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BUMDKZE
S JARDIANCE EREEIZHE25 mg empaglifloziniizEt g -

JARDIANCE%DHE?&%%zﬁempagllflozm AEMRSE BN -E B iR EE RS ( sodium-
glucose co-transporter 2 - SGLT2 ) #l7
EmpagliﬂozinE’\Mt%%%%D—Glucitol,1,5—anhydro—1—C—[4—chIoro—3—[[4—[[(35)—tetrahydro—3—
furanyl]loxylphenyl]methyl]phenyl]-, (1S) -

HpFHARCr3H7CI07 - FER45091 - &S ¢

Cl

OH

EmpaglifiozinmBeEXEE - AERERMNERR K - HACAHRE « BARPE - MEARS
BERIONE ~ o ARS0%MOREKAR - WHREERAREX -

AL 2 T

EKELHE ( Lactose Monohydrate ) - f&@#i#E 2 ( microcrystalline cellulose ) ~ ERE# 4
& (hydroxypropyl cellulose ) ~ 3B BFEM# R ( croscarmellose sodium ) ~ B2 S
{E® ( colloidal silicon dioxide ) DUk 1&#sB&#: ( magnesium stearate ) ; LE4h - BEIKINE A
TNEEFEMR D . KRPEAER (hypromellose ) -~ —&{b#k(titanium dioxide) ~ JBA
(talc) - B2 _F2 ( polyethylene glycol ) BIR=SEH, ( yellow ferric oxide ) -

mn” F

IRAX e
SRR

JARDIANCE (empaglifiozin) 25 mgiz il s2& e - WEN - MEDRORLOERE - ED—8
BE TS25, 2 - B-HNBNEBEREHATES -

4
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2 FEREAE
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A BUARI 0 A B NRZ 5 BRI m A [ 2 R Rl B E i1 (12)] -

2.2 FEMMEEH

ARESZ _HRERBECALMIERBIRARAR - olREOMDERRIETHER -

2.3 {EH_EASPRHI

AEERERSEAURERERA - HopESig SRR A PSNER[FEESREREIRFR
(5.1.1)] * 45 eGFRIER30 ml/min/1.73 m2f05s8 — BEUER AR ARA - R ERJARDIANCEN =
Hm#gEs - RIBEAFRA#S) - JARDIANCETE LB T I BEEAE -

AR HE
3.1 RAR&
3.1.1 FA¥a1ER JARDIANCE Z Al

A ERBEAIARDIANCES BRI KA BERR B AN ER - EITBINEN G [FERER L
BEIE (5.1.2)] -
HERRBERPAEA - BaIRAJARDIANCERISCEBIL—RN [[FERERKIRFIA
(5N RBARIGREESIR (6.7)] °

3.1.2 RARAEZLE

+ JARDIANCET] &% & 7R o] Bmetformin + metforminffAsulfonylurea
pioglitazone(ft A Ametformin) « IRE X (HF A A Fmetformin &/3%
sulfonylurea) 5 ER - fEAMI NI ER B IS FIEE) 2 IMIAEZEY) - FBUINESE

AU PR m T AR MBS R -

« JARDIANCEWEZZEIEREHEL—X - 8R10mg - JHEBY—ERA - MO ZEHE
ARA -

- EMZURYE  oIREISRAZR25 mgMRE—TOMEES -

313 10@mML b ERmAREE =

» JARDIANCE WEZEIEREBHE L—X - BR10mg - tJEBY—ERA - TNoZ=hE
AR -
o FRE—DTWMREEFT - JRBEIERAZEEX25mg -
- HEIWEARETAMLE#IKEREE (eGFR) < 60 ml/min/1.73 m2 /NEAAMm 10 5%/\57%
HER - EAREHREREE [FE2RERREEER (12)]
3.3 HREEAERE

331 BIgEAEE
&1 BEBINEEIRRRE AR JARDIANCE 25mg EEHIE

EINEEARBE BENs
eGFR =30 mL/min/1.73m?2 ERET S

eGFR < 30 mL/min/1.73m?2, End-Stage Renal Disease (ESRD)Z{ & #7 AEEFEHA

« B¥tempagliflozinstJARDIANCEF Ef R B ELE BB E - flINBEEME L KE [FERH
EREMEEER 517 -
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EOTRSIR

BR=H

= AR

5:1.1

5.1.3

EEEIR
Bl P55

BETHERSE _L-BEEEERE (SGLT2 ) fHIE ( &2=2JARDIANCE ) 95 —EYA]
S_AmERmm AN ETERREEIUR EHEENR - SRR PSR ; B2 —BRE
CBBEMEHNWARSERSBENER - AJARDIANCERYE A B 5 R & H i 5 230/
= - EUS-ERRBEBASMAH RN LR RHEERD - MEEREIZEEREA

- FEZSGLT2HHI B A AV E A - Bl h S E RIS - JARDIANCEARZZR R aESE 1
EREEA [FELRBERER)EREKAEQR) - EEMEPHER A olERERKRBERERK
BHEA - BEERATEERERHEERSL -
#XJARDIANCERERVB AR B HIREENH B PSRESMER - BmENERE
%5 MEFIAEERERKE S - ASEMEMEREER 250 mg/dL - iolEEsRE
JARDIANCEAHRAERRL 55 - WIRIREEH 5 - BIEAJARDIANCE - FEER ARG - I
Y EIRBHTAE - AR PSR - dEFEATRER - KoLK K(EEY -
AEZEHRBEEN  LEZES—ERRFERAT - BERESRIRIE PSR - O
FEIIEIERR 7 17 BRYEE - HIR AR Z R AN MEREER —AiEKmEE RS RH 2R M
HRE (AAEER250mmg/dL) - MAREZREREERTSRKREENHER S
2l - BEED B - B - 2848 - IRTR=IE - a0 BMIFEE=AD - B
BRABSREMKEPSHNREERS | REREIEHRERE - st EtER R8BIV - F
o ~ IREEHRER A ERRIZER (AW BN RE - RIESCERBFITRSE ) - K
Bl SE -

FIaEFJARDIANCERT - FFoERMAREPIAERERSBREMBE P SNEER - S15E
WRASENRERE R A E - RERIRS - DIREVE - mAETREFINR - BRIl
A 2D =KERFHJARDIANCE - [F2RENZER S RENE N2 (10.2,11)] - &
EEMRIERERRPSNEMBARBLE T (HANEASHRBRMENREBRR ) EE
EREIRE 5 - WEREAJARDIANCE - 3112 FHJARDIANCERI R HERD 5 | 34 L P SRV
[REREHER - BEERAWNEIEPSOEREER - WHERATELIRELEERE - BE
1L FAJARDIANCENE 17BN 728 -

B 370 O = =
N R ==D R

JARDIANCET] 3|82 & SRR - 75 I S A A S AR 0 165 [ R 1 10 75 LB F e e
B LA SR RRME (8.2)] - LHEEE B EESCLT2M4IE 82 empagliflozintg s
TERBRERA - HESEBES  Blm ABESER RN - BMERZN0BA
(eGFRER 60 mL/min/1.73 m?) « EEABA « S ELEEFIBAIRE 1A TEEBERR
B SE MBI IENN - 5 AR it — (B3 4 A - 1B %JARDIANCE A
B AR RE A - RS EROMFEA - BIARDIANCEAE ZA] - 35
EIELLER - BIAJARDIANCE A 21 - S RIERE SR 2 S AERLUR B I08E -
RSB R 3%

LHBHERSGLT2AHIE ( ©2=JARDIANCE ) S A BAEBREWRBEE ( BEREY
MERBEERNE LS X ) HEA - SGLT2FIEIREES IR R ERENER - B
ERAS LEEEWRERRNERAER - WRHERBUGT AR [FERARRE

P.3



)] -
5 1A GREERERERED MY ERZEREME

FEZHERERENWMECHE TEES|EMIE - JARDIANCE BRERERENWBIE (1’57
ql - EERRRIEEY) ) RERFAR - BORNZRERRRS [FE2RARKRE (8.2)] -
e Z1JARDIANCE AR - dJgE RifERIRERED MY ENREREE - LLJ'JZ’“?*E@
MiERy PR -

515 ZEEMRIEMEIRR (FEEMKEE)

ZEERERIE AR IE R (%ET?ETEE%E)%—E%%@E—ZEEﬂﬁE%&fiﬁﬁ’ﬁ?;%f&”im CBE
ETFINAE - EEXSGLT2HIHIE (B215 B HHE) 2K mmA D - BRI BRI
BEXRMFERRS , EXMESHERRA - EPREFNAIEER - SRFMERIET -

HRES R ABENEHIRE AR SRR R « AL DI EIR B Es 55
ABRRBA - BRFEESERERSEUEHIENR - WHEREE - BUBLIEMERERETSE
CWMBEME - oJETFINSE - FRRARE  BYEANRERE - WRHABZE/NMEENE
REX -

5.1.6 EEREERF
JARDIANCETJSEZ IR BB HE RN RER [FERARRIE 8.2)] - BEHEME
BUMEERBERRARENREA  SEBRSHNRE REEEREERR - FLUEE S ET
BRI KGR -

5.1.7 BERE

fEJARDIANCE bR ER&RD  BEREBHRE (HIMMEMKE ) WEARS - N

RELBGSIE - 55 1EJARDIANCE ; 7EIRRIZERERZARE - 18R BH 2 BCAIE
AAEZK - JARDIANCEZ At #fempagliflozingtJARDIANCEF E i L E B B E [F 2SR5
BIE (4)] -

518 EEEIELDERR (LDL-C) £

= FHJARDIANCER; ol sES8 £ LDL-C EFRIIR R [FE2RARKE (8.2)] - BABEE T VELT
BRI KGR -

6 [RGB IRSIR
6.1 &2

BEISEE

HREBMMRERBRAEARBHEE  RILAERERES _2HNE=2HKEH

JARDIANCE - HAIEZ2F 2 FAJARDIANCERRBERIR/D - K It AR DIFI EZEY) B E KT

KRFEARERR 2 BEEEBHEN - RPHMERKBERAMETEH RN RS ERE -

[é%ﬁuuﬁﬁ%%]"

BT  EHERAEE 2RI S =2 0K E B %5 B Bempagliflozinfs
HEIARBMEE - WAEARAREE13EFNEES I BRIERNBELIB/NEREER - [2RE

H]

HRNBRZRICHBERKBEHDATC >THIMREA - EIRREIREATKRENERERRGE
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6.2

6.4

B76%-10% - MEHDATC >T0MZHRA - HRAIBER20%-25% - BRIEHNAES =
JERR S AR - EEB—REFERARENRERG D - RREALKREERENS RERG
sHED A7 2-4%8 15%-20% -

i i
RIS / S le / IR 2R - IRZPIEERBERIARBNIERRE - SRS ERE
FRmEEE ME ~ FEERE - BRMRE - FENMD B SHERNERR - ZEHR ANMERRERAT S

RSB REENTKAR - JEE - ERERBEERREE -

&

BYER

MERBRANGERETR  BHEBSE21R(PND 21)B% - BU1 - 10 - 30%100 mg/kghE HE
SEHELS FempagliflozZin£2590X %1k - £100 mg/kgiEHEE T (IRIBAUCGTE - HER &
RERAREIE25 mgii1318) - BBREANBRMESIENMUAB/NENBELEBERIRS - 13BN AR
B RE - AIRERS RS - EEEREZEEAEEREBHBMEERARSRZEBNE
_RHRGEANISE — 2R RENEYG L

