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11 #HEFRLE
HJHIARDIANCE ¥ 42344 A 10 mg empaglifiozin % # ek -

JARDIANCE % o B 21 # 4 + 4% empagliflozin * &5+ e) ¥ =20 40- 4] MLl (sodium-
glucose co-transporter 2 + SGLT2) #p4] & -

Empagliflozin#} 1t % % #% A D-Glucitol,1,5-anhydro-1-C-[4-chloro-3-[[4-[[(35)-teirahydro-3-
furanyljoxy]phenyl]methyi]phenyl]-, (1) -

E 5 FRECHHACIO: » 5 F ¥ 545091 » A4 ¢
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Empagliflozin4 & & 28 & « ARRARSEENK > AACENEBIK - XN T - DN

Fo T By~ TERNS0%M LHEAER  LERERENTR -

1.2 MR

k3L (Lactose Monohydrate ) - # S8 ¢ % (microcrystalline cellulose) ~ 3 & Rk 4 (

hydroxypropy! cellulose ) ~ % i # F i 4 K 49 (croscarmellose sodium) ~ BB — F b5 (

colloidal silicon dioxide) A% % A5&t4% (magnesium stearate)  $boh + BRFEH T 7 BIERAS
D3R Faisek (hypromellose) ~ =i 4bék(titanium dioxide) ~ i§ % #r(talc) ~ B2 =% (

polyethylene glycol ) M & #% %164 (yellow ferric oxide) -
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JARDIANCE (empagliflozin) 10 mgsk #] &3 % & - N - d@ P £ Oie Bk toey Bl - b
—@RE TS10, Fi#k» H— BRREFE BRI HE -
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AREF=ABER B CH o fR e s AR AR » JARDIANCE S B fa 4
2.2 R
JARDIANCER # &2 #) SRRE #(NYHA) R R Z F R SR AB R FH A
1§ 1500 do B 76w Fo o R SBAE R R o
R TE T 435838 £ (cGFR) T /& -
[o8 3 M 4 3488 FHH(12)] -

23 EA LHRe

JARDIANCER R AN — B ABm R A - LT 38wl Rm AR T EG AR FRAMEER
EEFEF (5.L1)] -

# 7 eGFRASA30 mL/min/1.73 m?¢y B =R B AR A + R B4E A JARDIANCEX 4 & 6 #32
%) o 4RI 4E A M 4] » JARDIANCEZE b4 L F 7T 66 SR 2 ©
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3.1.1 M#%#E AR JARDIANCE Z 3

HAE M4 E AJARDIANCE S B AT 6 B PR &AL R 0F» BT H G (S LN FER L2 T
(5.1.2)] »

HUMA T LAY R A+ HEIRFJARDIANCERT Susfit s — Ik [ AN $E 82 B F
(5.1.2) » #3443 BF B FHF (6.7)] <

3.1.2 B =AMk

JARDIANCE T B 3% 1& R 75 5T ftmeiformin - metforminfi# A sulfonylurea ~ pioglitazone(4i B 2, 7 ## A
metformin) ~ & & F(#t A A0 A metformin &/ sulfonylurea) 44 A » 15 & M Aot g Rode $1 &R
2 eyt B o M A E R A AOR B A 6 S BB R » JARDIANCE ¢y # B A EX
FrE—k - HR10mg TRRY—LBA » FTEPRA - Fat2H RFRT ik —F o) ol
* THHERAZ 25mg -

