin cay 95% -0,65; 1,03) kg; GLYXAMBI* 10 mg/ 5 mg $o véi empagifiozin
10mg: -0,07 (-0,91;0.77) kg

‘' Khdng dugc danh gi vé y nghia théng ké; khong phdi 1 mét phdn clia quy trinh kidm tra fuln ty a8i véi
beu chi danh gia phy. Thuat nglr “khong danh gid" ¢ ngha 4 phan tich trinh ty tnréedd trong trinh ty xac
dinh da that bai, do d6 khdng tién hanh cac phan tich tip theo,

* Hoi quy logistic bao gom HbA.. trude diéu trj, eGFR trrdre digu bri (MDRD), ving dia Iy, va didy bi- dua trén
FAS (NCF), cac bénh nhan cd HbA,. tr 7% trér Ién trurére didutri

Trong phan nhém cac bénh nhan da duge xAc dinh tudre o HbA.. trede didu b im hon hodc bang 8,5%, vie

giam HbA,, 0 véi ban dau vén GLYXAMBI* 25 mg/ 5 mg 1 +1,9% sau 24 tudn (p<0,0001 50 w3 inagliptin & ma,

khdng ob y nghia so véi empagifiozin 25 mg) va -2,0% sau 52 tudn (p<0,0001 so véi linaglipin & mg, p<0,05 s0 V61

empagifiozin 25 mg) va vii GLYXAMBI* 10 mg/ 5 mg -1,9% sau 24 tudn (p<0,0001 s0 w1 inagiptn 5 mg, p<0,05 0

v empagifiozin 10 mg) va -2,0% sau 52 fudn (p<0,0001 so v inaglptin 5 mg, p<0,05 50 w61 empagifiozin 10 ma)

Empagifiozin trén bénh nhin ) 18 voi metformin va j '

Trén benh nhan khdng duore kiem sodt 1ot véi metformin va inagiptin 5 mg, G4 tr 24 tdn véi A empagifiozin

10 mg/inagiptn 5 mg va empagliiozin 25 mg/inagliptin 5 mg cho thAy cii thién ¢ y nghia théng ké cac chi s HoA..,

FPG va trong lugmg cor thé so wi gid n 5 mg. Mot sur khac biét o6 y nghia thdng ké sd bénh nhan ¢

HbA,. tedre diu t 27,0% va dugre du t véi ¢ hai by empagiifiozinvinagiptin dat duge HbA,. dich <7% s0 V01

g dugcinagiptin 5 mg (Bang 5). Sau 24 tudn gy t bdng empagifiozninagiptin, ¢ huyét 4p tim thu va huyét

ap tam truong deu gidm, -2,6-1,1 mmHg (khdng o6 y nghia so vé1 gi dugre rén huyét 4p tam thi va huydt 4p tam

tnromg) 66i voi iflozin 25 my/inagiiptin 5 mg va -1,3:0,1 mmHg (khdng ¢b ¥ nahia so Vo gid dugre trén huyé

ép&nﬂnﬁmag&nmm}d&uﬁmgiﬁomiOWSW. -

Sau 24 tudn, dbu tr cap clru dugre 3p dung cho 4 (3,6%) bénh nhan duoe ¥y tri bing empagifiozin 25 mgy/

inagiptin 5 mg va cho 2 (1,8%) bénh nhin duroe

bénh nhan dugc diéy b bang placeba/inagiptn 5 mg. , :

Bang 5. Cac thdng sb vé hiéu qua trong nghién ciny IAm sang so sanh Empagifiozin véi gia dupre khi thém vao

. diéu tr ban dau cho bénh nhan khdng dugrc kém sod 16t o Metformin va Uinagiptn 5mg

i bang empagiflozin 10 mg/inagiiptin 5 mg, so v 13(12,0%)