REMRFHMRIBIBRRREBERRET - empagliflozin2 EHERABRREFX R H(E—R2 IR
HiltA - E&R&300 mg/kgMEHEIE (RBAUCEE - A RIEER R AR E25 mgry48Ed
12818 ) MARERBEAARTE - T BAESRBUNESHE T - HEA700 mg/kgiiE
HEIE ( HEREABRARLTIE25 mgiy1541% ) - RIS REZOEASIEN - EREP

- empagliflozinZ@ ZB i B2ERZAHS - ReFHHARSNempagliflozinEl£ ( 700
mg/kgiiEBREIE - HEREARRAKREIE25 mghv1391% ) S5/ 8RB ARESMY -
ERZABNERNMEERZBERRET - 4 Fempaglifiozinl&E100 mg/kgiEHEIE ( KNS
REAREREE25 mgi16f8 ) - BRRSERRAGHAEWILE20K (Y ) BlE - BIRE
FRIREN - EARTEENR30 mg/kgWBHMEIET (KBS REAEREIE25 mgi4E

) - DIDUBRRRFRAEERE -

ML,

I

BARJARDIANCEREEEAANBHWI T UREHRBEAZZAITEREURE - HalHENE
AR - Empagliflozin@ 2 EIRA P ARENI AR [ZRER] - HRABRBHZEF=REIH
FER2FAZH AR JEER R MREE) - FHWREPHAEBRIEERRERZD -
EZJARDIANCET Se R B W E R EMBREN AR RE - B=2empagliflozint]BEFE HE
BERRE  BSAmA  FAEEEWIBEES -

&

EREF1IBRNAEBATERENREY 2R - KERZHEBPEFENempagliflozinZEE - &£
REFP - For B MBPEYRELLTFI9EE0.634 - S5BEA - MEERZER2E24/)\RHE

EART - FUTHMRPEYRELLFIOESABESREERZERS/NE - BnempagliflozingE

BEITA - EMKREEEREERempagliflozinis - SR EAAIERE PHBREMNER (B

B MB/NERR) -

N5

JARDIANCE AR105E0 £55 B fRim/ R RAER B EHNZ 2 AB MM S WEELL -
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6:5

6.6

6.7

I8N0 217 mROE _EERRENERA - B 260 BREE KREIHRHE R 528
WES A ARZEME®E - DR/ REYE NEHERAERESZJARDIANCERIR 28 B [
SRS (10)KERAREERER (12)] -
JARDIANCEAR105 T 5 B m/ N\ SR ANZE M RBM M B R ESHEIL -

=FN

FESHE S T AR A S IE RS T D - BEHE2721 (32% ) B1ESIARDIANCELE
B0 A\ EETRE5 - 491 (6% ) BEMT5H - EHIJARDIANCELE BINEE R 2 ME 5 A b MigE
WBIE [BLEEHERTESEE (6.7) - WRERTSHOBANS - BREENOAEFERE
RyZE 4 R b B - JARDIANCE 10 mg#1JARDIANCE 25 mg#HR 73 Bl%2.1% ~ 2.3%H
4.4% - HRERTSHOBAMS - WRBRRRERRIEMESEZLRE - JARDIANCE 10
mgFUARDIANCE 25 mgi@REmAD - HRI510.5% « 15.7%F115.1% [BLHLERTEEE
512U ARRIE (8.2)] °

HIngEfr=
JARDIANCETI R IIBEAZ R A [FEREN B NBR M (11)] -
BINEAE

R—IEs HEEN D EB RS FEEBHAIKBEZXR30ZE/\R 90 mL/min/1.73 ma)E AFRET
A9JARDIANCE M HIfE M R 22 2 M st B P 2301 (B2 BB ARBRER (12)] - Rt
- 195516 F3JARDIANCERSE A BB 605190 mL/min/1.73 m22 R B 445k i8 8 =i 5HE
91 EFJARDIANCER B A BB/ 5455160 mL/min/1.73 m2 2 MBS 44k BB =Mt E - M
972w AB BN R30M45 mL/min/1.73 m2Z BB 4K BB R MEHE - JARDIANCE 25 mghy
PR MR EREE R A BN RLMES - BIERS BRASHVAERE - URYBRE
BAMBEAERENRLERR  HEBESENR L EABESEEERTIESIEG1.2) -
F—IEARLGMELERLED - 1819BEAER60 mL/min/1.73 m2 2 B#INBBRMEEZE
TEER(Em AEZJARDIANCE - BB MET T R Ia BB kR — X [F2EERERE
R (12)] -

FEJARDIANCEE M K Z 2 M d - MR AeGFR/NR20 mL/min/1.73 m2AgRmA -

7 REEH

#<2 B)ARDIANCEER /R E1HEERIAZ B 1 A

) PR

ERPK £ | Empagliflozin &R R Bt R EE MR EFBERREUEN - TJEEEMIRITERREER /DAY
WL | dJeet

RE | ER%IARDIANCERSE ZAI « Batih i 8RR KRB INEE - BRARB/DRIBA - B%RIJAR

DIANCE’&8& 7 H] » :AJci8 [ELLIER - FBJARDIANCERE 2 & - BERIRA RV 2 %
FEMR KRB INAE °

BRERTRERRESWNER

E%RL |JARDIANCERREZRERIE WM E (B MNt=EE /R FZHEEY)HH - SEMNEMERYSE
WEE | £REE

BE |JARDIANCEERRERED WY E (BIMNtEEER RIBEY))SRERFANR - clpERRERS
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R BMESRERNVEE - DU/ MK MARER E R

fEe
fRPR £ | ASGLT2 M0 - R o seE MR P ER B R REZE -

2. 788
E‘ R =

BRE | EiREAJARDIANCEEREZEIENR - AEBRENEAMEPOEERE -
PR B & E iR 1
PR L | SGLT2HIFIEI S BN FREREFLEMERPEERRUZ RG] -

B 4818
MEE

BRE | fEH SGLT2 MEIHRmA - AEZLDIASR R 8% 8 BRI MRS - 55 th 73 A 808 I
RS -

F18 1,5-anhydroglucitol (1,5-AG) 2
BRAR L | St¥EA SGLT2 MHEIEARA - 1,5-AG RORIEEEE MFEESINT G AT S

WEE

RE | AEZEM1,5-AG BRI MBS - SBLUAEth 77 A0 Mgz -

7.1 INRIRE
EHMANETRXEFRHE -
8 BIfFR/FARKIE
8.1 BRAEZRIFRH/ARKIE

T RBEAREMEBOEHE NINEELBRERLRB
- TS [FSREZEEEIE (5.1.1)]
- BRAER) [FEBEEZNEIREIE(5.1.2)]
o« REEWMESABHREX [FEEREEZIREIE (5.1.3)]
s HABRERERERESMYERZENEME F2EEEREESIE (5.1.4)]
o ERIRILUHEXGFERKEE) [FSREZ LIRS (5.1.5)]
s HAEREERE BFERLEZRIREIE (5.1.6)]
- BENE [FSREZEIESEIE (5.1.7)]
 BEREIRELERR (LDL-C) tH [BFE2BREZBFEREIE (5.1.8)]
8.2 HRIREERAE

HEREERAEESESEARNMNR FET - RItER —REYWEE RSB PR RIIN AR RE
BEXR . RAEGES —RBEYVNEARGB PSRN ARRERERETER - TRARMRE
BREGRARE P RUSEER -

FERAINERAREBPUE _BRRERARIOZ 7R/ ERARES - #ARDIANCER ERETT
aFff © JARDIANCE MEfe M ELEREM TGRS  EXLER - -

BTE4565 — RUiE bR B Jm A ZE 1T B9 B PR Gl B

FINEIBEZ A HE _AREIRB R AETHN4R2ABZ BB H KRR - LR1EERRERERNZE

P.7




FEE IR R 218 BEEAEMIR - JARDIANCEEE S 1IEHBRIIFREBREAFER - ©55MIR
AR ERBpEAER [FE2RmRAREBRER (12)]

ELEEIER 197632 m A JARDIANCEN REL SR - FHRERBAAN23E - mABRSZL
it AJ ("N=995) - JARDIANCE 10 mg ( N=999 ) 5JARDIANCE 25 mg ( N=977 ) 8H—R®
AE - 2GR ER B565E - BEB3%EBBT55K o RENBBFE (55% ) BEM ; 46%5
E/\ 50%&aEMA - 3% BBEATIEEFERBA - RREABST%EBBBSFENERRFRESE - &5
RS HRENTEEEEMER (HbATC) 58% - B - KERAERE Z/NMEHZENSE
HEEBERBEERE (7% ) - KBERE (8%) FAELEE (16% ) - BIM%HEA BB INEE
EEFREBNEAR  IBWEABITEENEAE ( FHEBHIKBERERMETES86.8
mL/min/1.73 m?2) -

FIFEEAJARDIANCERHBELHIRNE RARRE ( ABEENE ) - EEARREETEERERM
B R 7 - 1EJARDIANCEAR N A B4 = M 248 - 7 E Z£JARDIANCE 10 mga£25 mg#
AR BEEXRGRIEFR2% -

* 3 EULEFRAYJARDIANCE EEFENSHBEARABIEREEF - EJARDIANCE H%E
£>2% - BERZEBANIRRE

ARRIE ZRITI(%) | JARDIANCE 10 mg (%) JARDIANCE 25 mg (%)
N=995 N=999 N=977
SR R 7.6 9.3 7.6
LM TR SR R R R 1.5 5.4 6.4
IR 3.8 3.1 4.0
HEFRIE ANC 1.0 34 3.2
MmiEE= 34 3.9 2.9
A E1%E 2.2 24 2.3
BB |4 A 5 SR8 B R Sed 0.4 3.1 1.6
IEHTY 1.4 2.3 1.1

SERIARZ ARRIEER - 81 (BARK ) | WRERR - MAERZEKRE © B3R -
by MAETA SR MBI R R BT T IR R R - NSRS MERR « BRI - SN - SMNEEERIK
ER -~ ETERRECR - HIESRTIAER  EERERERCR  EEWRERR  INEREX  FEE
BREEEERERS - MiEMEER - SIERE - SUSHEANKEREEABIERS D
! Z Al (N=481) ~ JARDIANCE 10 mg ( N=443) - JARDIANCE 25 mg (N=420) -
CHRERZARNMEER - 85 (BARK ) : 2K BRMER -
dEE"TéEE’iE%%@QiWa’%@%_FﬁUK?}ir D EBEABIA IR  SBUASK - EHAEERR - EIEMRER
o THREBBEX  FERE - BERR - SIERAUEE - SUSHANBSUREHEABERSD
&} : ZRI® (N=514) - JARDIANCE 10 mg ( N=556) -~ JARDIANCE 25 mg ( N=557) -

