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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

2.1

[ 8 122 31



S IEKEE2RERARERER(12)] -

2.2 R LIME SH

AREZS_NEREEEALMIEERNAABAR - JARDIANCET EE O MERESETRIER -
2.3 {EH_EASPRHI

JARDIANCEAZZARE—HERERA - Holse 2B NERRANE LSRR [FBSREER L
R=EG.1.1)] -

RzRAE
3.1 REHE&
3.1.1 FA¥afER JARDIANCE Z Al

s R EFJARDIANCE S BRI AUa PR B AN ER - et (B2 RIER AT
B%IE (5.1.2)] -

HEERREERVABA - HERAJARDIANCERIFEEE L —IRR [(FERBERBKEIEEIR
(5.1.2) - HHRHEEESIE (6.7)] °

312 BFHE

+ JARDIANCET] &% 7R o] Bmetformin » metforminffAsulfonylurea
pioglitazone(ff FIE A FAmetformin) - 1% &2 (Hf Bl A FAmetformin &/
sulfonylurea) &£ - 1FRMMNMRER BIEHI RIEE) ZINEFTREEY) - FEDINESE
Bt PR s Js A RO MAE R HI R -

- JARDIANCEZZHERBHE F—R - BR10mg - oJEEY—HERA - MNolZEHE
AR A -

- EMZURET - oREISIRAZE25 mgiRE— TR MERES -

313 BIgEAEE
=1 SEBINEEIRARE AR JARDIANCE ZZH £

B IBEARRG 2EEE
eGFR 230 mL/min/1.73m?2 RERARES

eGFR < 30 mL/min/1.73m2, End-Stage Renal Disease (ESRD)=&#7 | ZFJARDIANCE

\|
/i

&
el

« Z¥fempagliflozinslJARDIANCEF BB FE B A B B IE - BlUI B4 MEMKE[ESE
ELERSTEEIE (5.1.7)] -

. BASEENEEAZ(eGFR/F30 mL/min/1.73 m2)  REAE el BB B2 RS Mkas
ARSIE (6.7)] -

BETEHFRASE _Lh-SErEEERE (SGLT2 ) MHIE ( 82=2JARDIANCE ) H95—EYA]




5.1.3

514

5 AUEREm A ETIRARERUR MRS - BEIRMKRPSNEL ; EE—ERE
B EEmEVWRRESERSENER - fEFAJARDIANCER B A B ARSI PSEHIR
=0 U —BERRFERASMABZNZBEERERT - MIERESZEERIBEA

i ZSGLT2HIHI B e BRI E A - BB s EkRIEN - JARDIANCEAZZ AR amsE —1
EERAERA [FELREREQEREINMEQR) -

%= JARDIANCEAS BRI ANMRALIREENH MR FSHOERTER - FmENERE
Z5 MERFEEERERK S - AREEMEREER 250 mg/dL - 13olRERE
JARDIANCE Rl 5 - WRREEEEE PS5 - BIEARIARDIANCE ~ FH5EHE AR - I
Y EIFRIEITAE - AEME PSR - JEREATRER - KoLk KEaY -
ML EMERSHEN  LHEEF - HEBERERAT  SEKRGRBREPISNIEL - 0
FEIIEIERR 7 I BIRYaE - EIRERZE R AN MEREER —AEREIE P SRHAZIRNM
BRE (KBER250mg/dL) - MAMZBHNEREERTSRANEENH LB S 2
2l - BREEO - B - I8 - 25 AE - DURTFR=E - a0 BLIFEEEAIP - B
BRARSREMEISBORERES | REXRTIERRE - URELEER - RERBEUHD - F
o~ e BMRER A CRRZER ( BINE—BUERR - BRI IRE ) - UK
BSH -

FHYAEFJARDIANCER] - FBoERMAREPIRERERSREMB PSHIRE - SFE
WRESIENRFERERAE - AERERSE] - DURAGE - M AETREFNER - BERM
A1 ED = KERFFAJARDIANCE - [(FERZENEEFMREYE NBEHE (10.2,11)] - &
EEHB R LK PSHEMBERBE N (ANERSTEERIINENRBERZER ) ZR
BRSPS - WERFAJARDIANCE - EFEFHJARDIANCERI /R HER 5| S5 ElfE PSRV E
[REREER - BEER ARSI PSHOEHREER - WHEBATELIRELEER - BE
LEfEEFHJARDIANCEME 17 B0 7L ES -

e N —Nr
RRa=ERED

JARDIANCET] 5|3 [MEABER - BIFEMREFT BB B B S5
BHEEFEZSRARKRIEB.2)] - LHEHREZHFEZSGLT2NHE E1ZempagliflozinfysE
_HJARREREA - HIREUMBEE  BERAZTZEARKNAESEN - EIIEAZHREA
(eGFRIER 60 mL/min/1.73 m2) ~ ERABA - S IEFEE B HMIFREIAB A DI AE 3 4 52R
KERVEMEBRRERIEZEN - mAEB L —EsZES R - £R%BIARDIANCERE
ZH - FBrEERARERBINGE - BREERVHEA - BHBRJARDIANCESE ZH - 555t
BIEIIEH - FYRJARDIANCERE ZE - FEARBREE RV Z2ERFAERUKLBEINEE -
PR % B I B S T 5 35

LHBHMERSGLT2ANHEIE ( 222=JARDIANCE ) AU A SR EBREWRBEE ( B REM
MAERBEARMNELREX ) NEM - SGLT2MFIH RS RS R ERENER - B
ERAS LREBEWRERFNEARTENR - URMNERUAGTEE [FERARRE
@) -

HARERERERED WY ERZEREME

BRERERERIEIWYECME CIFES XX MHE - JARDIANCE ERERESWIE (Hl
o - REMEARRREY) ) WRERFAHEK - BMENRERARES F2RARKE (8.2)] -
It - B1JARDIANCE 5 - SIRERREREREN VI ENRERWEIE - LUV BEER
MigERER -