Metformin + Linagliptin 5 mg
. | Empaglifiozin 10 mg' = | Empaglifiozin 25 mg' Gia duge?
HbA,, (%) & tudn 24° . ,
N 109 10, 106
Truée ddu b (trung binh) 797 797 7% "
Thay 601 S0 Vi1 tnede diéu |
(tung bioh i chin) 065 0,56 0,14
So sénh véi gi duge 079 0,70
(trung binh hiéu chinh) (-1,02 ;-0,55) (093 ;0.46)
(khodng tin cy 95%)F | p<0,0001 | p<0,0001
Duomg huyét déi (mg/dL) ~& '
tu&n 24} !
N 109 109 _ 1106
Trrée déu b (trung binh) 1679 1701 162.9
Thay 841 50 voi thaée dida t 263 316 6.1
(frung binh hu chinh)
So sanh véi gd duge 324 (417;.230) 3717.(47,07-2873)
(trung binh hiéu chinh) p<0,0001 p<0,0001
(khodng tin cy 95%)
Trong luong cor thé- & tuin 24° .
N 109 o 106
Treée déu i (tung binh) theo kg | 88,4 84,4 L1823
Thay d4i 50 V&1 trudre diéu t 310 125 03
(trung binh' hiéu chinh) LA
Sosinhviigdduge 28 Ml 22 .
(trung binh hiéu chinh) (35:-21) (29:-15)
(khodng tin cy 5%)" p<0,0001 p<0,0001
Bénh nhan (%) dat dugc HbA,,
<7% v&i HbA,, trude didu tri
|27% - & tudn 24¢
N 100 - 107 100
Bénh nhan (%) dat dugc A1C <7% [37,0 27 17,0
So sénh v gia duge (ty 56 chénh) |40 .. 29
(khodng tin cly 95%)* (19,87 (14:6,1)

| B&nhnhandutrcphanngéunhiénvéomﬁnanpagﬁﬂozin1Un:ghoac25rngdwcd:éuu1b&ng
GLYXAMBI* 10 mg/5 mg hodc 25 mg/5 mg ciing véi metformin nén
2 mnhanngnmphénngﬁunhi-éqvéonhﬂmgiaduchuqrtdﬁnggiédwckéihopﬁlﬁgﬁﬁh!')mgvm
Ormin
> M6 hinh MMRM trén FAS (OC) bao gbm HbA,, trudre didu tr, eGFR (MDRD) tsérc didd . Ving dja ly,
mmnm:gumméum.eénmps,mog&ncarpemma t. DI véi can ndng, bao gbm ¢4 cAn nang
trudre didu b