P.8




The (G Z8E ) LT - JARDIANCE 10 mg#1JARDIANCE 25 mg#HR BB EEHI 72 Bl 7
0% 1.7%M1.5% -

R
JARDIANCE® 3RS BUAIR - EMERNENE R, - LRBRSEROBBETRRE - 8
EREZREHRERIROGZWEET  BRSBHOEERRRE (0 (BR) IETE
WAETR Bk B0 - B0 ZBEEMERER ) £28H - JARDIANCE 10 mg#]
JARDIANCE 25 mg#8RgiEiLLf15 B1%0.3% - 0.5%F10.3% - ERBMERE B AR
At - JARDIANCES (S EE MBS IR L7 (2B M5B EEEE (6.5 6.7)] -

BEFR BN

W TR 22 R ¥ IR B Rl BR RO R BB R - BERRIEIN (WS IR ~ R AR ) FR&RERYE
EZRJARDIANCEAHSRZEEIAE (R3) - Bigms - WKEZEE - JARDIANCE 10 mg#l
JARDIANCE 25 mg#ARYEHREE B 73 Bl 50.4% ~ 0.3%700.8% -

=HUBINEEAE

£ FJARDIANCEZ RS IS A B AT W & BB A IKBRRMEEHE (2RF4 ) - BEEMBBREPE
BINBEEAZRIBA - EARAWFIIEEE (2RF4) [FERFREHIESEIRE (65267)] -

—BRAOMESERARD  EPEAREERIJERNUBINEAZRSR - EUER
£ FempagliflozinPiiE = 1t MR EN DRV EH B IIREFME VR E -

A

‘.ll\\b

x4 HFARUBLZERHRHABNAZABNBEAZERD - SN EEMEAKBRER
fli5t{E (eGFR ) 2HAE S EEERARVEE

24 = BT H IR BB R R R
Z& | JARDIANCE 10 m | JARDIANCE 25 m
i g g
N 825 830 822
. 2 dL 0.84 0.85 0.85
e Ty ALEEET (mg/dL)
; 2
)eGFR (mL/min/1.73 m 373 87 1 878
N 771 797 783
; . e dL 0.00 0.02 0.01
ommsmy | (mg/dy)
; 2
)eGFR(mL/mln/1.73m 03 13 14
24385t | N 708 769 754
ALEEET (mg/dL) 0.00 0.01 0.01

P.9



; 2
)eGFR (mL/min/1.73 m 03 06 14
hEB R 2P
ZR JARDIANCE 25 m
i g
N 187 -- 187
) 2 dL 1.49 - 1.46
senpyE | (mg/dy
eGFR (mL/min/1.73 m2 | 4423 -- 454
)
N 176 -- 179
N & L .01 -- 12
1B R ALBEET (mg/dL) 0.0 0
; 2
eGFR (mL/min/1.73 m 0.1 N 38
)
N 170 -- 171
; . & dL 0.01 -- 0.10
ammsey | VA (mo/dl)
; 2
eGFR (mL/min/1.73 m 02 N 30
)
N 164 -- 162
\ . & L .02 -- 11
5RO ALBEET (mg/dL) 0.0 0
; 2
eGFR (mL/min/1.73 m 03 N 8
)
N 98 -- 103
aEgIbEE(E | ALEEET (mg/dl) 0.03 -- 0.02
C
; 2
)eGFR (mL/min/1.73 m 016 N 148

ATE R HA R B 22 2 224
besThEE R 2 ER D - eGFR >3018 <60 mL/min/1.73 m2tg—Z 5w A
42| EREELI3E

fE M #E
BMEEER (REBHBRESD ) SRR - JARDIANCEE X S = e ta il iR RERZEY) 7 IS
EMIERIEEERE FFt -

P.10




=5 RS RSERT - A REPEMES AR LR
EMEE ZRIE JARDIANCE 10 mg JARDIANCE 25 mg
(2439 (n=229 (n=224) (n=223)
)
R (%) 04 0.4 04
BE (%) 0 0 0
BiMetforminf} F ZR® + | JARDIANCE 10 mg + Me | JARDIANCE 25 mg + Me
(24348 ) Metformi tformin tformin
n (n=217) (n=214)
(n=206
)
4aEE (%) 0.5 1.8 1.4
BE (%) 0 0 0
B Metformin + ZR® | JARDIANCE 10 mg + Me | JARDIANCE 25 mg + Me
B REEEYGE (2 (n=225 | tformin + I=EERFREEE | tformin + I=EER REHEE
- ) ) Y|
48 ) (n=224) (n=217)
pEs (%) 8.4 16.1 11.5
BE (%) 0 0 0
BPjoglitazone +/- Me | ZREEl | JARDIANCE 10 mg + Pio | JARDIANCE 25 mg + Pio
tformin®tF ( 2418 ) (n=165 | glitazone +/- Metformin | glitazone +/- Metformin
) (n=165) (n=168)
HaEE (%) 1.8 1.2 2.4
BE (%) 0 0 0
BEMEES+/-Metfo | ZRE JARDIANCE 10 mg JARDIANCE 25 mg
rminftE (18189 ) (n=170 (n=169) (n=155)
)
iz (%) 20.6 19.5 28.4
BE (%) 0 0 1.3
BIMDIEEE+/-Metfo | ZRE JARDIANCE 10 mg JARDIANCE 25 mg
(n=188 (n=186) (n=189)

rminftF (18189 )

P.11




)

F.‘

#aEs. ("% ) 37.2 39.8 41.3

BE %) 0.5 0.5 0.5

MRS R MESH ﬂ]l ”Yﬁﬁiﬂﬂ%%ﬁ%&%ﬁﬁﬁ@ﬁi%ﬁﬁém mg/dL
bi‘é‘?z%ﬁﬂﬂﬁ%# ZiHE (FRmMLEESRE)
CE/SFQH (& EEQ'\—"*“JufE%ﬁ%—’%“—%%E’JF/\ )

EHN18E BN SHERERNEE

F iR R R

ERERIBLRE SRR R BAAREEIED  EEAEHRERE (NREHERS - [BERE -

EE%EiWﬂ: SNZIZIERIRER - DIRIMNZK ) BEEERZLUIARDIANCEREH S K2 RE
aEA - ERE DL 2L R - JARDIANCE 10 mg#1JARDIANCE 25 mg#HBm At 73 Bl &

0.9% 41%H3.7% - AEEERAME NGBS EESTREIAFEEPRB0% - T£EFES

JARDIANCE 10 mgsk25 mg/a{T%EPZ%O.Z%

FHEFMRRPEIUMBEARNRERSREY (2RKR3) -

E#ZJARDIANCE 10 mg ( &7120.1% ) MJARDIANCE 25 mg (0.1% ) 'aEMSBHmAL -

EMBERGREBESZREAEE (0%) -

R
i B R R R R RO S BT | T2 ARDIANCEABFAD - %ELW%
(MWRERSF: - R ZEREURERS ) WREXDSREBEEA (2R%3) - B4R

ERMYRBEAEENFEA  BARSHMERENRBRE - IMELWWW¢§,KM%

Bl - FELE - JARDIANCE 10 mg#1JARDIANCE 25 mg#R 73 A1 %40.1% ~ 0.2%H10.1% -

WRERRELHEA DR RERRS - ERIBERHEEZRE - JARDIANCE 10 mg#

JARDIANCE 25 mgBE0 2 B A D - W RIB R BEER S FI5H16.6% - 18.4%K117.0% - 1EH
BEi% B Z2 R - JARDIANCE 10 mgAUARDIANCE 25 mg#fSB i A o - 3 FR IR e 5
R BIB3.2% - 3.6%F14.1% (BB KB TESE (6.5)] -

HEA o A\J
=V ES AA;'
N Foa T

Faﬁﬁ’*ﬁﬁHJARDIANCE, J%;%LW BAMBHEEET TS & eGFR IR - SBLEEEZEBNIEE
E—EUPEBNEAZBASHRNERD - SIRIBANEEE - £ - BERINLOME
ROl - MBMNEE TS K eGFR BEERIBR —RA#BHE0.1 mg/dLK-9.0 mL/min/1.73
m2 - REETBRS - FIDAREEERIE - #RI6FAIARDIANCER - 2 MRE NBE(EEE I
AERMERE—ENAEE

BEEEEAEERE (LDL-C) FFt+

E#ZZJARDIANCE AR B A T - BERINEEEREAEREEE (LDL-C) LIRARERRE L
HIRE - EEZZLZ R - JARDIANCE 10 mg#1JARDIANCE 25 mg'aErmA S - LDL-Co 5l £
712.3% ~ 4.6%H6.5% [FERERBEIEFIR (5.1.8)] - FHIEERIDL-CREES AERAZEN
#5[E7%390.3290.6 mg/dL -

P.12




EEES ig L 7t

NEz HE S REBOARRZRIIERET  REANMEESEP MR FE1.3% - MJARDIANCE 10
Mg AN25 mg#Bis EF2.8% - F_ % ~ JARDIANCE 10 mgFlIJARDIANCE 25 mg#i/a— B84

tEE 22 Z8BRANBEAT - 5R1E0.6%  2.7%F3.5%IEE A A EE RIS ML B B EBE

SELER LR

_|

/NGB IE A B PR 5 B
7£ DINAMO &g - 5 157 i1 10 E17mME _ B RR/ N R AR Jardiance 10mg &
25mg (N=52) - linagliptin (N=52) » RZ & (N=53)Ka% - 9.4% %L FIHAH K21%
JardiancefBiB IR 7 EMERIART - Lﬁbgﬁi’]#EfWﬁETmﬂﬂ BEmMs - N\ERANZEY
BEREADRE_BRERERARANZEEER -

8.3 L&

FEJARDIANCER EH & EALRPERZIREATHARKRE - AREEREEHEABRENERE
BEBRBMS - B —RMSFAERGOSTERER U HBERYREZBNVERREG -

BB EER Ew

B SRR MHEXGEERIER) KBRMEABLZE X
K REEER RS S

BN RIEER SUBIES

HESE T RS MEWKE - RSRE (FUES « BD)

9 BE

=38+ JARDIANCE RZBENIEN - B2 - BRlS AR H KRBT SRRempagliflozinBI%R
TR -

10 ZEFM
10.1 fEREE

Empagllflozm% @ Ah-E R EIERE (SGLT2 ) - SGLT2E BB R R B #43KiEIEE
RERZEEENIZEERE - #EHIHISGLT2 - empagliflozintli@ /) BiH Ei@E 2858
frEE’JEU)iLIWEﬁH i P TEEﬂHm“iT?ﬁ?%%EED&HQEWﬂE - FELCIBNNAREHEM 2 -

Empagliflozin 1o EHBRW - IBIIMARCEM/NENRE ;| E0STESBEIRINEE
- BlINEE DT R T REAR - UARREMAERWE T HEE -

10.2 ZERUZEIR R

FRIEHEM

BESE_ABRBERAR - RE—Blempagliflozinfg REFEHEZ I ZI1EN - MESHKRE—
K25 mg empagliflozinig - WROI#EFHEAE - JBEIARE - FHEIHEEENR78g/H ; BE
HARA—X10 mg empagliflozin - BISFI9EEHE49 564 g/B[F2REERKREERER (12)] -
E=aE O REMempaglifiozin 10mg ~ 25mgiEHIBEER - FHEME - ﬁ?ﬁ}%}#ﬁ%f‘%ﬂﬂ%%
K3RE R E AR, -