313 SREESS

JARDIANCE ¢yt ik #| EABR T L—K BR10mg > TRAW—LRA  TTEBRA - (#2
MEERABEH (12)]) -
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g BE )X
o RIS
o R_AMEAAALRACHERSEFHABRGBA O BIRAN 0T F4F
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B# # R JARDIANCE -
o5 il 3%
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B o ke 86 MR E
e¢GFR = 20 mL/min/1.73m? HTFTREMNE
eGFR < 20 mL/min/1.73m? R AER
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51 REGEEEN
5.1.1 M+ ¥
WA AENERE - H i (SGLT2) ### (.4JARDIANCE) #3 — M fo i =R
BEFRRABITERNRRAE L THERS  HEANBRPEORN BA-MRE - B TLGR
LRRBERSHEGER - ERIJARDIANCES A Y HRLFR FERLARY - AUE—TE
B ABTTR M S BB MR o AR A A R A B ESGLT240 # R6 Bt 95 A
s R P &R i o JARDIANCERERA N B R —DBABRBA (LY EE£02)] -
#%JARDIANCES ey m A RAE B R EXERMHEE FHFAMEPER KL LoBEES S 39
B R B A P& BARE aB R AR 250 mg/dL » 797 58 £ JARDIANCE#S il &8 & ¢
#F o RAMEsTE - BEMAIARDIANCE » #4658 AR » 3B Bp AT 6 o (5 B8R T
#5 > TREESLTFREF - KyLH s Kb -

HELTHEREMT  AEARAE-VBARRAT  FARPHHANE PHABY LR
WTXOPEEH  EREMARAGGBERERN —BELASNE TSN IRY B EE (8%
BA250mg/dL) o HAMBFHREIERTSPAREHE AW PHEZ LN > G589 Bebk
SR RH R ARFRER c LA EEEDBEAT KB RBARIELEM T ENE
KA BRHFBERESE - AR ES  BERBR D - FH - THEEHRE TR R B ER
(Bldo & —HWAB R - R X XK F IR L) » UEBE -

B¥4% I JARDIANCERT » s A ¥ KA AR LT THER G HF AN T ENE K > QIETRRS)
ALE AR F AR - A ERINRP] - AREVE - 5 ARITRE F40% > FANEATES Z X688
1 RIARDIANCE - [3# £ M A st WIB 3 MR R ¥ 8y 2 454 (102, 11)] » H C Ao 8 TR £ 88k
FPEGAIBERELT (FrB AR EANREMER) S EENAKYE - LYIHER
JARDIANCE ° & #74# B JARDIANCE AT A Ak 323 5 8A4% P F o) AR B K S8k - A R AP
B P Foh B R SRR ¢ B AR L sk K eE - B4 42 MIARDIANCEE 2 Pt 8 -

512 ax &y

JARDIANCETT 7| &% i § N ZHUK D A 05 M4k B3 05 K o) 1R B R o 7 ALEE BF & 12 0% 1) 0 R L/ 5 R AT
FREMB.2)] > EHiE4R 4% % A4 LSGLT24n 4 # &4 JARDIANCE®) & — BB A B H A HRESM TR
B, FERALEEKRREN - FNET 26/ AGFRAEA 60 mUmin/1.73 m?), &keimA. XE
LRAZAABGBATEREEMRE TV RB B REHMMm o BARY Lili—10R 51845005 « £
#JARDIANCE: 6 £ 2 1 » Sirs Mk B AT 45 R B F8 D WmA + BM4JARDIANCE % # 237 » #%
FHEE WS o BIWIARDIANCE St 274 » W BR B B XD 2B R A B KRR F A -

SAI EBM A REIFX

1 B SGLT24p 41 &) ( .4 JARDIANCE) &y A S ME LR Es Rl R (AHEABRAERTE
HEROFIF L) ¢yEHl o SGLT2HH B a6 R &0 RER RGRAK - WIPEHAZLETH
AR AR R AR ERLBGIIRT ISR [FFHRRRE (8)] -

5.0.4 B R 0 S B R 5 5 e R BB A e

BB K SR 8 A st B O Ao 88T 4 51 AR bk < JARDIANCE i & %48 5o B (fdo o ok
BAFEHRY) RO FHAR  KaBLRBRRE (FLUFRRE B2)] Ak @
JARDIANCE 4 Fl 8% » THAWER S FAL st T R B KA » DU B & R g 0l R -

5.1.5 frEASRIEE A B X (R R A KAL)

TR HME (AR ARIA) L — TR ERTETHEEALSORALRE F2RET
#iiak o A LSCLT2H fIRI(2 45 RyE) 2 BAFRMAT » SR & HIRALHM LG F R EH
FETMATMEE A RPREFLATRER - S RFHHLRT -
HRBZEPRE R A HREAE LR E AR B R RHREFERR LSBTl
A ERRPERTHEMAEGEL - oA WE  BLip ARt FRITER o F L&