GLYXAMBI*  |GLYXAMBI*  |Empaglifiozin Egﬂlpﬂgﬁﬂnﬁn Linagliptin X khérg_lduot danh gia y nghia thdng ké; khong phai 1 mt phan clia quy trinh danh gia trinh ty 881 voi cac
nh gir:; 22 = 15?;“»2 :gmg e = =18 HO quypgisﬁc trén FAS (NCF) bao gdm HbA,. trudrc didu tr, éGFR (MDRD) trurdre didu tr, viing dia ly, va
&ﬁw"gn,, M o didu tri; dyra trén bénh nhan c6 HbA,. tir 7% trér Ién trudre diéu b . |
it L Trong mdt phdn nhém da duoe xac dinh trude gdm cic bénh nhan cb HbA,. Km hon hodc bang 8,5%, mirc
- tung binh gy 1.0.16(0,12) 0370012 © |- - - gidm HbA,. 50 V61 e diéu t véi empagifiozn 25 mg/inagipin 5 mg 1 -1,3% sau 24 tudn (p<0,0001 50 V01
d“"h{SE: g4 duge+inagiptin 5 mg) va vii empagifiozin 10 mg/finagliptin 5 mg 14 -1,3% sau 24 tulin (p<0,0001 s0 Vi1 gid
: gakmy%ﬂ"fo -0,39;0,07 -0.60:-0.14 dwcﬁxa?m Smc;n e o ,
- Nagt q rén o onq dug Dang eMMNpaial K $ L
So sanh v : b e o4 be me110 mmr Wz‘i Vo
linagliptin 5 mg"; e Sach hén Widng Qv iy 30  thi ' 'nqz-gkédisbl-m.‘vaFFGmmigﬁdwd
mg empagifiozin 10 mg/inagiptin § mg cho thay ci thién od y nghia thong .
- tng bich higu - -0.96(042) 75°51:071 042) empagifiozn 10 mg. So v gé dugclempagifiozn 10 mg, empagifiozn 10 myfinagiotin 5 mg cho k&t qud tvong t
chinh (SE) N ; 5 trén mgﬂ,mﬁgmmw?mammmmmmmmtmmmmm
- khodng tin -0,90,.043 -0.94:-048 duge déu t bang empagifiazin 10 mg/inagliptin 5 mg dat duge HbA,, dich <7% so véi nhém bénh nhan ding g
Ry 95.0% | mwderrpagwnmwmgmmgs}.mmmmqib&gmwbﬂ}wmbmﬁmcﬁwhﬁm
Tiéu chi phy then chot: duwémg huyét ldc ddi [mg/dL] - Ftudn24 thu va huy 4p tm trong trong i voi nhém diing gi dugalempagifiazn 10 mg (khong o6 y nghia trén huyet ap
Sobgnh nhan  [134 135 133 132 133 gg‘:&%ﬁ@mwmmz 1,6%) bénh nfan AU G t bang empagiiazin 10 Mg/
dwoc phan tich g ; i3 dupch n 10 mg.
Trung bih o e e i 8 e o T o) o s G o o o g 5%
nng _ in T m m Uoc ; ] : te 5 o 10,
) SO ] :
s S e ooty g v apam,
nea. T A ] '
- trung binh higu mmﬁim%ﬁsmﬁmﬁgmmm ké chi sO HbA,, va FPG so vor ga dugd
chinh? (SE) 29,55 (267)  |-28.21(266) . [-2424(2,68) . |-22,39(269) - |-592(268) empagifiozin 25 mg. So véi g dugciempagifiazin 25 mg, empagifiozin b;i m mdkg %ﬁ?wﬁm
i v 25 So véi 10 trén thé. Mot i 1 cao hon ¢d  nghia théng ka trén cac . U7 ve
Esf?‘pmﬂ'i P - fi dm%%amﬁbﬁ?@@%m%m HbA,.. dich <7% so w61 nhom bénh nhan dung gia
- trung binh hiéu  |-5,31(3,78) -5,82(3,78) dugclempagifiozn 25 mg (Bang 6). Sau 24 fudn gy trj bing empagiifiozin 25 my/finaglptin 5 mg, cd huyet & tm
chinh? (SE) - = -~ thu va huyét ap tm trong trong b vt nhom ding gia dugclempagifiozin 25 mg (khdng ¢4 y nghia trén huyét ap
b iaygsgugg A Bcats @ﬁ&%ﬁgmﬁmmmu 0.0%) bénh nhan duere Gy b bng empagifiozin 25 mg/
¥ W0
- g'tétn’;; Khong danhgia |Khdng danh gia iﬂgbhﬁ:rgvédnﬁ&%}b&hdﬂdumd&t:ibénggiédwderrpagiﬂmh%m