RE

P.13



f£—1Em A5 HME RS - Mempagliflozin 25 mgBH—ZETAER - F1924/\FREHR
REERPMENMNEBREIXRER34T mL - ME5XEAIA135mL -
i B IR ER
IR A - LLZEE REMEREISHBHORI YRS - HAE30RRERHERERE—
ElTHzempagliflozin 25 mg - empagliflozin 200 mg ( AR Z881F ) - moxifloxacin K
ZEEE - S ER25 mg 3% 200 mgidempagliflozin - QTCERER -

10.3 ERARRIZZMER

M - MRS - EEHDE

B REit
DRCD-1/NEFIWistar kB i fTHI2E S BT (5 AR BB - EmpaglifiozinE100 -
30054700 mg/kg/B ( KIBEABREIE2S mgFiEs Y RERHNT2E ) (EIE TR
MAERMIEERAER | EREARSE - K700 mg/kg/B ( HBEAEREE25 mgfiEEs>
KEEN4E) WEET - BREHEEMSEYEAEEZEI - EmpaglifiozinE100 -
300341000 mg/kg/B ( KMEERBABREIE25 mgRESH62 1 ) HHE TRt
INERBIRERE S 2R - 721000 mg/kg/ B ( KHRERBABREIE2S mgREBH4SE ) WIS
T SEENNE DRI/ BRENSREN R - BLBETAER T EEEREY/ NS
B SR EER -

FEINAMesHE R E 24T - B2IN5178Y tk+/- /NEMERBAMR DT LUK KB DS AMZ D
BB - EalBAHEEEESE - empagliflozinta FEBMREM KFE M
( clastogenic) -

EENRIE
E&S700 mg/kg/HREIE N (EHEMEEPAOMEREAERAEIE25 mghy1551F
) - empagliflozinfZR A MR I XERRE - EENAFHAMRREESERFE

11 ZY B HBEME

RUT

St H RS2 EESE _IRRER A ETIT R RS empagliflozin WEEY B NE - FAR T AKREEZ]
MR 2 BETEEUEBRARENEE - TORE - empagliflozin& TERZER 1.5/ N\REEIRS M
REE  ZRMEERE RS BMMEE - E—RAERS M (distribution phase ) - H_S18%
BIBMIALEER (terminal phase ) - 4510 mg empagliflozinB H—RBVAEER - I2EAREF T
RHEARTEE (AUC) MChax? Al&1870 nmol-h/LF1259 nmol/L - 425 mg
empagliflozing H —REVAER - B9 Al%&4740 nmol-h/LF1687 nmol/L ; TEABEH EHE A

- empagliflozinti = SR ESIERAT £ A 1ELE - empagliflozinf G B EATS EARRRZEY) B 2
SEMEN  BrRESUEYH HBERE[ER -

HBNZEEREE - BMESENASHERRERA25 mg empagliflozinEFHRESHRRBMEE

s AUCPRIEZ916% » M Cmax FRIEXKI37% - LtIE R ¥ empagliflozin ZY B NBNEERERHER
RS - empagliflozintl EAB8Y)—ERA - /MoJZ=RERA -

braiit

KBRS BB NESTEET - BEMREBNE 2 MESTE (apparent steady-state volume of
distribution ) 573.8 L - 2=t ZE OR[14Cl-empagliflozinia/R & - LMD AR

( partitioning ) #1%36.8% - MIRERLSZH ( plasma protein binding ) %86.2% -

P.14



Eid7

WIEE IS Z2EN DBt ET - empagliflozinB iR InBEBR ¥ =H (apparent terminal
elimination half-life ) 124/ - #OMRBRRZE (apparent oral clearance ) BI%310.6 L//)\F
 BHRAZ=E - EMERAUCHE - BEHNEERE22% - Bempagliflozin W+ REA—2 -
HE

EmpagliflozinIF2HMRABEMEBPEZNE S ERSNAHV AR =ETEERERK

( glucuronide ) £#47 ( 2-0-, 3-O-DIK6-O-FEEEEK ) - SEAHYNEBRES/\INEEY)
MR AH10% ; 2ohatia@n - EATempagliflozinf EZ B BB LHUGT2BT »
UGT1A3 ~ UGTTA8LIRUGT1A9 &R NS - it - E iR B E &% 88 (uridine 5'-diphospho-
glucuronosyltransferase ) FEIEMEEEEE(EER -

Het

e E=REOR4Cl-empagliflozina&#E + K195.6%HZEM AR MEHEMARERE (41.2% ) 3R
& (54.4% ) HEBR - RES D EFE T RIFNZEYN BB EM YRR EBEEZEWRFZE(unchanged

parent drug) - MEAFERRHM LVZEY BRI ETEEY AR BEESEWIRFE -
<R
BEINEEAE

ARAES _RERmHEABRAEE (eGFR: 60Z/0290 mL/min/1.73m2) -~ & ( eGFR:
300V 1260 mL/min/1.73 m2) ~ EE ( eGFR: /NR30 mL/min/1.73 m2 ) BINEERZRIBAMUK
HERIEMBESENNHEAR - empagliflozinfVAUCH BIRBINEE EEMNSHESH18% ~ 20% -
66%LUK48% ; HEBRBINREEENSHE  PEBEAEZAELABRIBMEBSENNEA
Mempagliflozing& S MR REAN - KEEEBIEELE R ANempagliflozing S M EERET)
BEEEMSHESH20% - FiezyE) B D ~empagliflozin Y% ORISR RBEZE eGFR T
- AfEmEYRESIEN - AW - ERPURAE G HMZE D empagliflozin MUK FREHE £
- BB HEZeGFR T BEMm D -

HIhgEr =

FHORBEE - DERERMINERS (KIEChId-PUghDESEHTE ) BIBAR - empaglifiozink
AUCH RIS FTINEEE S H S S E B LI23%  47%URT5% - Cray ) BIBIF A F B H S5 E B4

4% ~ 23%LAK48% -

i 2 5 5 =
HIREYE NBENMERER - Fik - BIRESHEH (BMI) ~ HRILIEARE (BOEMNAFERES
BA ) HRempagliflozinlWZEN B NEUBEAFEEERARERZNTE [FE2RIERGHIEER
(6.5)] -

ISR IR RE
ZEE 10 217 mE _LERRF/NZMS VD ERAME empagliflozin 5 mg - 10 mg 1 25 mg &
—HEISENEYENENEYE - TEREEHELE - HRIMATNZHEANEY S HENEY)

B HB-HYE ([ RKABEREER ) BERES -

ZHE 10 217 mE_BERRF/NBRNEVERA - I empagliflozin 10 mg ( Sl EIE G0
Z25mg) WEZEYE NEMEYE ( BEEMPIKMW HbATc &b ) - BEINBRES-RERGT
BA ~ NEREDEPARE EEE - OR empaglifiozin FIBMWIRESER AR ABZEWEER -
BRTEIREMRRELARZERE 1.5 /NFREINLTFI9RSRENLTFI92E - empagliflozin 10

P.15



mg B&k—X7% 26.6 nmol/L A 308 nmol/L - empagliflozin 25 mg 8X—ZR% 67.0 nmol/L #
525 mal Ak

X G {ER

FeyN a2 B {F FET 4k

Empagliflozin AE#H ~ £3E{E3EE R CYPAS0RITHER - 2o el B ERIER - FEARS

empagliflozinf EZHH R L H/LHUGTTA3 - UGT1A8 ~ UGTTAILIKRUGT2B7 & AR EENES" - — ik

f-BaEERREERIENEBREERCER - Empagliflozin AEHIHIUGTT1AT ~ UGT1A3 -

UGT1A8 ~ UGTTA9LI K UGT2B7 - AlItt - AHAZEYHEZCYPAS0EIINAEELUGTTAT ~ UGT1A3 -

UGT1A8 » UGTTAILIRUGT2B7 2 =& - BIATEH empagliflozinE #HZEEYELFE - T8

UGT ( AlanBErifampicinsi I EMUGTERZFEREEFEFA ) HikempagliflozZinEEEFE

RSB R B SR -

EmpagliflozinZP-glycoprotein ( P-gp ) MUKFENMER (BCRP ) ZRE - RTEAEHET A

ZHH LiBrh#EE Y ( efflux transporter ) - BRINEMR BIFFEERR - empagliflozin <X D]
HP-gpREREYELERGIFA ; EmpagIiflozinf%)\ﬁﬁﬂﬁuﬁﬁs_mE (uptake

transporter) OAT3 * OATP1 B1LU§20ATP1 B3ZRE ( AE0AT1EQOCT2) - BRKRMHEFEMBEE

Zempagliflozin A gHHIEa Lt AfRRINEESH - EIL - Tﬁﬁﬁﬁ%i?lé'#%ﬁﬂ%zet P SERE =

ZRE Eﬂxfﬁﬁﬂempagliﬂozin%%ﬁL REYISRTUEE -

BE N2 5 {EFE

aERESEEURSE _BEREREA ( BEES Ahydrochlorothiazide M K torasemide ) [ - ##
A ES Ametformin ~ glimepiride - pioglitazone - sitagliptin ~ linagliptin - warfarin
verapamil ~ ramipril b &simvastatin - empagliflozinf9Z49 &) HEEAEM ( RE1T) - NAE
BHREED - Llempagliflozinff Fprobenecid & i ik P empagliflozinBEitt £ T & 30% : 1E7F
ZERANRHRIEEOH SEREAFE - HRBIEATHRAMS - LLEIREROABBME AR -

1 BEEMHEmMpagliflozinZZ e NBRE - DI FIIAUCECyax ZEEERI0%IEE
EERR[ESEBHENTK100% (80% -125%) ]
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Geometric mean ratio (90% confidence interval)

Aptidiabetic dnags Metformin, 1000 mg, twice daiy® I —o}
Coman .
Glimepride, 1mg single dose® AC -+
Crmae —Q-Il-
Flogitazone, 45 mg. ence daily® ALC -
™ g Cma e
Sitagliptin, 100 mg, once daily® AC ——
Crmax B
Linagiiptin, 5 mg, once daily® AT g
Crns ——
Others Simvastatin, 40 mg, single dose® AC *
Crna —%—0—
1 1
Warfarin, 25 mg, single dose® A - ]
o ge Cmamc + 3
Veraparmil, 120 np, single dose® AT e i
Comae —tpr
Rampril, 5 mg, once daly*® AT ..{
Crnaee +—
I
Gerrfibrazil 600 mg twice daiy® AC | i ——
Conax | ——
Hydrochlorothiazide, 25mg, once daily® AuC 4
Cmax —p—
Torasemide, 5 mg, once daily® AUC i e
Cmax B
I
]
Rifarmpicin, 600 g, single dose? AL i e
Conae | . S
]
Probenedd, 500 mg, twice daily® AC ! e
Cmax \ ——
: g
] ] I I I ! 1
50 7S 100 125 150 175 200

Change refative to empagifiozin alone
a empagliflozin, 50 mg, &H—=; b empagliflozin, 25 mg, B £; ¢ empagliflozin, 25 mg, &R

—=%; d empagliflozin, 10 mg, %%‘J%

AEREZEER - empagliflozin¥metformin - glimepiride - pioglitazone - sitagliptin
linagliptin ~ warfarin ~ digoxin - ramipril ~ simvastatin ~ hydrochlorothiazide - torasemidelX{ &
ORkE 22z &) HBEWEESmMAREUENTE (RE2) -