5.5 Z[EEMRIEMEHIRR (FhEM CERE)

SRR Eﬁ%ﬁ?k(%)zfﬁ&if‘ir)%—ﬁ?zﬁﬁJ%%EET“EF&f&tﬁE’JiE'ZﬁEEEFH“—: CBE
ST FDR R - EERSGLT2ANGIE(SE B HHE) 2R ERA R - BRIBZIZERRIEE
ERHFEREL AU MASHERERA - EhBREZE AR &I%‘ SRFMEHIET -

HN SR AENE HIRA ARl SRR ISR REIERRE - ALDISIEIR I (H#HEEIES
ABEREA - ERFFEESEBERIIEEMHIERX - WARE - BUIERERERETEE
CWAKE  TETFMER - FREEHE - ZURAMBERE - WRMHEESMEZESIE
EA -

5.1.6 Bz EERR
JARDIANCET“t RELEREFERRNBER [FE2RAARKRE (8.2)] - BEAEMNE
EMATERFERRRENRA ARSI ESRELEREERS - FLUEBEHVET
BRI KGR -

5.1.7 BEIE
EJARDIANCE L HEFR&RT - BEREBHRE (HIMNMMEMKE ) WEAIRS - M
REBETIBHE - HFILJARDIANCE ; 7B ERIZERERZ AR - WEAE EBICMIE
AAJEE - JARDIANCEZ AR #fempagliflozingtJARDIANCER Bt B L BB 8 & [FF 2 BREE
IE (4)] °

518 BEEREAERE (LDL-C) 7+

£ FHJARDIANCER; ol sES8 £ LDL-C EFRVIR R [BERIARKIE (8.2)] - BAEE T VELT
BRI KGR -

6 [RGB IRSIR
6.1 &%

EBRiEE

HREMMRERBREARBHEE  RILAEZRERES _2HNE =2 EH
JARDIANCE - BHrIEZ 1R L EFJARDIANCERIRBERHE /) - EISHEABUH EEY) EE KT
KRFBIIRERRZEEEEEHEN - REHERERBESAMEoIREH RN R EMEE -
[ZREKRZE] -

EoYEET - EHERABRE _ZHIRANS =2 KE B R %5 Bt Hempagliflozinks
CBRIARBREL - IBREAEATE13ENHES BRI ERNBEMNBE/NERK - [ERE
]

HRNBRZRSHBEREKRBEHbATC >THIMREA - EiRREREATKRENERERRGE
BE/R6%-10% - MEHDLATC > 10X MEREA - HRATER20%-25% - BRIEHNRES R
R AARR - EEB—AREFERARENRERG D - RREBALKREERENS RERG
FHED RIS 2-4%E2 15%-20% -

ERRZE
FRAEEERN / tihis / hRZER | REHEEIBERARBNMERRE - SRS
FRmENEE ME ~ FEERVE - BRMRE - FEMD B SERNER - ZHIR ANMERERAT S




6.2

6.4

6.5

K

EEln R EEASK R - EE - EREMBEERIER -

X

B
Y E R

I REMEHERER - BHABE21X(PND 21)F%E - BT - 10 - 30100 mg/kgry= HE
EE8Z4 TempagliflozinZ2590KX & 1E - £100 mg/kgEHEIE T (HRBAUCGHE - HERER
REEAREIE25 mgiy1315) - BERIABRESIEMUAE/NENE LIERIRSE - T13BIOAHEE
WEHAERE - ARERS LIRS - EEERZEEAEBREBHBMEERARSEHEBNE
_ MG EAN S =2 ) RENEYG L

REMRFHRIBIREREBERABET - empagliflozin2 EHEER ABRREX R IH(E—2 )R
il - £& =300 mg/kgiiEHEIE ( IRBAUCGTE @ D RIEEREAEAREIE25 mghy488
128f% ) TREEBERARTE - G5 R AREHESHENESHET - HEA700 mg/kgiE
HEE ( HEREKEAREIE25 mgi1541% ) - RS RBEZNEGASEIEM - TREP

- empagliflozinZ@ ZF i@ la B RZER R AHE - REFEAERSempagliflozin|= ( 700
mg/kgBHEIE - HERFAKEKREIE25 mgiv1391F ) E5|%BREKRESY -
ERZABNERNMERRBERRET - 4 Fempaglifiozinll&E100 mg/kgiEHEIE ( KNS
REAREREE25 mgi16f8 ) - BRRFRRGBHBEMILE20KX (Y ) Bl - BIRE
RSN - EARTEENR30 mg/kgWBHMBIET (KNWEEREAEKREIE25 mg4E

) - OIDURERFREERE -

ML

N i

BARJARDIANCEREEEANABHITUREHRBEAZZAITEREURE - HalHENE
AR - Empagliflozin@ 72 2R P AENI TR RER] - HRABBHZEF=AEH
EE2FNZ AR O BERRAMRE) - HEEBEFNAEBRJEERERZ S -
EZJARDIANCET SEH R B W B R EMBREN AR KRE - B=2empagliflozint]BEFE HE
BBRRE  BESARA  FAEEEWIBEES -

B

ERZFIBRNAERTERENREY 2%E - KERZABPEFERNempagliflozinzER - &£
REFP - ForHMBPEYRELLTFI9E%0.634 - SBEA - MEERZER2E24/)\RHE
EART - FUTHMR P EDRELLFIOESABESRERERERS/NE - BrempagliflozingE
BEAAR - FWREBEEREERempagliflozinis - E¥EAFIIE B PROB RIS HER (B &=
MB/NERR) -

INER
JARDIANCEHR RER AR ZE HEAWNM 8 R ESHEIL -
ZEFEA

R $55 _ AUME PR A U E MR ERIA R P - BETH2721 (32% ) BEXIARDIANCES &
R AE OS5 ~ 491 (6% ) BFm755% ° FREBJARDIANCEEB INBEAZREFHA P IMIEER
WERE [FERBHRERIIRFIR (6.7] - HREM/ISHENBAMNS @ BRBERVHEEARKRE
R EEE R BRE L EE - JARDIANCE 10 mg#1JARDIANCE 25 mg#HA 73 Bl &2.1% ~ 2.3%7]