THATFHFA 0 R EHE  FEA R R 0 BREQE 6B SRS -

516 AABMEL R
JARDIANCETTH ¢ R S A M BMBAB LB LR [FRYFRKM (8.2)] - B HH 12 LML
AEMBERLEALHBA  FERBHOBREEEAAZHERE - FRBEF X BTERNRER -

517 BEEMK

AJARDIANCE L i R 8k ¥ » $ AR EBMAR (HloaFHAHE) HRHRE - L RFLE
#UR B 345 LIARDIANCE © wBpi RAR R M MA6R RN E 2 A0k RH % -
JARDIANCE # F # #empagliflozin %JARDIANCE # {47 81 % @R B[ f M # G (4)]

518 BEARESMEMN (LDL-C) L4t
1% MIARDIANCES ¥] fe 4 £ LDL-C LS9 8 [ A M A RAM (8.2)) « HRBEH KLITEAK
o

6. AR EFR

61 M3

S E

HRYYHAREHETARRATRBE  BAERERERER =2 WA B = 2 43k AIARDIANCE
< B AR B4/t AJARDIANCE#) B4 BkbiE b » b B3 & B it § X o X s i A R
BzMAZRAAMME - BRI REN A TERSSRFoM LS AEAR - [FRERYE]
ESMEMR P ¢ EAAERARE Sk A B = 26 K R WS T B %6 A empagliflozin®f - ¥R,
RIAREMEIL  WARABERNECEAHRIINRTAENTIOT NEWRK [ALFH -
HNREAT Qi B A Hikm LHbAlc>TH MR A AL EREAARBGH T FARREH A
£6%-10% * M AeHDAIC >10694bhss A + B 5 R ik £520%-25% - BATEBOMAE H R AR S £
Joo LEAB—MHEBABALEHHEPESNT > BRLEAARKRBALHF RARBHESNE
2%-4%9115%-20% °

L2E S 4

AR MR SRR e R R RN SRR R R o e A SRR
wmEb g~ FRATE - BFRAA - FANR SRS ESRR o BRAALF RO RERLTRE
BABEEAAREN - AL - ERERMAR GRS -

B

#140 F A1

HERBMEGERBF » A HEBB2IRPND2DMHE > 241 100 30K100 mgkgey A HE A
4 FempagliflozinZ $ 90X &k + 12100 mg/kgsh & B # & T RMAUCHH K » e ¥R AERH &
25mgH134)  EREHFREDMMOURT N EFRTEMRAS - A28 A BIRABHERE
CAAMBEH LA R c BUERALXRABTRET UM ENARTRE T &% =Rt §
ZEIEENRMEH L -

K8 Fo - F 6 AR RS B6 SLAE B 3R BA T » empagliflozin f48 &% AR E T AR — F 1) &5 05056
A o 2R &H300 mg/kged B B A E GRRAUCH I » 53048 ¥R A R E25 mga48 128 45)
TAUBTERFRYE - A BARABHERMESZETT  2ERAT0mekewy HEHE (¥
AR REBRE E25 mga 15448 ) » B LB F R M R E e o EXR T 1 empaglifiozin & ¥ &
Re MR 5 B 52 @B o % TR A 8 syempagliflozin®] § (700 mp/kgay & B /IE - A ERRABR
#E25 mgeh 13948 ) FIIHHMAI THM -

AWK R 60 A WTFo AU R MR P 0 @ Fempaglifiozinid 3% %100 mp/kpsh & 8 M F (L8 ERR




REERH B2S met[648) » AEMRBOAMISIER E L2205 (Bi45) AL BiALLERE
Poo AR KERI0 mgkgtt B AR ET (485N RALAHE25 mgdis) » TRMEHF
KO R o