2  Empagliflozin§ ZEE M 2 ENENENTE - IEATFIAUCECphay ZEEERI0%1S
HERBRR(SEBRILFT100% (80% - 125% ) ]
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12

Geometric mean ratio (90% confidence interval)

T

|
Antdiabetic drugs Metformin, 1000 mg. twice daily® E'J_F“ :Ib_
|
Glimepiride, 1 mg, single dose® cn:.u: ——t
max —l—’—I
|
Piogitazone. 45 mg. once daily® Alc e
Crax * |
1
Sitagliptin, 100 once daly® e -
i g ] Crmax ———
Linagliptin, 5 mg. once daily® A —-—
ag ipt mg ¥ el e,
Oral contraceptives Ethinviestradiol, 30 meg, once daily®' e e
eptiv ¥ a ) i _4'__
Levonorgesirel, 150 meg, once daily®* A e
- ’ Cmax ——
|
|
Others Simvastatin,é 40 mg, single dose® Al e
max »>
1
Simvastatin atic® aue PR L S
Cmae —0‘-:—*
R-Wartadn, 25 mg, single dose®® e |
g r'g Cmax %—_
S-Warfarin, 25 mg. single dose®* Ayc !
: " o Cmax _ﬁ—
|
Ramipril, 5 mg, once daily® AL e
Cmax —'—‘—|
|
FRamiprlal At
Crmax J,—_
Digawin, 0.5 mg, singie dose® & —.—4»—'
Cmax . S
|
1
Hydrochiorothiazide. 25 mg, one e daily™ é-u:. D
max e
Torasemide, 5 mg, once dall AL -
s 4 Criax B s A —
I 1 1 ’ 1
50 [4] 100 125 150
. . oo
a empagliflozin, 50 mg, @ A—%; b empagliflozin, 25 mg, @8 — empagllflozm, 25mg, B

E£: d 45 Fsimvastatin; € 4 %warfannﬁﬁm& ) ( racemic mlxture)
Microgynon®; 9 4 %ramlprll

B PRl B

55— BUHE PR j% Ak A A B [T A 422 )

E{-_tﬁuuf“aitu%MEPiﬁJARDIANCE%?%[%%LX&@metformin - I=BEFR REHELY) -~ pioglitazone »
linagliptin RIRERXN S HEZETHR - BEOBREZARENPEBINEAZTHE _BERRE
mA S HFTJARDIANCE -

HERRZRE - 5 BERFEHRAZESIARDIANCESEE - MEHEATC (HbATC) HIR TR -
HbA1c7ZEJARDIANCEAA AR R L RE AN T RIS - fE1RBMAI - ATE - tIR&E - B2,
BMILUE BmISER & 2R AERAD - ol IBHREFE -

BREE

#aEtA 986 BFE _BUERER A S BT MIARDIANCEE B A 7 BB L 2 N E 5 2 BT #1136
PRAER -

EAYERHIMEBE RSB AR 1 /’r)ﬁﬁirf/\f‘ﬁﬁ_)\I%BQTETE’JQ’ZT@UEAHH%{?Z?E
ANEAERES - MEZEHIDAEBHbATICAIR7%F10% 2 BEHE A Z RS ALREA -
empagliflozin 10 mg#i - empagliflozin 25 mgzﬁ_k/e%tbﬁ""*‘ﬂﬂﬁ;lm B

2485 - HENZEE - §HJARDIANCE 10 mgsk25 mgza&Ealf£HbA1c ( p<0.0001) - =
FEMAEME (FPG) BRBEELEMRT LEENNE ( REF6MES) -

#&6 JARDIANCEZ ZRIT| ¥ RE/BEH BN F24BRHAVER

JARDIANCE 10 m | JARDIANCE 25m

g g _
N=224 N=224 N=228
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HbA1C(%)2

B FIOE ) 7.9 7.9 7.9

EEERL R 2 1E (BB TIYE) 0.7 0.8 0.1
|) MEZRE 2 ER BEEFIE) 975%C |y 09,-06 | -0.9°(1.0,-07) B

ERHDATC <7T%ZHEANE (%) 72 (35%) 88 (44%) 2250/5)1
FPG (mg/dL)¢

HAEZL (Fi9E ) 153 153 155

BEERME &t AEEFIIME) -19 -25 12

R RE 2 =R (FHREFI9E) (95% Cl) -31(-37,-26) 36 (-42,-31) --
s

L (F9E ) (kg) 78 78 78

BEEE BRIt REEFI9E) -2.8 -3.2 -0.4

Bz R - =R (A% TI9E) 95% Cl) | -25P(-3.1,-1.9) | -2.8°(-34,-2.2) --

ST IREEIEBERES - S 24BIRANEIER - RIRARRMBNEEHEE (LOCFHE) -

F24BNs - WEEH Ec 2JARDIANCE 10 mg JARDIANCE 25 mg#flZ B A EA S -

9.4% ~ 9.4%H30.7% MR ZE LUER S

bERANCOVASAS2IMpE <0.0001 ( HbATc : ANCOVABEI IS E#EEHbATC ~

e - F2EMFPG : 21
FPG ( mg/dL) :
" N=226

3 BEREH (TXE ) kHE248

P.19

B (mITTHRS ) RUEREE

l:l;g -
VEAHbATCARE - B RIZEINEI S EAERRS E/EERFPG - )
JARDIANCE 10 mg#f - n=223 - JARDIANCE 25 mg# - n=223 -

payzilE=|

B INBEAN

Z A

#II9HbA1cE (L - LOCFi&




0004 g i o

]
\
1
]
1
]
i
\
]
1
O
———

S
@ .0.25 4
0
[o4]
3
(r
@ o~ Placebo (N=185)
g -+ Empaglifiozin 10 mg (N=206)
5 -=- Empagiifiozin 25 mg (N=202)
c -0.50 4
@
-
T
- A
<
Fe]
: | T
0.75 4
L]
T T T L T T
Baseline 6 12 18 24 Wk 24
Week (mITT)

*Mean change from baseline adjusted for baseline HbA1c, geographical region, and eGFR at baseline

248K - BE AT E10 mg JARDIANCEARRIB A - EWEELLZ REIAEHE FEZET-26
mmHg ( EZREEE - plE=0.0231) - MHE¥HEZE25 mg JARDIANCEALIRE A BIBEZ1E 7
-3.4 mmHg ( BZRERIE - pfE=0.0028 ) -

BAMetforminfI 5 3%

#ETH 637 BE_BERABASE—IETLARDIANCE f#f Bmetforminfs 2 BB % 2 RIS
mea L RTHRHR -

ALEHEEE1500 mgll ERmetforminia&iE - (HEAZSEHIRIBIIE B RBR AT EAR
AR RN Z BRI E AR ER2E - EAGERE - MEZESIDAEREHDATCTIR7%M10% 2 BRI

TR AL REA - empagliflozin 10 mg#Hatempagliflozin 25 mg#RETAE -

Z24BF - MERZRE - SHJARDIANCE 10 mgsi25 mg A alEHbATC ( p<0.0001 ) - 2
FE#EE (FPG ) HRRSELMT LEEN TR (RKRT7) -

=7 JARDIANCEffFMetformin 2 Z B Bl B BN 24 BIFNER
JARDIANCE 10 mg | JARDIANCE 25 mg | Z&Hl + Met
+ Metformin + Metformin formin
N=217 N=213 N=207
HbA1c (%)@
&R (FEE) 7.9 7.9 7.9
BEEME Y S CREEEFIEE -0.7 -0.8 -0.1
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)
B2 B + metformin ZZ £ ( Nebrag Nebina B
s T ME) (95% C)) 0.6° (-0.7,-0.4) 0.6° (-0.8, -0.5)
ZHHDATC <T%ZHBAANE (%
) 75 (38%) 74 (39%) 23 (13%)
FPG (mg/dL)C
R (F191E) 155 149 156
BEEME V7 SC(HAERBFOE 50 - :
)
B1Z R 7 Z & + metformin (
BERETIE) 26 -29 -
iBE
BEREITIE (kg ) 82 82 80
BEEREZEEB N (A
ETE) -2.5 -29 -0.5
RLPHZZR BREHIE) (| | v, 5r Pa— 3
95%Cl) 2.0°(-2.6,-1.4) 2.5P(-3.1,-1.9)

AZETREBAEGR - iIdHE24ABRRANEER  ARADRPBNREHEE (LOCHE) -
F2438F5 - #FEH D BcZJARDIANCE 10 mg ~ JARDIANCE 25 mgMZEEANBEAP - 2RlE
9.7% - 14.1%F024.6% BB LUEFHMS
bEFANCOVAEBZHIp/E <0.0001 ( HbATC : ANCOVAERI A1 E B HDATC ~ A% ~ BINEEA
@ - BEMFPG : EAREIHbATCHHE - (BRRIZEINEI R B RS E/EAERLFPG - )

CFPG ( mg/dL) : JARDIANCE 10 mg#H - n=216 - JARDIANCE 25 mg# - n=213 - Z&EIZ

- n=207

-TI]

524885 - JARDIANCE 10 mg#ER W 4B B Eb 2 R A E At st LBEER 7 -4.1 mmHg ( &2 BB
1E - pfE<0.0001) - MJARDIANCE 25 mg#ARIEEZEE T -4.8 mmHg ( KZLRERIE - pfE
<0.0001) -

B a3 FAMetforminf & G

#EtA13648 5% R RER A S B —IE:1{4)ARDIANCES FimetforminfE 2 #4574 B 5k 158 FAAE &

B aBEZENEZ 2 MNERE SR IREER -

fﬁi%,’érﬁﬂ]l“r’@“ﬁ*ﬁﬁ’]%_ UiE iR m A T E AR R NN L BRI EA RS E2E - EAHGER
5 - MEESILDAEEHDATCITIR7%HM10.5% 2 BRYm A Z Hatk o A8 EM e & HE 2 —

: JARDIANCE 10 mg=k25 mg ; metformin 1000mgs%2000mg ; JARDIANCE 10 mgfF3

metformin 1000 mgsk2000 mg ; 8¢JARDIANCE 25mgff Fimetformin 1000mgs%2000mg -

P.21



FE240 K HERERERAE - JARDIANCESH Bmetforminfgl4a/a & ol fEHbA1c ( pl&
00Ty ELE Mt EEENTR (RXR8) -