44% - HREWISHENBAMES - WRERFNZERBREBHE OB ZEZ A - JARDIANCE 10




mgAlJARDIANCE 25 mgi@REBA D - HRI510.5% - 15.7%F115.1% [BLEEERTESE
(54.2) LI ARBKFE (8.2)] -

6.6, THEER =

JARDIANCEST R INBEAZ A [FEREN B NER M (11)] -
67-BWEAE

R—IEsHEREN D E B AR 2 TR B4AIKBIER30Z/\1 90 mL/min/1.73 m2)iEs AFTEST
A9JARDIANCE M HI B R 22 2 M it B h i 2301 (B2 BB ARBRER (12)] - Rt
- 19546 F3JARDIANCERIE A BB 7T 605190 mL/min/1.73 m22 R B 445k 8 8 =i 5HE
91 &EFJARDIANCEfRE A 2577 52455160 mL/min/1.73 m2 2 RIS 4B E =Mt E - M
972 AB AN R30M45 mL/min/1.73 meZ BB 4K B B R MEHE - JARDIANCE 25 mghd
RN EEERE A BN TR - BMELS - BRAERSAERE - RBFRE
B AR RENEERAR  HERBESENR LA BLEEERTESIEG1.2)]
E—BEARNMELERZRD - 1819ZEBER60 mL/min/1.73 m2 2 B#IKBRRAHEZE
EER(Em AEZJARDIANCER - BB METL T R Ia B Rk —X [B2EERERE
#B(12)] -

FEJARDIANCEEM K Z 2 M ZEd - MR AeGFR/R20 mL/min/1.73 m2A9mA -
JARDIANCEZRREESBEABENREA © [F2EZE= @)] -

7 RXEEH
#<2 B)ARDIANCEER /R E1HEARIZX B 1E A
I Rl

E&K L | Empagliflozin X REI G S EMKREFBERKREUEN - JEEEMIRERREER DAY
WEE | oJeEd

RE | ER%IARDIANCESE ZAT - Bat b i d RN RBIEE - BB RBDRIEA - F%IJAR
DIANCE2E ZH1 - 5c/B BB - FRJARDIANCE S EZ & - BERIESA KR D 2 HZ
FEAR AR B THBE

BRERRERRESWMER

i&RL |JARDIANCEERREZNRERED W E (B Nt=lE R RHAZEY)HE - SEINEMERYSE
NEE | £REE

2

BRE |JARDIANCEERERIED MY E (BlINt=EERREBZY))RERFRR - ol RRERS
RIEDVYERRERNEIE - DURME MIEERYE R

$858
AR _E | BEFESGLT2 MU - (PSR TIAE & R P B RO T 121 -
oz

BRE | ERJARDIANCESRBERIER - AERENEAMBEPHEERE -

FRep B E AR 1

ERPR L | SGLT2AIFIEI EIE MR P EEES L EMER PRAERIRUZIRGM -




=

RE LB SGLT2 MHEERmA - AEELURAIR PR &R M ZES - BUUEMIT A
Al -

T4 1,5-anhydroglucitol (1,5-AG) 71
BRIk L | $t¥3E R SGLT2 #IFHEIEABA - 1,5-AG RIS EEE MEZEHIREE L1 Rol 5

MR E

RE | AEEMN15-AG o ERIMIEZES - SBUE AR MaEEs -

8 BIfFR/FAR&IE
8.1 BRAREZRIFRH/ARKRIE

MXRMEAEMBEI DR E FNINEEARRBR LA
« kTS [FEREZBIERFIER (5.1.1)]
« RRBERV[FEESREFIESFIRE(5.1.2)]
o REMIMERBLRER [FELRERNEIREIR (5.1.3)]
- HHABREREREREIVVERZENEMRE FL2REFRLNIEFIE (5.14)]
o ZREERIEUHEXGEERXER) FERIERERFIR(5.1.5)]
o FHEBEUERR [FESREEEBELIEFIE (5.1.6)]
- BYNE [FEREBIERFIER (5.1.7)]
- BBERELMRER (LDL-C) EH [FE2REZERTIESIE (5.1.8)]
8.2 MRl ERAER

BB R R R ESERRIIRR FAT - EIE R — Bl R B P TS R B e
R ERES—EENNERTRE IS0 TR REREBETLE  IOERRE
BE RN PR B -

B34 55 — R ilfE bR 68 A\ 17 O B PR & BB

FINEIBEZ A HE AR IRBRAETN4RABZ BB SRR - LR1EERRERERNZG
R 8RR 2 18 BB A MR - JARDIANCEEE 1R BRIFREBREAFEMN - 1R
ABRREREENEAER [FE2RIERSRER (12)] -

ELEHERME19762 B AEIARDIANCENRER S - FTHRERBEA/ALN23IAE - mAERZL
B (N=995) - JARDIANCE 10 mg ( N=999 ) 8{JARDIANCE 25 mg ( N=977 ) EH—RH
AE o RIGEIOER 5658 - BB3%EBET755% © REFNBBFE (55% ) BEM ; 46%45
BHA ~50%BEMA - 3%BEALIFETFEBA - GEANBST%EBERBBSFENRERFRSE @ £F8
EUSHEENTERBEMEER (HbATc) 58% - EEME  KERAERRE Z/N\MEHZBENSE
HERERFEERE (7T%) REBERE (8% ) & HEE (16% ) - BT BHNHEASBINEE
ERERIREBINEAE BN BEALIEBINEAE ( FHEB#IKBERMETE%86.8
mL/min/1.73 m?2) -

FIFWEAJARDIANCERHBLHIEMNE RARKE ( ABFEENE ) - EEARREETEERM
A 777 ~ EJARDIANCEAAARM S EXRSR LRI - mEEJARDIANCE 10 mgsk25 mg#