62 ®IL

BRGE

WA JARDIANCEA T § A AMA I AR L PN F LB LRI 2 B AFTHE > BaTtaMes Fa4t
# & - Empagliflozin® 256213 3L F K 9L M/ 2L FH - AW ABE MR £ T e 442

FREMARURGEFTERIGHIDES) BILBF FPHABERTEANRBRLE -

B AJARDIANCET e #1  SA Lwy sLie i € A R R B » 4 cmpagliflozin™ e 4 th £ % §

B > MErom A RERLBIMNER -

E#H

LERBERIBRHAARL TEME MBI 2% KA LA F 74 shempaglifloziniR B 48 o £ X &
Uit MY BRI P A0.634 - SHEP > WB M RE2E24.) R % AN
o SLit M P MR R LT A R RASH A R B8/ 0F  BisRempaglifiozing ¥ KA H -
4 KRB E pempagliflozind} + 8L R BRI E T ¥ TR KRR (T EH B NFHE)

64 IR
JARDIANCER # /% A S5 R0 20 A ol o A AF#E 3 »

65 HEA

Je St B AR R A BRI R R P i F2721 (32%) & 424 JARDIANCEG # & % A 5%
658 ~ 491 (6%) £ TSR - AMIARDIANCEL st R0 £ £5% A ¥ ol sR1& [FR Y
HRBEELEEFF 6.7)] - UNERTSROBRARET » WRETRVARNT RS S # 4 RELR
A ~ JARDIANCE 10 mg#f+JARDIANCE 25 mg#a M 4 5] %2.1% ~ 2.3%#$04.4% - N EHT5R %
ARE bR R B A R 5 8 £ % 4 # - JARDIANCE 10 mg#»JARDIANCE 25 mg#g
NegmAT > 25 B10.5%  15.7%F015.1% [ R M FFEREFEFR (51.0) XEFRAM 82)] -
JEEMPEROR-Reducedifs & + & F 8 th - % Bk ah SR BB A T £55658,5 £1188.% (64%)
#EMPEROR-Prescrved i3 & » S E4 R R E e SRR AT > £ 6584 32402 % (80%) -
EERRAREE T - BAMEL10E LIARDIANCES & » 22 M BB M N £ %65 R £ R ABOSRE
AL -

6.6 MR
JARDIANCET R BT h R 2 A [5F AT M40 85 4 432 (1] -

6.7 BHERSE

A F At KR b B R (M B 4KIBE E30E . 90 mL/min/1.73 m?)5 AT iiTe)
JARDIANCE e 435 #l &) 0 M B E 2B VI PR LS [HLMELRAREH (12)] - IR
1954 # HJARDIANCE & % A £ 4 -7 605u90 mL/min/1.73 m* 2 & A F 4GB £ - 9184 R
JARDIANCE#; 7% A B 74454060 mL/min/1.73 m>Z Ml & B 4 HRE £ MITEmARF IR
304245 mL/min/1.73 m’z B 49 /& B 44 3K i858 & - JARDIANCE 25 mgad % bbbk 3 R K6 ¥ 5%

RN AR R B Aok TR R AR R AR ok R % P 0 18198 B4 E7A60

mL/min/1.73 m22 Hi4& B 43038 38 & 2 B o4k B1bsm A1 S JARDIANCE » shkRt e o o 40 56 R

P fLAQ BN kBt — B [ R MBS KB FH(12)] -

BB AR BME T > H MACGFRE 7 % %720 mL/min/1.73 m?e0 & 4 5% 8 A E ¥ ¢ S Bk 5855 A
(R ES A LR (12)) » Hibskm ARSA T #ATH T - eGPRAEN20 mL/min/1.73 m? 8y 5% A

ZERHE BATHAERBHBEN -

FEJARDIANCE % % it 82 2 M B AR 3B 7+ k89 AcGFRIE 20 mL/min/1.73 m?&9 % A = JARDIANCE
ERANEIAELERORA (FFUEE£))

Rt BACMMEG - B R e MATERD T RRE » LB FE al i ta b R RR ey
P A EME R AR BRI AR YRR EFHGL2)] -
JARDIANCE # & o 45 %] B Fi 150 o 4 45 » %% Ao eGFRAGH 30 mL/min/1.73 m?8% » R
B e

il I
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:Eﬁi'