# 8 JARDIANCEEMetforminff sk Bl (£ AE R AR RNE Z LEBEL BRI 5524 B I AY M HE 1R &Y

JARDIA | JARDIA | JARDIA | JARDIA |JARDI |JARDI| Metf | Metf
NCE10 | NCE10 | NCE25 | NCE25 | ANCE | ANCE | ormi | ormi
mg + mg + mg + mg + 10m | 25m n n
Metform | Metform | Metform | Metform | g g 1000 | 2000
in in in in N=16 [ N=16 | mg? | mg?
1000 mg | 2000 mg | 1000 mg | 2000 mg 9 3 N=16|N=16
a a a a 7 2
N=161 [ N=167 | N=165 | N=169
HbA1c (%)
2ER (F19E) 8.7 8.7 8.8 8.7 8.6 8.9 8.7 8.6
BEEREZEE
) -2.0 -2.1 -1.9 -2.1 -14 | -14 | 1.2 | -1.8
(FREETIIE)
E3JARDIANCE ) ]
9 -0. -0.7 -0.6¢ -0.7¢
vzm 0.6 0 0.6 0
(-09,-0. | (-1.0,-0. | (-0.8,-0. | (-1.0,-0. | -- -- -- --
HEEI9E) (9 4) 5) 3) 5)
5% Cl)
EBmetformin ] ]
. -0.8 -0.3 -0.8¢ -0.3¢
ZEE(
(-1.0,-0. | (-0.6,-0. | (-1.0,-0. [ (-0.6,-0. | -- -- -- --
HEEIHE) (9 6) 1) 5) 1)
5% Cl)
MetformmtEHEﬁﬁﬁlﬁ RZEBEHBHE
bp-value <0.0062 (BEA R IE[EZEAZEA] MMRMEBERI G 258% - BIhEE - R - @2 - @28
ELURHbAT1CE#1E)
Cp-value <0.0056 (2R DT RIE[EENZES] MMRMZER B Z)8% ~ BINEE - & - B2 - Bli2a
BELUKRHbATCE#1E)

Hf HMetformin Etafi iR R EY N S FHE A

#B5TH 666 25 _EUERERASE I8 IARDIANCE #fFmetformin BUR & BE IR R &S
BEYRAZ UK E T2 REIE R -

BEZSHBEZ£/1500 mgimetforminE2 gl R =B\ EEY A ER - HEEIZSTEHRHRIBENE 5
WEPREIE A SCEARMERNLZREBAAE2E - BAHRARE - MEEHDAEBEHDATCTR
7H110% 2 Erm A ShEE S AZRBEA - empagliflozin 10 mg#skiempagliflozin 25 mg# #1748
= .

HERZEE - §HJARDIANCE 10 mgsk25 mgziaZal#EHbATc ( pfE<0.0001 ) - ZEREMiEE
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CEPGY)-EfSE

=9

EEMt LBEN IR (RXR9) -

JARDIANCE#FMetformin K iz ik REEEEY) 2 ZRIFIH RS RN E24BRAVER

JARDIANCE 10 mg +

JARDIANCE 25 mg +

%7

& + Metfor

Metformin + SU Metformin + SU min + SU
N=225 N=216 N=225

HbA1c (%)
R (THME ) 8.1 8.1 8.2
EYEUEREHD Y L (JHEE
e ) 08 08 02
PR ER (PR PO POTSN -
i) (05% CI) 0.6° (-0.8, -0.5) 0.6° (0.7, -0.4)
ERHbATC <7% 27 55 (26%) 65 (32%) 20 (9%)
A (%)
FPG (mg/dL)C
HEE (TiHE) 151 156 152
B BLHE Y L (DR
“TE) 23 -23 6
BRI =R (s
i) -2 29 -
s
EABETIE (kg ) 77 78 76
B ELEEIE Y B EE L
(LT 19ME) 29 32 03
PR Y =R (5 o ban b s -
18 (05% C 24b (30 -1.8) 27(-33 -2.1)

BRI BEaERAT - A 24BRRREER - ARACRBENREEHEE (LOCFE) -

F24BE - WIEH 2B ZJARDIANCE 10 mg JARDIANCE 25 mg#lZ R AR BA S -
16.7%H125.3% R BB 2 LGRS
bEFANCOVAAE2IAIp & <0.0001 ( HbATc : ANCOVARRIEIZ EAEHDATC -
JEHbATCHEE) - B RIERINE S B ERASE/BEERFPG -
JARDIANCE 10 mg# - n=225 - JARDIANCE 25 mg# - n=215 -

17.8% ~

&
FPG (mg/dL) :
- n=224

FREMFPG : H4Y

# A LinagliptinfE 7z MetforminyE 2 it & Bf) FH 2

E—1E686%25 1l

IERERALSIMEE -

P.23
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mgttRAlinagliptin 5 mgE2 BRI 7 ERRAIERM AR ZEM -

Fi Fmetformin (E 41500 mg/F) ik &l E

BgERmAEA

RUEE

OBHNETZR

N2 & AR EEFIRBEEHDATCEET7% M 10.5% ZBRImA - BI1:1:1: 11 ECBIBE# 72 B

25HEMA

A7 HRE P —#H : JARDIANCE 10 mggk25 mg »

Mg ZJARDIANCE 10 mgsi25 mg M EEH S E /5 it -
5224781 - JARDIANCE 10 mg/HE,25 mg/H#f Alinagliptin 5 mg/BHiEEAR - BRI ERIK D

ERa% - 'EHbA1c ( pfE<0.0001 ) FIFPG ( pE<0.001 ) 9B 4 st LEEZERINE -

linagliptin 5 mg - Eklinagliptin 5

Bilinagliptin 5

mg aZEARELE - JARDIANCE/linagliptin 25 mg/5 mg_JZJARDIANCE/Imagllptln 10 mg/5 MR EE

#HpE

BnolERFEt LBER NEEJARDIANCEE HA -

BRI B Glimepiridefft FiMetformin 7 #J88 EEE A B 55

#ETA 1545 B metforminaEE B AZ S ZEHIREIFHSE 1L
E5glimepiride #8835 -

JARDIANCE 27 3 RVE

UERRRA SR

RREAEAST LREER -

—IaFHA

2 EE AR MEEHIIAEEHDATCTIR7A10% 2 BrIB A B 2 Aglimepiride 43k

JARDIANCE 25 mg#B#ETaE -

2552:8KF - JARDIANCE 25 mg#iglimepiride##EHbATCFIFPG & (RFE10 - B4 ) -
JARDIANCE 25 mg#glimepiridef B fTE MR A/ EIRE EHERIIRHNE0.3%WTRRIFS MR FRE
> GlimepirideMESHFHEBER 2.7 mg - MEEBINEAZERE%/8 mg/H -

& 10 #ERMetforminZEZ1ZEHR 15 2% At JARDIANCESL i B GlimepiridefE & /A B ZEM Y

E T BB B S B 5 2B IS RVELERAE R
JARDIANCE 25 mg + Metfo | Glimepiride + Metfor
rmin min
N=765 N=780
HbA1c (%)
2ER (F9E) 7.9 7.9
BEEIE ZEE RERFI9E) -0.7 -0.7
F;—?Sg%rréle)pirideZ‘EE (AEEFIEME) 9 0,075 (-0.15, 0.01) B
FPG (mg/dL)d
B (F19E) 150 150
BHEEMEZEE RBEETIIE) -19 -9
Bglimepiride Z =2 (A& F191E) -11 --
RE
HEAERYIIME (kg ) 82.5 83
BEEIE SR O RERTIHE) -3.9 2.0
Blglimepiride 7 =2 (AZ%EF9E) (9 -5.9¢(-6.3, -5.5) --
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5% Cl)

YEET I EEAEGRRE - A ES2BRRREIER - GRADBRBENREBEHEE (LOCHE) -
5288 - W E 2 B 2JARDIANCE 25 mg#iglimepirideZBRIBA S - 2 51E15.3%21.9%R9E
BELUEE IS -

bIEZL - ANCOVA#EELP{E<0.0001 ( HbATc : ANCOVABEIBIZ EAEEHbATC « A « BINEEA
ihl& )

CANCOVA pfE<0.0001 ( B2EMFPG : HELEHbATCABE - B RIZEINEI S BB REE /B AR,
FPG - )

dFEPG (mg/dL) : JARDIANCE 25 mg - n=764 ; glimepiride - n=779

4 BEREMN (TXE ) KE528K ( mITTRE ) FIREEFIIHbAT1CEE - LOCFZ

0.00 =

$ -0.25
@
w
@ o= Glimepiride + Metformin (N=700)
'::'j' -= Empaglifiozin 25 mg + Metformin (N=693)
&
c -0.50
@
=
o T
v o
<
B Tl
0.75 l
T L] T T T L] L]
Baseline 4 12 28 40 52 Wk 52
Woek (mITT)

“Mean change from baseline adjusted for baseline HbA1c, geographical region, and eGFR at baseline

F521BI - WHEBHBRREEIRRBREEFIE/E4-3.6 mmHg - MglimepiridefARI&2.2
mmHg - MANWKEBRZ(CERIRTEEER (pE<0.0001) -

10438 - HbATAHEBREERRREEFI9E(EE)JARDIANCE 25 mg#R7%-0.75% -
glimepiridefiN%5-0.66% - FMEEVITAEEER-0.09% - 97.5%EBERS (-0.32%,

0.15% ) (AZRBHASHEFR03% ) - Glimepiride’F 9B RHEIER2.7 mg - MEBNEAZE
HEREH8 Mg - F104BHINIMA 7 S RAZHRMBIEZEYNVEE - DAIEa BB
& - EOZ2PARRHECTENNBEA - ERREBEHUBARIRIFFEPBRBEMEMS - EUIE
ZE#MEDTP - JARDIANCE 25 mg#EBE13.9%WEE ZHEMMEMS - mglimepirideHRAI&
12.9% -

F1048B5 - BIRRERENE(C(HERNERR) - £JARDIANCE 25 mg/H - Eglimepiride#HEEER

LOCF - pf&<0.0001 ) -
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A% Pioglitazone G HEE ( Bat#FEMetformin )

METE 498 5 AR R A2 E—IEFFEJARDIANCE ffFipioglitazone ( A
metformin ) i ZEMEL TN E T L BT HRHHR -

E2EHEIE 1500 mgl EImetforminE2 8 HEIE30 mgll ERIpioglitazone & # - 1HAK
=AU EN S IR RERASEARMIE TN L BB ARGE2E - EABREMEESIALE
HHBATCTTIR7%M10% 2 BHm A E ks AL FE A - JARDIANCE 10 mg#HstJARDIANCE 25
mg#RETTIEE -

BB 2R - SHIARDIANCE 10 mgsi25 mgZ A& alEHbATC ( pfE<0.0001) « FPGHIEE
ELdFst EBEENTRE (RER1T1) -

#= 11 JARDIANCEfFPioglitazonez ZE ¥} BRi R 4a R

JARDIANCE 10 mg | JARDIANCE 25 mg | &%l + Pio

+ Pioglitazone + Pioglitazone glitazone
N=165 N=168 N=165
HbA1c (%)2
A (FI9E) 8.1 8.1 8.2
BEEME S (AEEFS -0.6 -0.7 -0.1
B)
Bl R 2 Z2 + pioglitazone
i Pog -0.5P (-0.7, -0.3) -0.6P (-0.8, -0.4) --
(AEEBETIIME ) (95% CI)
ZERHDbATC <7T%ZRANEL (%
) 36 (24%) 48 (30%) 12 (8%)
FPG (mg/dL)¢
B (Ti9E) 152 152 152
BEEME S (AEEFHS -17 -22 7
B)
B2 R 2 Z 2+ pioglitazone (
i -23P(-31.8,-15.2) | -28P(-36.7,-20.2) --
HHE 1% P191E) (97.5% Cl)

gusE
EELTI9ME (kg) 78 79 78
B R BEHE Y (L 5 Eh( 20 1.8 0.6
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wBEs (2135 [E)

) (95%.€)

BRI 7 (A

2B I9(E

-2.6P (-3.4,-1.8)

-24b(-3.2,-1.6)