PORG L A RS 2% ©

72 3L LZ HEHIRAYARDIANCE EEBAR S HEAM KRS ERE D - Z£JARDIANCE 4%
#E22% HERZBEBENARRE

FERE 2 Ri®(%) | JARDIANCE 10 mg(%) | JARDIANCE 25 mg(%)
N=995 N=999 N=977
V4 R T Rl S 7.6 9.3 7.6
LTRSS B R R 1.5 5.4 6.4
R Y RS 3.8 3.1 4.0
BEFRIZANC 1.0 34 3.2
MR 34 3.9 2.9
RIER 2.2 2.4 2.3
S A TERS MR R 0.4 3.1 16
I D) 14 2.3 1.1

GHEBRIRR ZARKREER - 81 (1BARRK ) : WRERR - FERZERIE - BHK -

by MAETE SR ME R R BT TR R - NSRS E BB B - SN2 - SMNERE R
ER -~ EERRECR - HIESRERER  EEREERCR  EEWRERR  INEEEX  FEE
R OMREEERERRS - IEMEEX - STEANER - HUSHEHRANTEREEARERD
: 2% (N=481) -~ JARDIANCE 10 mg ( N=443) -~ JARDIANCE 25 mg (N=420) -
CHRERZARNMEER - 81 (BARK ) : 2K BBERMNER -

B M EEBMERLEETIARRE  BEEAK - BIEX - CHEBEERE  EEVRER
o THREBBEX - FRERE - BERR - SIERUEE - SUSHANSUREHEABERSD
: ZRIH (N=514) -~ JARDIANCE 10 mg ( N=556) - JARDIANCE 25 mg ( N=557) -

1’8 ( %2 8E ) L EE - JARDIANCE 10 mg#IJARDIANCE 25 mg#HR BB H LB 72 B 7
0% ~ 1.7%%11.5% -

RRREERD

JARDIANCEZ 5[#£E2BMFIK - EMERMEATER - LAEREERVHBARRE - H
ENRZHEHREARGDBIOGEIIBER  BREENVHERARRE (0 (BFEXR) METE
- WeAmER RBE ~ BROK ~ RMER - BME - 2RMEMERERK ) ELEHE - JARDIANCE 10 mg#
JARDIANCE 25 mg#RRIEHR LB 7 Bl 40.3% ~ 0.5%0.3% - FEEMERNRERE D ERIRE
A - JARDIANCET] e &R MEREEE B2 _EFt [BEBRREREESIR (6.5 6.7)] °

HEFRIZ N
W T IR 22 R 3 IR B PRl BR RO B2 BB R - BERRIBIN (WS IR ~ BBRARRIR ) FRKRERYE




FRJARDIANCEHE R ZREIAE (5R3)

JARDIANCE 25 mg#ARYEHREE A 7 Bl 40.4% ~ 0.3%700.8% -

S EEEAE
= HJARDIANCEE RS

- BfemsS - RIKREZEHE - JARDIANCE 10 mg#

BHEEE LR EBHINERRMEENE (2R%R4) - BEEMRBEFE

ETEAZIBA - EARAKWTIIZ(EE (2R%F4) [FERFREHIESEIRE (65-67)] -

—BRALMESERARD  £PEAREERIJERNSUBNEAZRSR - EUEERR
£ FempagliflozinPi&E A= 1t MR EN DRI EH B INREFME VR E -

x4 HARABZEFHRHABIOGAEBBNBEEAZHRD - MBANEENBHIKBIRER

fh5T{E ( eGFR ) BB EEERLAVE(L
24 = BT IR BB R R EE
Z& | JARDIANCE 10 m | JARDIANCE 25 m
il g g
N 825 830 822
. 2 dL 0.84 0.85 0.85
wenpng | (mo/dy
; 2
)eGFR (mL/min/1.73 m 873 871 378
N 771 797 783
; . e dL 0.00 0.02 0.01
ommsmy | (mg/dy)
; 2
)eGFR (mL/min/1.73 m 03 13 14
N 708 769 754
N & L ) .01 .01
AR ALBEET (mg/dL) 0.00 0.0 0.0
; 2
)eGFR (mL/min/1.73 m 03 06 14
hEEINEER 2D
ZR JARDIANCE 25 m
B g
N 187 -- 187
) 2 dL 1.49 -- 1.46
menpeg | oo (mg/dl
eGFR (mL/min/1.73 m2 | 4423 -- 454
)




12@wspEts | N 176 - 179
ALEEET (mg/dL) 0.01 - 0.12
; 2
eGFR (mL/min/1.73 m 0.1 i 38
)
N 170 - 171
; . 2 dL 0.01 - 0.10
ammes [ M9/
; 2
eGFR (mL/min/1.73 m 02 i 30
)
N 164 - 162
N e L .02 - 1
sommtom | (mg/d 00 0
; 2
eGFR (mL/min/1.73 m 03 i oY
)
N 98 - 103
aEg It E(E | ALEEET (mg/dl) 0.03 - 0.02
C
; 2
)eGFR (mL/min/1.73 m 016 i 148

afE SR B RS B 22 22 45
bezThgE K2 5tE - eGFR >301E <60 mL/min/1.73 m2B—EBH B A

CRIEREERI3E
fEC 0 #E
EmiEpsEER (2RBaERED ) 25IREKS - JARDIANCEE RS R afi ik RIRZEY T BE
ARMENSEERE 5 -
x5 R R R BB B R - BN mEDE M S AR ER
BElEx ZRIE JARDIANCE 10 mg JARDIANCE 25 mg
(2438 ) (n=229 (n=224) (n=223)
)
4BBE (%) 0.4 04 0.4
BE (%) 0 0 0

(248)

ElMetformin{i B

ZEIE +
Metformi
n

JARDIANCE 10 mg + Me

tformin
(n=217)

JARDIANCE 25 mg + Me
tformin
(n=214)