7 RIZHAR
#2 WIARDIANCEES & t 48 I ¢ % AAE B
S|
ERAR LMW | Empagliflozin SAUZE MR ik AR B R MM THREGRABRE TR 0
T fEdE o
RE £ M HIJARDIANCE G # 237 » itk ERFAHE - HERA D RA > WM
JARDIANCE: 48 2 #f - #h 4§ IEsotf 15 - M4JARDIANCE S # 2 4% + B s
bz iy fAERABRE HE -
Bk SRR
EEAR L&y R | JARDIANCESR AR % K 30 8 K48 54 H (ol ko i B R KRBT 439 vk B iy
Bk AR -
AE JARDIANCE & #y % 4% 205k 9 5 (1) o ol ML AR SR 08 A0) S & Ko OF FA 8% <7 A JA TSR AR
LR EL YR Sk SR VR TE )Y
B W) B R A
BE AR E R | SGLT24p 4] 4 R ho bk # M M pE i h & @k P M) SR Z LM -
' % 1EF SGLT2 Hp#)AI89m A » A @UMARRIE T 8 B B 3T 4] - AR F L

A1) o R 1% 4]

T4 1. 5-anhydroglucitol (1.5-AG) 547

Ee A EMME |49 M SGLT2 Mg Hm A » 1.5-AG @y B AR s hl it LR T -

AE AR 1,5-AG 247 B b 4] o S Tk B R B i 4] -

:1']

AR B BE | £ HSGLT2 #p#) #) & Sempagliflozinty 5 A+ £ AL B T4 & 8 8 T Mk I 42 B § 5% o -
4 de FR T 48 8D )RR RAK -

AR A2 ¥k Mempagliflozin X v 453 9% » B RSAK A E N ok ¥ eI BIRE o FHARS

EMIAER AR BE RN P oy BiRE o

8 RHEA/RARRME

81 AREEARRN
TRXRAZERNEEETWAH THERRRRBIRR B RS
o MMVE [HLAMFERLEFH (5.1.1)]

| ey

El « masdss #rnERE2 8 8F (5.1]
ﬂ o AUHMLERFIFE [HRANEELLEFF (5.13)]
o AR By FAR 5 sty KB A W Rl [ RN FEREEFH (5.14)
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o AABMARR (PN EFERLEFA (5.1.0)]
o BHEM [HFUFERLEFH (5.1.7)]
o WBERAEEZSHEES (LDLC) LA [HRYFHREBZFF (5.1.8)]

82 BEABRRLE

HNERRBALEZEREGRA TR BAL RSB RRRFAREI O R RREF
EE L RERER —HBEYHBEEARKRPANBHARARRBREREFLR  TRERBERE
KK P BLER -

FERATES R R P A F A B Am R CMEE K AL & # JARDIANCE #51f F 473045 -
JARDIANCE ¢y %M e BREMRRAB T > AR IR -2 -

SR RO R R AR N B e B R AR

I PAR A H4R24F 2 WH W R AR BB ABRA AL & EARS RO HAH
B2z 188 IR s R - JARDIANCEAR K F1IRRR 7L ER/BREER £ 7 SR RMAE
HWBIREER [#PMERABRFTH (12)] -

& S R4 R B B 1976 % %5 ASHARDIANCE ) R B 488 » A B A A #2318 « 5 AR SR KA
(N=995) ~ JARDIANCE 10 mg (N=999) XJARDIANCE 25 mg (N=977) %8 —R&4& * ¥k
B PHERB56K 0 BFI%AIBTSR - HRBPBBEY (55%) AFMH  4%haA - 50%4 T
MA3NARARESLRA - RENAST%EFAGSEHBARR L+ X BRI
Wit s % (HbAlc) %58% - RER + BAVABAAZ o THEENFHOEBRAAT AR
(7%) ~ Asmm® (8%) Hivsem¥ (16%) - FN%IBRALEHEEERBEFARLE
9%t mAL T REHERS (FHRSE4KIBE R 586.8 mL/min/].73 m?) o