USEIE EDE =R AT - IR 24BIRIRRAEER - ARiRAGRMBENREEHEE (LOCFE) -

24380 - WEH S ECZJARDIANCE 10 mg ~ JARDIANCE 25 mgMZBEIARBEAP -
8.3%#120.6 %M EEZ UGS -
bEEANCOVAEBZIAIp E<0.0001 ( HbATc : ANCOVARRIEI S HARHDATC - AE - B
REEAHDAT1CAEE - BoRlERINEI S EERASE/EERFPG - )
: JARDIANCE 10 mg#H - n=163

10.9% -

[
=5-—9:=F-

CFPG ( mg/dL )

FEEAMFPG :

PtRBREEZ HAEE (B FEMetformin & /sk s il b ZEEZEY) )

METE 494 BEBREZVREZHAOREY S FE - ﬁii&%}%urrﬁaﬁ%—

—I8FF45JARDIANCE £ 78 BRI F RIRER T Fa BREY I S BEUNE

BMAFTEARMNERNLZREEARESERBEE R (HWinsulin glarglne
NPH insulin ) ;5238 ( Bz EMetformin &/ I&BE R 2B ZEY A
MR Z=1EH 0% AR S 1TREH

BRAK) -

papalE=]

THEEA]

SRR RRA SR
ZRE ¥R

insulin detemirzy,

BRI
73 AJARDIANCE 10 mg#H - JARDIANCE 25 mg#H 3% 2 R I 45 3

TR BAREYE - ZREERNSARNS Y B EESEENENRSTAR ; EHBN
60 8 - TIHEBBSEEE - JARDIANCE 10 mg - 25 mgMZREAN TSRS EAHES Bl
545 1U - 48 IURI48 1U -
IR Z R - JARDIANCERf FBIRE R ( BHMMetformin B/ MBS R EEEMIFAEBAR ) &
SRR 1SER78IEE - TEHDATCEFPGELEMS LRI (B%R12) - HRRZRA
. JARDIANCE 10 mggii25 mg# A —Rth & & st LRSS ARRE FREAL -
%12 JARDIANCESt RS B 2R BIHBHRNE18HL7SARNET
18 18 78 18
(BERESEHE ) (B1SBATAERSEEE )
JARDIANCE |JARDIANCE | %% |JARDIANCE |JARDIANCE |22/
10mg+ MR |25mg+ Bk [+ BE [10mg+ MR |[25mg+ Bk |+ A
Bx Bx = CES CES =
N=169  |N=155  |N=170 |[N=169  [N=155  |N=170
HbATC (%)?
B8 (TI9E) |83 83 82 (83 83 8.2
BRI Y L
06 07 0 04 06 0.1
(BEETLE)
BIgE R
%§§£529; 062 (-08, - | -070(-09,- | 055 (-07, - |-072(-09,- |
% 0.4) 0.5) 03) 0.5)
EAHbATC <7% | 18.0 195 55 120 175 6.7
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s || ] ] ]

FPG (mg/dL)

e (ATEE ) 138 146 142|138 146 142
EEEMEZZE 1043
(ERETEME S |-17932) |-1913.3) 1)' " [-101(32) [-152(34) [28(3.2)
E)
BRI S =R
H§1§J—:§Z§( -28.20 (-37. |-29.5P(-38. | 12.9¢(-21. |-17.90 (27, |
5% Cl) 0,-195)  |4,-206) 9,3.9) 0,-8.8)
=
HAERRYIE
AEREIME (k 92 o %0 . o 0
g)
Eﬂﬁgﬁﬁ_z*ﬂb
A GBEEEF [-1.8 1.4 -0.1 24 24 07
i’z]ﬁ)
Bz R 7
H;;J—:iz) (9( 1.79(-30,- |-138(-25,- | 300 (-44,- [-3.00(-44,- |
5% Cl) 0.5) 0.0) 1.7) 1.6)

ASETIRE BB IR E - ﬁﬁ%mﬂ%mﬁ%ﬁ%%%ﬁﬁv%ﬁ%ﬁ%%%%%éﬁ%ﬁ
(LOCF% ) - 8183815 - # %A EZJARDIANCE 10 mg ~ JARDIANCE 25 mgfnZe & & 4 155
At - £BI1E21.3% ~ 30.3%F121 8%5@%&}%@1}%%@ 578 - WREH S B ZJARDIANCE
10 mg * JARDIANCE 25 mgMZEEIHREATD - DRIB32.5% ~ 38.1%F142 4% B 2 LUEH
mis -

bEIANCOVAZEEEIHIp{E <0.0001 ( HbATc : ANCOVARRIEI S EEEHDbATC « RBEMTE

; FPG : MMRMEEI G2 EEBEFPG - EEEHDATC A% - E » @2 - MUROZIABENRE
fEF - B2%E : MMRM#EEIBI S B 25585 - E22HDATC - A% « 1B -~ @22 - LURERZAEN
REEH - )

¢ pf&=0.0049

d p{E=0.0052

e pfE=0.0463

EEMDIEE = ( Al f#EMetformin ) BIEEBN B A 7 65 A

HABS637FEATHZEHE (MDI) H%%% (BH#EZE >60 U ; EAZ G Bmetformin ) VA
x%%@%mﬂfr@ﬁ’]%:iﬁﬁff/\ ZL2N—IEEE - ZREHEHE - M EJARDIANCEER
MDIfRE & 2 BB AR 18 E R AR -
WAEFERAMDIRER (B EmetforminESE % ) KEA—RABH2ENZREE AL - EAH
#ERE - MEZEGIDIARNER R AW EER 2 Bc 20 EJARDIANCE 10 mg ~ JARDIANCE 25 mgai &
BENEL - RATEEARRA - EABBEERVISEAERE  #EEFHAEBEEHENEER -
JARDIANCE 10 mg - JARDIANCE 25 mgfZEHAR - BEEMENFIOREZRSHABZE DA

P.28



88.6 1U-=.90.4 IlUFM89.9 IU -

JARDIANCE 10 mg/H=k25 mg/BHBEMDIERE R ( BEtFEmetformin ) WEX - £)85F 188 #% 0]
HbATcE AT ERREBERZEMA (2R*%13) -

713 JARDIANCEHEAREZE ( B=i#EMetformin ) ZZHEIH B EENE18BIENER

JARDIANCE 10 m | JARDIANCE 25 m Z Ry

g g + EEXR

+ EEE + BEX +/- Metformi

+/- Metformin +/- Metformin n

N=186 N=189 N=188

HbA1c (%)2
FOERE (F19) 8.4 8.3 8.3
BEEME &L GARETIEE) -0.9 -1.0 -0.5
B RE 7 E R FARETIE %

cn}‘t M2=R REEFIR O5% | b 06 -03) | 05507, -04) -

MBET IR B e ERAT - A 18 BIRRRAEER - RxAGRBENREEHEE (LOCFE) -
188 - #BEH 2 Ec £JARDIANCE 10 mg ~ JARDIANCE 25 mgfZBEIRNBAS - 72518

23.7% ~

22.8%M23 4% BB ZLUEEMS

bESANCOVASASZIMIpE <0.0001 ( HbATc : ANCOVABEI IS E#EHbATC « A  BINAE -

i & A & == A 2

E—BRERESBHLEMaEND - JURERERFIEUERREMEBZRE - £JARDIANCE
10 mg#HM25 mg#HA - HbATcEE AR ZB{EE18BRI52B 19 0] M5 —8 - 528 %
+ JARDIANCE 10 mg/H=t25 mg/H o2 S/ MER D LEERE LBEARLZEE (pE

<0.0001)
mg#iE-2.04 kg °

ﬁRI = PN

£

- B8 EE HEL 2R Y 158 7EJARDIANCE 10 mg#M%-1.95 kg - #EJARDIANCE 25

#BEtA 738 ZE#EUeGFRIEINI0 mL/min/1.73 m2MEE _ BIERFR A S B8 E 2 R R FTHA

iRl B - LEAlBRRT(EJARDIANCERR S B S _ERERBEBNEAZTRANERYAZEHY -

R EIZ290 B EEEINFERZE (eGFR 60FMEF90 mL/min/1.73 m2) - 3742 P EBINERS
( eGFR 30FMER60 mL/min/1.73 m?2) U R7TAZEEBINERZE ( eGFRER30 mL/min/1.73

m?2) fwA - #83£19425% ABB30FMER45 mL/min/1.73 meE #2eGFR - 1802 HBAER
ASFEHR60 mL/min/1.73 m2IE#2LeGFR -

2243805 - 7£JARDIANCE 25 mgiaE# - BEFEBINEATHANHDATCHIRFET LEZE TR
(RBFR14) - BLZREMHERT - JARDIANCE 25 mg EER# T B ZE T RIS IO REE[-0.7
(95% Cl : -0.9, -0.5)]1zkF E[-0.4 (95% Cl : -0.6, -0.3)1BhsEAEmA P EE2Z] - MmJARDIANCE 10
mMoELMNFET LEE N RIESATREE-0.5 (95% Cl : -0.7, -0.3)|BINgEAE R A T EE2E -
SEBENEREEPEAZE - JARDIANCE 25 mgiIP& Mg S FE=E B ThEE T FEMmRIE - 24805
- B/ FEHHDAT B EE R ¥ B eGFRA60FMER 90 mL/min/1.73 m2 ~ 45F1EHL60
mL/min/1.73 m2LL R 30EME 45 mL/min/1.73 m2E9mA S - 5 BI5-0.6% - -0.5% LU & -0.2% [35
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ZEREHE ) UREHEETESIE (6.7)] - ZREEISE - £24BEB05R/)\FHFEHSHbATCE L
15 8 GFR360ZME 5290 mL/min/1.73 m2 ~ 45F1EHR 60 mL/min/1.73 m2LL K 30F{E 145
mbL/min/1.73 m2BmA S - DB1E0.1% ~ -0.1%L K 0.2% -

RIABEBVNEAZNE _RERAAAPETHZRTIHRHER - )R552488K (LOCF) AR

BEMDEBSIHER2D

JARDIANCE 25 mg

HbA1c
mAANE n=284
B RFERLEER (AEEFEE ) (95%Cl) -0.52 (-0.6, -0.4)

apfE <0.0001 ( HbATc : ANCOVARR B ZEAERHbATC » /5% - BINBELIRE RHZ
beGFRA30FEH 90 mL/min/1.73 m2- (EETIREBAEIEE - iER S4B RANEIBE - %X
A RENRRERE (LOCEE ) - 24180 - WEE 2B ZJARDIANCE 25 mgfMZ R EIHKY
WA - D RIBE24.6%M26. 2% EEE UG MS -

HEEEEBENEAZHALE - HOATCHFPGRE(E DT BR7RIARDIANCE 25 mgRya R Bl %
ZENIFEER [FERBERER) - ARAE Q)UAEREEEREIR (6.7)] °

R
ZEIRAH 26 BEE - B o - KRB - FooHExEE (DINAMO) - DUREER 52 8
WESEMaBREL T HIEMIME - 8RR 10 217 mNE_URRE/ NZENEVE - iR
empagliflozin 10 mg ( ABERFBEIEIEAZE 25 mg ) K linagliptin 5 mg B X—RNEEARBERNLE
:K_‘E °