(n=206

BES
ERERIRLZ R SRR RNAEEED - EESBEERR (NEERERR - EERP
RO HMNERRERIAER - URIMER ) WRERZ

LIEEEEER

PUARDIANCEREHS R %

)
waEsg (%) 0.5 1.8 14
BEA% ) 0 0 0
BlMetformin + ZR® | JARDIANCE 10 mg + Me [ JARDIANCE 25 mg + Me
IR EEM G ( 2 (n=225 | tformin + IEEEFRZFELEZE | tformin + IEEEIRELREE
; ) 7] )]
438 ) (n=224) (n=217)
4EE (%) 8.4 16.1 11.5
BE (%) 0 0 0
BPjoglitazone +/- Me | ZREEl | JARDIANCE 10 mg + Pio | JARDIANCE 25 mg + Pio
tforminftFl ( 2418 ) (n=165 | glitazone +/- Metformin | glitazone +/- Metformin
) (n=165) (n=168)
MmEE (%) 1.8 1.2 2.4
BE (%) 0 0 0
BEMEES+/-Metfo | ZRE JARDIANCE 10 mg JARDIANCE 25 mg
rminftF (18189 ) (n=170 (n=169) (n=155)
)
w2 (%) 20.6 19.5 284
BE (%) 0 0 1.3
BEMDIEEZ +/-Metfo | ZRE JARDIANCE 10 mg JARDIANCE 25 mg
rminftA (18189 ) (n=188 (n=186) (n=189)
)
ks WV 37.2 39.8 413
BE (%) 0.5 0.5 0.5
AREREMESY . MERSMMERFEEEERNZERT70 mg/dL
bﬁiﬁﬂﬁ%# EiRE) (FEHMEERT )
CE/SFZH ( %T%E:Ec//'\—”*“hfc%ﬁf—;%ﬁﬁfj\ )
dB YV 18BA BN RS REEESNE S
LR EERCR

ey




8.3

A - A BcE L BIE - JARDIANCE 10 mg#FIJARDIANCE 25 mg#HBIm A 73 Bl &
0:9% - 41%HM3.7% - AEERRAMEBE NGBS - EEILREFEEPRB0% - TEFESZ
JARDIANCE 10 mgai25 mgiaEE th450.2% -
FEGRPERREYERAPHBERSREY (2R&KR3) -

7= 2JARDIANCE 10 mg ( 1£/20.1% ) FIJARDIANCE 25 mg ( 0.1% ) JaEMBHHEAD - &
SR LEEARNERLREEESE (0%) -

WNTSEIRES

W2 R IR 2 R 3 IR B PR Al BR RO A BR BB AR N © TEIE X JARDIANCE S BERImA S - 0 fRIE R
(MR REBERR ~ FER ZERELREDR ) WRERTIEBRLZREA (2RKR3) - BEtx
EBRMVIRBERBENRA - EAERSAER G EWRBRCR - FYRE R P ENEBERILE
Bl - == - JARDIANCE 10 mg#1JARDIANCE 25 mg#EA 72 5lI7%0.1% ~ 0.2%7%10.1% -
WRERFELERAPTHNERERRS - ERERIEZZEE - JARDIANCE 10 mg#l
JARDIANCE 25 mg#HRIZMmA S - RERFBRERDFI16.6% - 18.4%H17.0% ° TR
BEt DB 22 R - JARDIANCE 10 mg#1JARDIANCE 25 mg#AHRISHmA D - W RB A8
ERDRNF3.2% ~ 3.6%M4.1% [FERFBABETESIR (6.5)] °

EREWH

[ENBEE T E K eGFR (&I

FIaEFJARDIANCER B A - REMBHEE S A eGFR BB - BEEEZRBRISE -
E—EUPEBNEAZBARHRNGERT - SIRIBAEEE - £ - BERINLOME

RS - MBHEEE S K eGFR BEMIBH —MA#840.1 mg/dLA:-9.0 mL/min/1.73
m? - REEIBRS - FIDAREEERE - #RI6FAIARDIANCER - 2 MEE NBE(EEE
AR EFE—ENEE

EZE

EEEEEEIEERE (LDL-C) F#

1£122)ARDIANCEAB I A - LHssEREREARER (LDL-C) HRANEERN -
HIRS - wESZRA - JARDIANCE 10 mgFIJARDIANCE 25 mgiaEaIBAF - LDL-CH AL
F12.3% * 4.6%%K16.5% [ELWEEREESE (5.1.8)] - FEEL DL-CREESAEME 2N
#/8790.3%)90.6 mg/dL -

MEEETS FF

MIRZHESREARNAREIBRE R - LRBENMEEEEPAEFFET.3% - TMJARDIANCE 10
mg#HH25 mg#Hg EH2.8% - ZFE - JARDIANCE 10 mg#1JARDIANCE 25 mg#HEA—R M
LEBRETESEBENNBASD - 25180.6% - 2.7%H3.5%M LIRS A B 45 RIS ML S #EBAE
SELRER LR

EREAR

FJARDIANCER EH R EAERPERRIVETWARRE - AREERBEEHABKRERKRE
HEBRBMS - BU—MRMSEAERESTERER iU HBEZYRE ZBENWEREG -

EEERER: B
R SEEEMRIEMMHIER(FEMEEE) - REMIMERBZE X
RERERER WEPS




Bl L e R 2 BIRE
s EL s T AR MEMKE - RERE (BINKED - EMP)

9

2k

h?:i? il

=
st

N

“JARDIANCE BZBEMIEH - B B2 - BRI R EH H MA BT EFRempagliflozintI2 R
TS

10 ZIENSM

10.1

10.2

10.3

TER%E

Empagliflozinta—f&55 _ B iR-HE i ERE (SGLT2) - SGLT2E BB KW A B #IkERE[E
RERZBEEENEZEERE - FEHAIHISGLT2 - empagliflozintl B/ Bl 288 2 85
REHNBEREIER - ERESRESEEEERINWEE - FBIIEMNRETESE -