So Sanh V61 Trong mi phan nhom biénh ntdn 8 dugre X&c dinh b (1=42) o HbA,, thrd di B Km hon hadc bing 8,5%
ey muc gam HbA,. 50 v tede diéu i khi ding empagifiozin 25 mg/inagiptin 5 mg (n=20) 14 -1,16% sau 24 tuan
inaghpit g (9=0,0046 50 i gia durgr + empagifiazin 25 Ma)
Pl b 8 VR e (e 0 ks Bang 6. Cacthong sb vé hiéu qué frong CAC nghién Gl lam sang so sanh GLYXAMBI 10 mgSmg vén
-aménéﬁn -31,06;-16,21  |-2071:-14,88 W‘UW@W@mﬂﬁmﬁmﬁWﬁmﬁmymﬁmw
c3y 95.0% _ : . cho bénh nhan khong dugc kiém soat bngn'aagﬁrbzn'!Orrg’ZSrr}g Metformen
- gidtip Khong danh gid . | Khong danh gia Metformin + : an il
Tidu chi phu then chot: Trong luomg co thé [kg] — & tuan 24 EmPﬂEthg“ Omg pagﬁfh-;m mg
S4 bénh nhan 134 135 133 132 133 ‘ Unaglipn Smg |Placebo | Linagfiptin Smg = | Placebo _
duge phan tich HbA,, (%) - tudn 24
Trung binh trrée 87,92 (1,57) 87.30(1,59) 86,73(171)  |87,82(2,08)  |89,51(174) N 12 125 109 108
dieutrj(SE) Trude dieu i (trung binh) 8,04 8,03 7.82 788
Thayd&f v mﬁmﬁmﬁ m)‘“&’“ 1053 021 058 010
trudre diéu tn
& tudn 24" So sanh vo1 gia due (trung binh ki 032 (0,52, 0,13) 047 (066 ;-0.28)
- trung binh hiéu _ chinh) (khodng tin ¢y 95%) p=0,0013 0<0,0001
. 3 i
e 200036 |20 - |213038) . [227(030 | |078036) Dong eyt al (o)
%ﬁ?ﬂ?@ N 20 123 107 107
3 m "EE’E }rug-u 122(051) 1,96 (0,51) Truwde diéu t (tung ntg 157.9 1556 1523 1550
: = n o d01 50 v trusdre diéu t 5
. gﬁ? ;ﬁ;j -2.23:-021 -2,97 ,-0,95 m binh hiéu chinh) 80 37 123 44
A P . So sanh v gid duore (trung binh hvéu  |-11,7(-206 ;-2.8) -79(-156;-02)
- giatnp Khong danh gid . { Khdng danh gia it chinh) mf tin cly 95%) p=0,0103 p=0,0452
Tiéu chi phy then chot: Bénh nhan ¢6 HbA,, <7% - & tuan 24 Trong loma ¢o the & tudn 24
$6 bénh nhan (%) [121 (100,0) 122(100,0) 118 (100,0) 121(100,0)  [127(100,0) - 20 124 109 07
: Trude deu i (trung binh) theo kg 88,47 8558 85,86 8993
btnot | |61654) 15(623) 49619) 47(389) 41329 Thay 68 50 vo1 twde deu b 020 079 017 028
Vo1 - So véri 10 (tung binh hiéu chinh)
3%: =220 - So sanh vo1 gid dugr (trung binh hidu  |0,60 (0,10 1,30) 009(<0,63,082)
. tjrpg chénh 1893 2961 = 3 s chinh) (khodng tn cly 85%) p=0,0945 p=0,8008
- khodng tin 1095:3274  [1697;5169 Bénh nhdn (%) dat HbAsx <7% vo
¢y 95,0% B HbAs. trude diéu tri 27% ~& tulin 24
- gta np Khéﬂg danh Qia I(hbng danh gia N 116 118 100 107
FOS?M 3 :m Bénh nhan (%) dat dupc A1IC<7% | 259 109 36,0 150
inagliptin 5 mg: I : : _
e e [ ol k R O R O IO i
c2y 95.0% R el Céc bénh nhan duge phan ngdu nhién vao nhém Linagiptin 5 mg nhan vién nén phdi hop ¢4 dinh iéu
- gatip Khdng danhgid | Khong danh gid GLYXAMBI* 10 mg/5 mg két hop metformin hoac vién nén phdi hop ob dinh iéu GLYXAMBI* 25 mg/5 mg