HA 157 im A= empagliflozin (10 mg 8t 25 mg ; N =52) - linagliptin (N = 52) 3{ % &%
(N = 53) B9/ - (FRBNEEHEINE =B ZEHE metformin (51%) ~ metformin NI EREZX
(40.1%) ~ BRE X (3.2%) 5 (5.7%) - EEHAKAFI91E{EMEER (HbATc) & 8.03% - smliaikas &l
= 38.2% KIS 61.8% HLMHEA - FIIFEERD 1455 (BE :10E 175 ) ; 51.6% &

15 AL » 49.7% U BRERESBA ~ 5.7% BMAR 31.2% KB / FEEBEA - FiH55E
BEI5H (BMI) & 36.04 kg/m? - F19885 5 99.92 kg « DINAMO EEREMA eGFR > 60
ml/min/1.73 m> FJEA -

FEREBEEIE 26 BARIE HbATc (M EEEELH - Empagllflozm %EEEEA R

- AmeaERRIEEEASUAESD L - IS - JARDIANCE J&%& 338 H B iE IR E’J’“HEJI[L REE
& (FPG) B1E (&15) -

%15 —IEAR empagliflozin AR5 2 BUERA/NRERAZ 26 BREEIHRHBIER (EEER
BENaEE )

LR Empagliflozin

(10 M 25mg - &5&t)

l"l
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N 53 52
HbA1¢ (%)’
EAEH (T ) 8.05 8.00
B DR A B 52 0.68 -0.17
HZBERNERS (95% EBER (Cl) -0.84
(-1.50, -0.19)

Bt p @& 0.0116
N 52 48
FPG (mg/dl) [mmol/I] 34
EAEH (Fi91E ) 158.6 [8.80] 154.4 [8.57]
B EA DR (B2 15.7 [0.87] -19.5[-1.08]
B RBIINEE2 (95%Cl) -35.2(-58.6, -11.7)

[-1.95 (-3.25, -0.65)]
& p @ 0.0035

T RIBRERZEERH 500 REMK

2 1&%)2%2.’%,3)%15%%3\ = aa 21T (E
REBZEEM (LOCF) - BlEEENE

A RFEFAEEY  ABREIREREN—E5

\‘fﬁ’ﬂ‘ﬁﬁébHﬁﬁ%ﬁ*%ﬁ%fb'tétfb\ﬂﬂ%ﬁﬁz%i '*ERTEEAWAZID\JIH%EK%@%E%

EMPA-REG OUTCOME BB —IEZ P ~ - BEE O - EERTITARNEEE  SEHHED
ARsRARIE (B O ME B mrIsE B fr)%ﬁérf/\ tbﬁxEempagln‘lomn,LithT?-.!‘J//J\\BDEA#E)?F&EBHK
SRR (B O MERRIRERERL - BEHARBNEAAROMESH (MACE) 2ERR - &£
ABRAEI12BEE - FRNNERBREYBEFIRE - 2% @ BIokESREFANAR - BRRN
M Rm R MBIKB IR CRBRAETTRHE - DIRRAEARRBEL AN ERER AN EZHE

KABRHB70202 % A EZAE (empagliflozin 10 mg = 2345; empagliflozin 25 mg = 2342; &&
= 2333) WHES DA A3 1ERER - ROT2%ZHABEHBEEA ~ 22%BiEMA ~ 5%HEA -
FHFERD635 - BUAINT72% -

AR EEMR AR ENE _ERREEREARIES (HbA1c27%) - BEERBHHbATCFSE
#8.1% - MBS7%MNZHECERIERBEBIB10F - IR - 2BIAA31% ~ 22%E120%H)
RABDEBEFARSEEWRERE - SREEREABREE - eGFRFIIERT4 mL/min/1.73
m2 - BAEE  HAEZ—1E (~30%)HEZE (~70%)MIAHERFEYEE - BfEmetformin
(74%) ~ BRE % (48%) ~ tmBEfR ZERZEEY) (43%) -

BEEMSFARABEAREZNEBICHRE(CE O MEER - B —1& (82%) Z1&E (18%) LU T ERF
 REENEAREIRZER (76%) ~ PR (23%)30FEEIER21%) - EEERKWMBEFIIES
136 mmHg ~ &FREFIFERT76 mmHg ~ BB EREES (LDL) F19EX86 mg/dL ~ SR EREA
(HDL) ¥19E7%44 mg/dL - MERRFEEBD-MEEETLLE (UACR) SEI91E/175 mg/g - EEERE
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HEST % N ERBR-MBWRRAGINEE - 65%1F 2B R B SRRETE « 43%FSF)RE -
TT%iEZ S THEEEY) - 86% MM/ \REI(KER ) BRIEFTE)EE -

EMPA-REG OUTCOMEEBHNF ZMIERAZBREESTAALROWEYN (MACE) WiSE - EX
AELHEGNERARELOMERRIE TR BEEEHHEONEE M) FEHGHETE - HatD
MEr= O IEHRE 108225 mgBIE S Hf i - st TR IEIRERERET.3 - ERCoxtbflE
BRI EEERAROME G 2 EREE (hazard ratio) EROAESH - INEFEIBASH - BItGEE
BEARRBLOMEE LHNERMY - FRIBREREIIEHZSERTENS —BEHER -
JARDIANCETTBEERBEE REELMERAIET « FFBHONEESFERN M EZ EFBHEE A
1EERIERR (HR : 0.86 ; 95%Cl : 0.74,0.99) - IE/8EMREHEER DB Eempagliflozinfl 2 =5,
ZRO MBI T EMREEEEEAARMHR : 0.62 ; 95%Cl : 0.49,0.77) - MIEH @M ONAEEMIER
MR ERRESZE (2RR16LURESTIEG) - 10 mgF125 mg empagliflozin £ 4818 BI04

REMBIEHSHOGR— -

x16 TEHESTGISEBERIRK D ISENAEYR
— empaglifl | HHERZRERY
= ozin RS
N=2333 N=4687 (95% Cl)
AHMEFEREET - FRHGONEESERG TR S
- 282 (12. | 490(10. | 0.86(0.74,0.9
5 1%) 5%) 9)
(EERBEHWRER)P
N 121 (5. 0.87 (0.70, 1.0
A N c %
JEH MO ABE 2%) 213 (4.5%) )
60 (2. 1.24(0.92,1.6
< C Oo
EH @D 6%) 150 (3.2%) 7)
N — 137 (5. 172 3.7%) 0.62 (0.49, 0.7
9%) 7)
MFTRBELERINE (BSEV—BEIEBEYHZHE )
bigsitpE (ER ) 50.04
CEMMRE

ElS EREAFROMESHNRRBERMGFE
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Placebo
All Empaglifiozin

-
i
I

Patients with event (%)
S

0 -
I I ] I I I I 1 I
1] 6 12 18 24 30 36 42 48
Subjects at risk Month
Placebo 2333 2256 2194 2112 1875 1380 1161 741 166
All Empaglifiozin 4687 4580 4455 4328 3851 2821 2358 1534 370

E6 OMEREFETCHERBERMGEE
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Placebo
All Empagliflozin

-
w
PR B S

Patients with event (%)
=

0 6 12 18 24 30 36 42 48

Subjects at risk Menth
Placebo 2333 2303 2280 2243 2012 1503 1281 825 177
All Empaglifiozin 4687 4651 4608 4556 4128 3079 2617 1722 414

OMEREETMS - empaglifloziniREBEETEA DA EERBRFHNEN— - 81%eGFRA
30F1E#245 mL/min/1.73 m2i9%E A (Jardiance’a 438142 - ZR189) -

TEUEER T - 99.2% M Z & BAFEMEE R - ZZEMPA-REG OUTCOME L ERHARS - 424t 50 85
AG3BIFET BB - BLEIFET{EABIAZESH W%ﬁuﬂ%@l%t-%uﬂ%ﬁl%t%ﬁmﬁﬁ B4
B BRRRARE (EZempagliflozin JABEER2.1% - BSZREAEEH2.4%) «

BT
13.1 8%

2-10008gALU-PVCEsSEE % -
13.2 A

m2RINE -
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13 3baz IRt
an R FNS30°CLLF -
134 MEIEsSE
B P REREAINSNEZEMN -
VNELEEPPA
EifE 5

s BEAmAREBISE—ERERNEMNIER - BAEAJARDIANCE LR HaIE K
=0 - BREERBRRFINHENEMERE SR -

o FEANEANRLRGSHEE PSHVEN - BIEMEI R EFr - FIRRIEEE (R IJ1TROEE) -
YNR LR AL P S RVE (BEEO - &M - 8% - RERFRAZE) - FHENEAFH
JARDIANCEIL 7Bl 7188 [(BERERE K EREIR (5.1.1)] -

BEE Y75 O E =
ERE=RED

o SHBARAIARDIANCETSEZ R EFAIEMRVEMER - WA LR EAUER - FEMIE
EZ%EW tB[FESREROIEFIE (5.1.2)] - SHBANRK D AEE 80 3 4 M ERY E R
i&%ﬁé’]ﬁ’ﬁk AL -

. pﬁ:.’ﬂ]r/\T ESREPREBRCE (JBERBRERD ) - BB ARKEBENILRERFERNE
uﬂ
. W mFAEAtHEE,JARLFHKHﬁE [FEREFELEIESFIE (5.1.3)]

o BEAREA JARDIANCE,LEH%%%E P E (BINtREE R R BEY) HRERF AR - S8
BMEERSRERR - FAEIERREREREVLVENRERNEIE - DU EMEER
Rk [FEREREMERFIRG.14) -

DI ERIRIE M AR IE SR (F E M N IRE

« FEAEA - BEERARRRLIEZEIREUHERCEER KEE)RBE - BERA
- MREFERNEERZEREELIRARRN R - SRASERIL B EBE38° CEEAE
- BUBIM B[R EREREEEIR(5.1.5)] -
MR FTEREERCR (MNINSERIERR )
o FEMTMEATRERERBENERERD  WitHEREERERROERNEZEHRBEAEN -
- BOBARBEARERDAMERE FSRERNEESIE (5.1.6)] °
SR EIE R BER ( ﬂD%EEx‘Z%EE’TE )
s FEMBSURATUERERENERRR (WBHEXNERETER ) - LEERIBEHNSH

VIR MR B R RE -
o FETHBIARNER B RMERTEN (FZERVERNERBANLIRENRD ) BEARHKE
&R -
- BOBARBEARERDAMERE FSRERENEESIE (5.1.6)] °
BREE

maMAEABAREAJARDIANCER HIRREBHRERRSMZ A MEMKENBREA - FF5H
MALIRKERESMEMKERRBIEER - WHEZBBERTEREY FERERNIES
I8 (5.1.7)] °

= %A§$ A/EJ

o AEAEARAIARDIANCER B HTPHRIEFSR/HERRS -
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AT B SR (6.1)]

cEEATEA - AEEERE

AR %

o FWAFUNMKIRET IRAHJARDIANCE -

= JARDIANCE& & HAfE 8

BREDMMA - BUARDIANCE S B Ol sEHI A FE iS Al LR [FF RIS IAIR
ERRARERZRERSHER -

R [ RIS ABKEEIESIR (6.2)] °

BIRERA - BB %Y  FEENCER I

A - AR T —ERSRAEENE
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