Empagliflozin 1ol EMARRIBRIL - BINMARARE/N\ERRE ; EoERESBEEIA
- BIIDRAR DRI B A R B R - IR AR BRI T EEED -

B EIR

PR HE M

AEE B R mm AR - HE)EH—"*‘Uempagllﬂomnfé}?rﬂﬁﬁhﬁé 7 ZEM - MESHRA—
/\25 mg empagllﬂoszé WROEF 248 - BFERERE - OBt E87%789/8 ; %’i
HARAE—%®10 mg empagliflozin - EUIFi’QHFﬂﬁ%%’\J%M o/ BFE2REmKREBER(12)] - 162
=& O RE B empaglifiozin 10mg ~ 25mgMIEIIREE R - 1M S - IRIEBEH S IE0 bsjﬁ/
KI3K B2 E AR, -
RE

E—IEAHESHMERT - Mlempagliflozin 25 mgE H—ZETRER - 1924/ \KREHER
REZERFTIBNMMNBERE1XER341 mL - MEBESKERIZ135mL -

OB THE

E—IEBHSAE - LLEE REMEREISHBHRI YRS - HE30RRESHEERE—
EJDHEempaghﬂozm 25 mg * empagliflozin 200 mg ( & A EE’JSFS ) ~ moxifloxacin A&
ZHEaE - BimEA25 mg 3% 200 mgiempagliflozin - QTCERIER -

RRAIZEMHER

BN - MRS £5HBE

MEh

ERCD-1/NEFWistar A B i TR0 2 BT A B BN - EmpagliflozinZE100 »
30087700 mg/kg/B ( X BEAEREIE25 mgFiEE Y RESN72(E ) (WEIS T RS @M
MABMIBEERER | ERMEAESE - 1700 mg/kg/B ( KBEAMGEREE25 mgffiEt>
REENAME ) HEET - BAEHEENSRHRAEIEZEN - EmpagliflozinE100 -
300841000 mg/kg/A ( HHERBAREE25 mgRERL62 (2 ) MEIE T RS EMEHY
INERIRBTBEER - 71000 mg/kg/B (KSR BABKEE2S mgREBMASE ) WES
T @it BrBsNEERENERENE6 - BEEE TR EGERER/)E
BRI BIREER -

BoRE

BESMAMesHEEIZRE ST - BESML5178Y th+ /- /BB ABL AT RA B P A BRI Z 5




WEETR  ERLEREEERES - empagliflozintg A EBERRE M KFEH
{Clastegenic) -

FENFIE

55700 mg/kg/HWEIE N (EHEMIEEPAOEEREZAMAEIE25 mgay1551F

) empagliflozinERia B AR 22a0E M S IEE RENRE - ZENNEARRBEEEERTE

11 EMENBEHE

IR UT

CEH R EEE _ IRRERAETH R RN empagliflozin WEEYE N2 - AR AKEEE]
MGz BFEEEUEEHEASRENER - TOMRE - empagliflozinEB ERZER.5/)\FEEI&RSM
RERE  ZENFEE NEo o LombEE - E—AAE2ME (distribution phase ) - H_54E%
BIERVALIEHA (terminal phase ) - 410 mg empagliflozing H—RAVAER - IBEMREFIM
A TEE (AUC) ACmax? BlI%1870 nmol-h/LF1259 nmol/L - M4 F25 mg
empagliflozing H—RAaER - Al 5144740 nmol-h/LF1687 nmol/L ; TEAEEI £ E N

- empagliflozinf = SR B S1EREAB SR IELL - empagliflozintW B E e ERIZEARBZEY) B HE
SEAEL - BRERHEYH HBEREAER -

HBRRZEIEREE - BISENESHERERERA25 mg empagliflozinEFERESRRBRKRE

: AUCPRIEZI16% - MCray BEIEXI37% - IERE B ¥ empagliflozin B WENFERER HER
fRIKEE - empagliflozint] EAEBY—EERA - Mo Z=RERA -

M

KBRS EYEN NE D EET - IBEMRRERIEE D AR ( apparent steady-state volume of
distribution ) 573.8 L - 2= ZE OR[14Cl-empagliflozinia/&R % - A MIKHD AR

( partitioning ) #9%336.8% - MIFEB LS ( plasma protein binding ) %86.2% -

BEBR

IR RE Y SN N B D HET - empagliflozinBy iR IHBEBR¥Z=HE ( apparent terminal
elimination half-life ) &12.4/\f5 - O ARSRRZ ( apparent oral clearance ) RlI&10.6 L//\is
 BHRAZ—RE - £MERAUCHHE @ BEHNEERE22% - Bempagliflozin W3 =H—% -
AV

Empagliflozintl T2 EH YR ABEMBPEEZNE S ESZSNNEHDAE-BTTREER

( glucuronide ) ##4 ( 2-0O-, 3-O-LUK6-O-FEHEEE ) - SEAHYNEERES/\RREY)
HEAR2H10% ; B2t E R - E AR Pempagliflozinl FEZXH R ERBAHUGT2BT -
UGT1A3 ~ UGTTABLUKRUGT1A9 F iR IBNES'- —Wife - B i 2 B 28R 8 (uridine 5'-diphospho-
glucuronosyltransferase ) HEZIHERBE(C/ERA -

Bott

fREZHEEOR4C)-empagliflozina &% - #195.6% M ZE BRI EHE M AREE (41.2% ) SR
& (54.4% ) kR - KEBD EEFRISHNEYRBERGHE MUY HAREELZ(ERRFZE(unchanged

parent drug) - MEAFEREHM LVZEY BRI ETEEN AR B ESEWIRFE -
<R
BEINEEAE

ARAES _AEREEABSRBRE (eGFR: 602/ 7890 mL/min/1.73 m2) - ©F ( eGFR:
30%/\iR60 mL/min/1.73 m?2) - EE ( eGFR: /N30 mL/min/1.73 m2 ) BIIEERZHEALLE
HERBEMESBNEAR - empagliflozintAUCH BB B TIEEIEEMN =R E=4918% ~ 20% -



66% LI RASY ; HBRBINEIERNZEE  PEBNEAEZHEZLABRIBMESBENAEA
fempagliffozingg=m MTREAL - BESEBINGEATH ANempagliflozing s MR REERE I
AEE RS EER20% - FIREEY B HE DT Rempagliflozin B9# ORISR ZEREZeGFR T
- AMiE S REBEIBMN - 28N - ERPLURGBE AR AZER 2 empagliflozin UK FRIEHE T £
- HEZEZeGFRT MR -