kéthqprnetformin;t:écbénhnhanduacph&nngéunhiénv&onhﬁngiéduqnntﬁnaumgﬁdmkélwp

Empaglifiozin 10 mg cling vé1 metformin hodc gia dugre két hop Empagifiozin 25 mag két metformin

! MéhinhMMRgl!rén;;S[O%Gbao 'Hh;“rn}pgcmfm : e?ﬁFR{MDRD}truétd tri, vung dia ly,
tham kham, diéu tri. D& vin FPG, bao gdm , : Mz
Khong durae d4nh gia y nahia thong k&; khong phai & mot phin clia quy trinh dnh gid theo trinh ty 86 v
tiéu chi phy ' 161 _

* Hbi quy logistic trén FAS (NCF) bao gdm HbA,. trwrc didu tri, éGFR (MDRD) trdrc diéu i, vimg dia I, va
didu tri dira trén cac bénh nhan cb HbA.. tir 7% trér kén tredre didu tr

Cac théng 56 x&t nghiém

Tang hematoort 1 : .

T thir nghim kam sang 841 chimg gia dugr, thay 631 trung binh clia haematocrit so v trudre deu b

3??&.% frong (mg ﬁ‘é’mf"m&'g ??m va 2 50 ¥1 0.2% & nhém dng gid dugre. Trong

thir nghiém EMPA-REG OUTCOME, chi s6 haematocrt trd vé gid trj nén sau thoi gian theo dai 30 ngay sau khi

w&é‘mglﬁm '
Tmmmmmmmwﬁmgédmpfﬁnhanmmmbimsmﬁim@umma i
GLYXAMBI* 10mg/Smg va 25mg/Smg so v gid dugre frong (mg : cholesterol todn phan 3,2% va 4,6% so voi
0.5%; HDL-cholesteral 8,5% va 6,2% so v 0,4%; LDL-cholesterol 5,8% va 11,0% so wi 3,3%: tiglycends 0.5%
va 3,3% so voi 64 %.

An todn trén bm mach _
Trong thir nghiém im sang EMPA-REG OUTCOME, empagifiozin iam giam dang ké nguy co ala béu chi gdp bao
g&nmmdomcbemﬁnmm.mﬁma:w&nmumwmecdmwmu}mwc&m1_4%
Khi b6 sung vao phéc do cham séc chun cho bénh nhan nguoi kim bi dai thao dudng typ 2 va da biét bj bénh tm
rramKé:quéreymmmémmwmmmwmmmwmmm,mmwmw
Hﬁgm?mh'ménguymriﬁMWhMg&yn}mh@cd&gyMgéywm. :

Trong cae phan tich dodn hé 3ng hop dugre xic dinh e, cika cae bién o tim mach duoe dnh gia doc Bp & cac
bénh nhan d4i théo dudimg typ 2t 19 thir nghiém Iam sang ciia inagiptin véi 3459 bénh nhan, Enagiptin khdng
kam tang nguy co tm mach. 1 _
Chura 06 cac nghién c{ru 1Am sang dura ra bang chimg k& 1ulin wé nh hudng clia GLYXAMBI® ¢én ty 1 méc va ty
K i vong do cac bénh tm mach.

Déc tnh duoe dong hoc

Dugre dong hoc cua dang phoi hop liéu cb dinh

T6c 89 va mire 69 hap thu ala empagifiozin va inagiptin trong dang két hop empagificzinfinagiptin tirong durong
wwmmmmmmmmm@mmﬁ

Ougre dong hoc cua empagifiazin va inagiptn da dugc md 1A rding ra trén ngui tinh nguyén khde manh va bénh
nhan dai thao dudmg typ 2. Khdng 0d sir khac bt vé durge ddng hoc thé hién trén 1am sang dugre ghi nhén frén
nguen tinh nguyén khde manh va bénh nhan dai théo dudmg typ 2.

Duoe ddng hoc cua cac hoat chat don Ié

this
Sau khi diing dudmg wdng, empagifiozin dugre hép thu nhanh véi ndng 4 dinh trong huyét frong xuAt hién V6 tree
Egm&mha?ﬂn . Ndng 45 thude trong huyét trong gidm theo hai pha véi pha phan bd nhanh vA pha
Vi i 1 ingay, ndng &9 alia empagiflozin trong huyét tirong dat trang thai &n dinh & K thir nam. Ndng 6
m@gMW&uwawmd&m%@nﬁmmmmmm@mmmmﬁm
gian.
hhm_d"ﬁéudé!béo,gﬁunﬂgmmmmu&gmmm%md&d&n&gdomM

inmgﬂnr;zm»ﬁmwQMmdamMmdmmﬁuuﬂgm?mammm
w:ﬁ dugre dung cing hode khdng cing vé thire an.

ﬂ\éﬁdtprmwbiéukién&mM&ndghduwuﬁtﬁmhin.ﬂLduaumph&Idecmhmw
thé. Sau khi nguen tinh nguyén khde manh di dutmg udng dung dich [“Clempagifiozin, thodc phan bd rong
rbng&]muamaa.%mgamﬁm twong 86,2%.