BHIgEA =

ARAERE - PEESERINEAS (KIEChld-Pugh2 #B0EHIE ) BEAR - empagliflozinfy
AUCT RIEATTNEE IEE MR E E7K23% ~ 47% UK T75% » Crax 72 BIEITINEEIE B ES A
4% ~ 23%LA548% -

Fir -  SREESEANABNEE

HIREYB NEIMERER  Fik - BREEEE (BMI) EEUUEZAE (BREMANERS
BA ) #ikempagliflozinWZE B HEUHEAGFEEARAREENTE [F2RRKEGEHIEEE
(6.5)] -

BYZHIEH
Empagliflozin AE#iH « £3E{E2E R CYPAS0RIIHER - 2o et B ERIER - FEASS
empagliflozinf F Z2RH R EHBALRUGTTA3 - UGT1A8 ~ UGTTAILUKRUGT2B755 FRIENES' - — T
B-BE R EERENEREEREER - Empagliflozin FEHIIHIUGT1AT ~ UGT1A3 -
UGT1A8 ~ UGTTA9LI K UGT2B7 - RlItt - A AZEYHEZCYPAS0EIINAEELUGTT1AT ~ UGT1A3 -
UGTTA8 ~ UGTTAILIKUGT2B7 228 - Bl AFEH empagliflozinE ¥ ZZHEYELETE - F8
UGT ( BlgneErifampicinsl T EftMUGTERFEE ELFE/FR ) HikempagliflozinREEPRE
AR BTN B #2511 -
Empagliflozin&P-glycoprotein ( P-gp ) MURFENRMER (BCRP ) ZRE - R AERE A
?[I]”rﬁJJ: RHFHEEEE R ( efflux transporter ) - BBINEN R B FRERBER - empagliflozin AKX T]
BP-gpRBHREYEERRGIERA ; Empaglrflozrn%)\ﬁﬁ”&uﬁﬁﬁﬁE ( uptake
transporter) OAT3 - OATP1B1L/USQOATP1B32"“ ( REOAT1EAOCT2 ) - BRAREREMEEEE
Zempagliflozin A EHHIE Lt ABRRINEEER - AL - fTRANEYIRE HREESS
28 - Al AfaHempagliflozin® %J‘L BEYISRTOUTE -

A EY X G EAFE

aERESHEEURSE _BERERA ( BEES Ahydrochlorothiazide M K torasemide ) F - ##
s A FAmetformin - glimepiride + pioglitazone - sitagliptin * linagliptin - warfarin -
verapamil ~ ramiprilll &simvastatin - empagliflozinfZ4 & H 2SR ( RE1) - TEBINEE
BHZEEDR - Llempagliflozinff FlprobenecidE i fk P empagliflozinBEtt £ FfE30% - B4
SHR24/NSHRIESOH EEREIFE - HRBINBEAZTHRAMS @ LLEIRAROBERBEMIIAR -

1 BEEMHEmMpagliflozinZZ e NBRE - DI FIIAUCECax ZEEERI0%IEE
EERR[EEBHENTK100% (80% -125%) ]



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 relative to empagiifiozin 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% ) ]



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— B bR fos s A B [T #EE 470 )

E{-_tﬁuuf“aitu%MEPiﬁJARDIANCE%?%E?%DX&@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




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

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
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1
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1
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1
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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




)
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 -




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




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 -

A IR RS

papslE=]

A~ BINEEA

)

-TI]

22 R

s745JARDIANCE 10 mg25




mgffAlinagliptin 5 mgEE Rl A D ERRKHBENRZEMY -

A metformin(Z/01500 mg/R) A ZEEHIRBRNE _BERERERBRA - K2BNEEZ /W E

NEI 738 A EEHIRBEBHDATCEET7%M10.5% 2 BHmA - M1:1:1:1:1 B ECBIBE# 73 B

E5HE AEENE D —4 : JARDIANCE 10 mgak25 mg - linagliptin 5 mg - Sklinagliptin 5
mg#ZJARDIANCE 10 mgsk25 mg#E I EEH EE 5 It -

5224781 - JARDIANCE 10 mg/HE,25 mg/H#f Alinagliptin 5 mg/BHiEEAR - BRI ERIK D

BERAE - EHbATC ( pfE<0.0001 ) FIFPG ( pfE<0.001 ) 9B MET LEZERILZE - Hlinagliptin 5

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

HREEM O ERMEt EBENW T MREJARDIANCEE A - BERIEMT TBEER -

AT M8 B 4 Glimepirideff FiMetformin 7 $ B8 L8R M BT 55

#ETA 1545 B&metforminiaFE B A X S ZHRIESE iR RHA S B IR G

JARDIANCE Z B Eglimepiride #1815 -

#e2i88 N\ HiE ME s AEBHbATC/TIR7H10% 2 BRI % A S BE 75 Aglimepiride #H5K

JARDIANCE 25 mg#H¥#ETIAE -

2552780F - JARDIANCE 25 mg#iglimepiride&BEEHbA1CFIFPG B ( R&R10 - E4 ) -

JARDIANCE 25 mg#iglimepiride# BT R A/NR R E EROEEIIRIEZE0.3%HTRRIFS M IR E
> GlimepirideMEHFIIBES 2.7 mg - MEEBENE A ZERE/8 mg/H -

& 10 #ERMetforminZEZ1ZEHR 15 2% At JARDIANCESL i B GlimepiridefE & /A B ZEM Y
it IRl RS SB 52 1B I AV EEBRAE R

JARDIANCE 25 mg + Metfo | Glimepiride + Metfor

rmin min

N=765 N=780
HbA1c (%)
R (F¥19E) 79 79
BEERE 2 FAREFI9E) -0.7 -0.7
Bgli iri =5 (EEBYIE
%Sg;rréle)pmdeZF (FAEEB¥I9E) (9 0,075 (-0.15, 0.01) 3