Khong o6 chat chuyén héa chinh ciza empagifiozin dugre tim théy trong huyét tomg ngid va cac chét chuyén
héa 06 mat nhiéu nhét i 3 dang Bén hop glucuronide (2-0-, 3-0-, va 6-O-glucuronide). Nng 9 trong tuAn hodn
clia mAi chit chuyén héa dudi 10% thng b cac thanh phdin B quan 8én thude. Cac nghién ciru i vitro cho
thay con dutmg chuyén héa chinh ciia empagifiozin trén nguo 4 ién hop glucuronid béi undin 5'-diphospho-
glucuroncsytransferases UGT2B7, UGT1A3, UGT1AB va UGT1AS,

Thdi tnr

Thor gian ban thai théi pha cudi biéu kién alia empagiflazin duge Lo tinh & 124 gir va 6 thanh thii duéng vng
' Lgir dira trén cac phan tich duge dong hoc quan thé. Syr bién thidn gira cic cA thé va thing du
i empagiifiozin dudmg Ldng twong (mg A 39,1% va 35,8%. Ging véi théi ,
2% thubc duyre tich Kiy, 841 vén AUC huylt tuong, dugre ghi nhan & trang thai n dinh. Sau ki ngudi tinh nguyen
mm%mdmm}amag&mmhmgﬁﬁ%mﬁmmtzmmdénM' il

phan (41,2%) hodic nudre iéa (54,4%). Phan Im hoat tinh xa Bén quan 6én thudc duge tim théy trong phan
dmmmg&mn£1a&mmummmmmmmmo&mm¢mww@
thy .

wmmm%wm@mmwmwmmmm@mﬁh
Sau ] .
Sau khi ubng 1 *m@m%mmdamuﬂénmm%ummwcm
J 6 mg & trang thai dn dinh s0 véi khi ding Bbu dAu bin. Hé s6 bidn a

ﬁmawﬁmmﬁmmmgnamﬁmmmmz.e%ma,s%).wtmmmmg

tng it hon so v ty ké beu.
dyng fuyét 6 ctia inagiiptin khoding 30%. Khi inagliptn Ao ding 8ng thir vér bira An nhidu chit béo,
nding hrgmg, khong thay o6 anh hudng 6n duoe ddng hoc bidd hién trén 1Am sang clia thube, inagiptin o6 thé
dugre dung aing hode khdng cling véi thire an



https://vnras.com/drug/

Phén bd el o

Do gén w1 céc md, thé tich phan bo biéu kién trung binh & trang thai 60 Ginh sau khi ding Ky dom 5 mg duéng

ﬁmg;mmgmmdwrgﬂﬁmwmmmwg1]10@@&%&@1mﬁm¢gm®

md. Linaghptin gén v protein huyét turomg phy thude vao ndog 6, gidm bir khoding 9% & ndng 60 1 nmolL g

75-89% & ndng 69 230 nmoilL, cho thay kha nding gan b3o hda véi DPP-4 khi tang ndng & Gia inagipt. (f cAc
6 cao, khi DPP-4 duoc bao hoa hodn lodn, 70-80% inagiptin 9an vén cAc protein khac ngasi DPPA frong

wgmg,doaowﬁmnggémﬁmmwm_

Chuyén héa

Chuyén héa déng vai rd it quan trong trong thai tnr inagiiptin. Sau khi udng [“C) inagiptin Bu10mg, chi 5% g

mﬁmaﬁgmmmmmmu&aﬁtm}&mmmmmmmmﬂgﬁn133%3

legng nagiiptin & trang théi dn dinh khong o6 the dung duore Iy va do 66 khdng déng 9dp vao hoat tinh (e ch