FPG (mg/dL)d

B (F19E) 150 150
BHEEMEZEE RBEETIIE) -19 -9

Bglimepiride Z =2 (A& F191E) -11 --

=]

EHERI9E (kg) 82.5 83

BEEIE SR O RERTIHE) -3.9 2.0

Blglimepiride 7 =2 (AZ%EF9E) (9 -5.9¢(-6.3, -5.5) --




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 ) -



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)

iRE

EELTI9ME (kg) 78 79 78

BHEERMEZE(ER/DEL( -2.0 -1.8 0.6




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




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




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



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

BENFEBIHELRZD
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 -

EEEBNEAZHBATLE - HbATCHFPGRIZED HTEERJARDIANCE 25 mgRY/a B MR 2 % B
ZENIFEER [FERBERER) - ARAE Q)UAEREEEREIR (6.7)] °

s
/LJ\J]]]. pL\ iR A

EMPA-REG OUTCOMEpit% H—IEZHL - BE O EERFITARERE  SEHHES
IR IE M O MEB ERNE R #E)TJTV\ I:IJEXEE.empagllﬂomn,Li;tFJ"*‘J,/J\\BHE"#EJ?F&@HE
SAERIE(EM O MEERNZERERE - BEAABNEAAROMESHMACE)RLERR - £
SRR 2 BHAR - FRNIBREEYEERIEE - 2%  AlokEABERFANHE - BT
PRIFE MBI R I ER B A TR E - MRREEOIKIBELERNEERER IR ABESHE -
KA BHF70202E A ESAE (empagliflozin 10 mg = 2345; empagliflozin 25 mg = 2342; &
Bl= 2333) P AIEIAR3.1FEREN - RAT2%ZABEHBEEA ~ 22%RiMA ~ 5%HEA -
FHFERB635 - BHLALT72% -

AR EERMETA R BERE AR RE E R EARIESI(HbATc27%) - EEBHHbATCFIIES
8.1% - MBS7%MZHECBEEMERFEBA10F - TIIRAERT - 2AIAA31% ~ 22%H20%H =
AEMEBRERARSSEHLRE %EZHHEF%E—E%FMEE - eGFRFERT74 mL/min/1.73
me - BEZE . BAES—TE(~30%) AW BSE(~70%) NI ERBEYEE - BiEmetformin
(74%) ~ IREE(48%) ~ T=ft R ZEAZEY)(43%)
BEEMRMARASARZHEBIGHRECH O MEER - B —T&(82%)32%1E(18%) U &R
BB EBIRZESE(76%) ~ PE(23%) 3 EEEAKER(21%) - TEEERF W AEEFITER136
mmHg ~ &FREFIHER76 mmHg ~ BZEAEER(LDL)FI9ER86 mg/dL - EEEREER
(HDL)¥191E %44 mg/dL - MERETBES-NBEELLEUACR)IFIIERT75 mg/g - EEERRL
BRI%MABEZER-MBRMBRLZRIDEIE - 65%H= LB HET - 43% 2 FIKRE -
TT%EZ T TEREEY) - 86% 241 M/ MR (K ER 7 AP HTULER) A 5

EMPA-REG OUTCOMEEfC»%ﬁE’\JIEEWE%ET%Z%:::E—A?&‘EEj@FE/L\HM%#(MACE)E’JH%F‘& - BX
AROHESHNERRBEOMERAFL TN BEFERBEOMNEEMNEIER M EPE - Kt DH



STEEFRICIEARE10825 moEIEEH 2T - SETRSCRIARERERE.3 - ERCoxtbhlEMRE
g e B AARDES G 2Bk (hazard ratio) ERIASH - DIRERRAAS Y - RIBELEE
RNAELISF LB - ERD BRERBREFZERENS —BER -
JARDIANCEe]FAEREERZELOMERRIET  FERm/ O EELIFBmE P E 2 ERGR S

TEAFAYEPRHR ¢ 0.86 ; 95%Cl : 0.74, 0.99) - ILa B REHBER 7 Bt ZEempagliflozin#l 2 %5

D ELCERABRZEREMMBHR : 0.62 ; 95%Cl : 0.49,0.77) - IR an 4O EZEFIER @
Mo ERERAEEZE (2RR15LUIKRESHEG ) - 10 mgHl25 mg empagliflozinZl £ 4B &R RY 45

REMBIEHSHOGER— -

F15 FESZSTGISEEER KD IEEEENR
- empafglifl *H%’ﬁﬁfjﬁ@“ﬂﬁ’\]
ozin | g
N=2333 N=4687 (95% Cl)
OIMERRAIET  SERGONBESIEN PR 2457
sepm 282 (12. | 490 (10. 0.86 (0.74, 0.9
B 1%) 5%) 9)
(EEREBEEWRER)P
o 121 (5. 0.87(0.70,1.0
it N C %
FER T EZE 2%) 213 (4.5%) 9
60 (2. 1.24 (092, 1.6
= C o,
FER P E 6%) 150 (3.2%) 7
OVIEREIETC 1:2/()5' 172 (3.7%) 0.62 (07')49’ 07

ERABBENNE (ERED—HEBEMHNZHE )
bigitpld (&R ) 50.04
CEHBH

B> EREAFROMESHNRRRERMGFE



204

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

20

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

MOMERESETMES - empagliflozin i RS EEEA DR EERBE FEHEN— - 8i5eGFRS
30FEH45 mL/min/1.73 m2f05% A (Jardiance’a B #3818 - RIEI189%T) -

FEUCFRER D » 99.2%H R E BB T EIREER - EEMPA-REG OUTCOMERLERH#AME - 4B FHACER
A63PISETEA - BLEFTEAIATAWER ONERRLT - FFOMERESETEGDVES - BiA
B 7 BRI AR (B empagliflozin JAEE/2.1% - ERLZEEAEER2.4%) °

BT
13.1 8%

2-10008gALU-PVCEsSEE % -
13.2 A

3%



14

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 BEANEANRLRFSHRE PEOMEN - BIEMEL R EF - S0l RITRIEE) -
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
FR[EEREROERSIR(G.14)] -

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