Théi tnr
Nong 66 thude trong huyet trong gidm theo it nhét 2 pha voi thin gian ban thai pha cudi dai (én 100 qid) ch
@m@mmﬁq@wﬁmmdﬂmmﬁ4ﬁu§g ( gﬂgdwf;
:;a@iu&,mwmmauﬁmmmmmm&mmmsm%@ﬁﬁm
Sau khi nguui tinh nguyén khde manh ung lnagipn [“CJ Khodng 85% hoat tinh thai tnr
%m(m)rmcmuéj(s%)mm4mmmm_mmmm&mﬂc&%w&?
thén
Dva trén dac tioh duge 60ng hoa, khéng can hiéu chinh iu GLYXAMBI* cho bénh nhéan suy than.
Trén béah nhan suy thén nhe (éGFR: 60 -<90 mLiph/1,73 r¥), trung binh (eGFR: 30 <60 mUph(t1,73 m¥), néing
(eGFR <30 mUphit,73 ¥) va béoh nhén bénh than gial doan cudi, AUC clla empagfiozin tang tuong (mg
khodng 18%, 20%, 66%, va 48%, so vé1 ngudi khde manh. Ndng 69 dinh aia thudc trong huyét trong & bénh nhan
suy than e 5 trung binh va bénh nhdn mic bénh than g doan cudi rong b & ngudi khde manh. Nong 63
dinh cza thude trong huyet ftuong trén bénh nhén suy than nhe va nding cao hom khodng 20% $o o nguor khoe
mmmwmm@ﬁmﬂmxﬁmmu@mmmmmm
mm@ndat&déxlcﬁjmuﬁcﬁm Gén kam tang bép xixc &1 thude. Dira trén ¢3¢ tinh duge dng
r@,mc&ﬁ@m cho bénh nhan suy than.

Linagiptn.

MGt nghién alu duore thye hién so sanh dugre ddng hoc clia thude trén bénh nhdn suy than nhe (50 én <80 mU
m;;zmammmm@«sonwumwmm(aqmummmmmmm@
doan cudi dang phai koc mau. Ngodi ra, bénh nhén bi dai thao durdmg typ 2 va suy thén ndng (<30 mlmin) duore so
sanh véi bénh nhan dai thdo dudmg typ 2 0 chirc ndng than binh thudng.

0 trang théi dn dinh, bép xi: inagiptn & bénh nhan suy than nhe turong b trén ngudi khoe ' bénh nhan
suy than mirc 69 trung binh, ting nhe bép xiic thudc khadng 1,7 Bn so véi nhdm ddi chimg. Tiep xic & bénh nhan
dai thao dudng typ 2 va sty thin néng ting khodng 1.4 n so véi & bénh nhan déi théo dudmg typ 2 06 chire néng
than binh thudng. Dién tich dudi dudmg cong dy kién clia inagfiptin & trang théi dn dinh trén bénh nhdn mdc bénh
mgmﬁm%@mn&émmwmmmw trung binh £ tuong iy nhau.
Ngodi ra, linagliptin khdng duyre dy Joén thai tnr & mire &9 o6 y nghia Fam sang bang cach loc mau hodc thdm phan
mang bung, Hom nira, suy than nhe khdng anh hudng den duge dong hoc aa nagiptin trén bénh nhin dai thdo
wwzammgﬁmc&ﬂmmmmmmﬂé.
mgmmmmmmmm.mmmwmr@mn&:dﬂ&wwmm
nhan suy

Chi s khdi co thé (BM))

Khdng cAn chinh Béu GLYXAMBI® dura trén chi s6 BMI. Chil sb khi oor thé khdng o &nh hudmg trén Em sang dén
gmmmmmmmmmmmmwmmmmmm

i1 tinh

Khdng cin chinh Bu GLYXAMBI*. Giéi tinh khdng cb anh hudng trén Em sang dén duge dong hoc clia
empagifiozin hodc inagliptin dura trén phan tich dure adng hoc quan the.

Ching ¢ o] .
m&mﬂf&myduaummﬁmmmmwﬂévémcmmmlmw
B&mmm ; J i

Tudi khdng b anh hudmg o ¥ nghia lm sang dén duge ddng hoc clia empagifiozin hodc nagipbn dira trén phan
ﬁmamu?cgmmcmué.a‘ghmmggw(ssdéummMn&ngabmgipmmwmgmw
& bénh nhan tré tudi hon.

Bénh nhi _
%mmmawﬁmmmmmammmwmmmmmmm
Tuong tac

%ﬂw@hmgtéchﬁchviro:

{ vO1 empagifiozin:

Empagiflozin khdng (rc ché, bét hoat holic cam (mg CYP450 isoform. DX Béu in vitro cho théy con dudimg chuyén
m'mimmmmmhmmwwmmsw
UGT28B7, UGT1A3, UGT1A8, va UGT1A9, Empagifiozin khong (rc ché UGT1AT. O/ Bu diu trj, kha ndng
empagiflozin (rc ché hodc bat hoat 3o nguoe cac isoform CYPASO chinh hodc UGT1AT khod cb khd ndng xdy ra
Do d6, turong tac thude — thude o6 sy tham gia clia cac isoform CYP450 chinh khi diing empagifiozin ddng thoi voi
oo chét i cac enzym ndy duge coi nhur khdng Xdy ra

Empagifiozi k co chat alia P-glycoprotein (P-gp) va protein khang ung thr i (BCRP), nhung khdng (rc ché cac
chat van chuyen bom ndy & Bu déu tn. Dyra trén cac nghién ciu in vitro, empadgifiazin dugre Xem nhu khong gdy
twong tc w1 cac thude la oo chét clia P-gp. Empagiflozin [ oo chat clia céc chét van chuyén & nquod OAT3,
OATP181 va OATP1B3, khdng phai |4 cor chat clia OAT1 va OCT2. Empagiflozin khdng (rc ché cac chét van
chuyen thude & nquin ndy & ndng 9 thudc trong huyét frong trén 13m sang, do 66, hrong tc thudo-thude Wi co
gaét\g.‘mécd\éi chuyén ndy duoc xem nhur khdng xdy ra

Linagliptn 14 thudc 06 khé néng canh tranh kém va ka chét (rc ché yéu dén trung binh CYP3A4 nhung

khdng Urc che cac isoenzym khac. Thude khdng phéi 4 chét cam (mg cic isazym CYP, Linagiptin

14 oo chit olia P-glycoprotein va (e ché yéu sy van chuyén digoxin qua trung gian P-glycoprotein.

Dva trén cac két qua ndy va cac nghién ciru tuomg tc thudc in vivo, agiiptin dugre xem nhur khdng a3y trong tac
Vi1 céc oo chat khac cla P-gp. -

Unaghptn & oo chat clia OATPS-, OCT2-, OAT4-, OCTN1- va OCTN2; cho théy 0b thé viéc van chuyn thudc vao
gan qua trung gan OATPS, van chuyen thudc qua than qua trung gian OCT2 va OAT4, thi tnr qua thén va t4

hdp thu in vivo qua trung gian OCTN1 va OCTNZ. Linaiotin ¢ Ja OATP2, OATPS
oCT e trung gian Linagiptin (rc ché yéu hoat ddng alla OATP2, , OCTN1,

mqgc;ccmmmchm |
tuong tac o6 ¥ nghia kam sang dugre ghi nhan khi empagifiazin hodc nagipin duot ding aling i
nbcmm_mqﬁmwck&mmmmmmmwmmﬁﬁm&,
cUa GLYXAMBI* khi dung ciing cac thude ké don thong thudmg,
Empagifiazi khdng o6 dnh huong ién quan trén Km sang dén dugre &dng hoc clia inagiptin, metformin, gimeping
mmm@mwmmmmmwwmmﬁmgﬁépmmam
duor gt m@mmﬁum\mgamﬂ(ss%).mm(%%).tn@nm(sz%).mma;
i e b i e 1
1 Beu ol thiazid va cic ) b i va am

el ung i1 beu quai va cb tang nguy cor
Linagliptin khdng ¢6 anh hudmg Bén quan trén m sang dén durre 8dng hoc clia metformin, glibendiamid,
MmmmmdmmmmgﬁhmmmmmmmmWGmem
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va chat van chuyén cabon hiu cor (OCT).
Céctt;aydﬁ_iﬁprnhagbmtﬁdlmgﬁMSaJHidmgd&gthbi\éiritm(&\gMZM)\é
fampicin (giam 40%). Nhimg thay ddi ndy khdng dugre xem ¢6 y nghia kam sang.
Dieu kién bao quan
Bo quan khdng qua 30°C
Quy cach dong géi
HGp 3 vi x 10 vién nén bao phim
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