&3 BT AIARDIANCER M H A E R RARAE (R4 fnid) - SRR RMER KL
3 RA4 ~ Z£TARDIANCE#2 73 thig &£ B H N L M ¥ @ - @ B A£JARDIANCE 10 mg#.25 mgéa i 44
EREDREN2% -

% 3 EMRERHBGIARDIANCE BBk KA GRS BA KRS ¥ + £JARDIANCE &%
£822% 0 AEMHERHEGTRAA

FRAE®E FEN (%) JARDIANCE 10 mg(%) | JARDIANCE 25 mg (%)
N=995 N=999 N=977
Al A " 7.6 9.3 7.6
otk BN AR 1.5 5.4 6.4
b 3.8 31 4.0
HE S L0 3.4 3.2
VY 1 34 3.9 2.9
W & 22 24 23
L M - 0.4 31 16
s | 1.4 23 1 T

"I AIL X R LR B 046 (EARRMN) R - AR R WA - BB X -
PRRAMSEHARROETHRRAS MRS ERMBRR MRS - R X PRAEEAKES  EABRE 4
ABAKEA  EABRALR  AMRAERR - ARRUER - FERX - AASAURARS - o FHEE X < 3
HEHwed A mm eyl LREAREL DB 1 UM (N=481) - JARDIANCE 10 mg (N=443) -
JARDIANCE 25 mg (N=420) -

RIARL R REABMA » &48 (LRRR) © S5 - AP RM; -

AMAEABHAERNALTARRARL  BHEAE - BFX - AABRANAS  AALABEN - SHABAL -
TR YRR RIS mN e FHELRE ABELSE  RUAM (N=514) ~ JARDIANCE 10 wg (
N=556) - JARDIANCE 25 mg (N=557) -«

0B (845 BE) £RAH - JARDIANCE 10 mgfnJARDIANCE 25 mg#a p3 & il 4k bt 4 9 3] 0%

5

1L 7% Au1.5%

L o8 8 &5

JARDIANCE# 3| A8 Ak » M BB TR EETHY » URBATESVHNARRRE - RE
EARENHABARBOMEREBT  BATERVAMARER (v (BR) 2B THE K
WRTH MK KRR Eho% - EEMEBRoREER) £X8H - JARDIANCE 10 mgis
JARDIANCE 25 mgéa M &) i§ 4 tefs) 5% £0.3% > 0.5%#003% - £ RAH LENEFTRD RBROHAT
» JARDIANCE 7T 4% 3 16 fo B 45 4 B b LA [ R M B AR BHLEFHGS ~6.7)]

FESRIY po

i B R R B PR R SR 6 M BRRAT  HEAk S (W B Bk AR RRAR) R RRBERL
£JARDIANCE@E & ¥iAa (£3) - A AT > RAAERKR - JARDIANCE 10 mgfa
JARDIANCE 25 mg#a P9 & i 48 tb45) 2 50 £0.4% ~ 0.3%4v0.8% -

ENRFDEFE
& FJARDIANCE 42 & o i MLBE BT 36 IR TAFE B 4K BIE R ($R4A4) - BEBHEAFEF Y
ATHBA FHERAATHRILE (FRLEAL) [HLUHREFHELEER (6567)] -

—~BERCaFEERRT  ATESAAREITHARGENTHEFALRL > ETHRXB AR
M empagliflozinff i & B o Fe #y ) s BILH B iEprie MR R -

£ 4 EORUEEEANNRRRORERERTHRF UMY ¢ oAIMEF T T HKER
£ (cGFR) " 3 R 8 i 91t

2418 % B0 ] 8RB &) e Ak BLAE
Exo L] JARDIANCE 10 mg | JARDIANCE 25 mg
N 825 830 822
BREIE HLELEF (mg/dL) 0.84 0.85 0.85
eGFR (ml./min/.73 m?) 87.3 87.1 87.8
N 771 797 783
1238 05 ) 48 1L WLAKAF (mg/dL) 0.00 0.02 0.01
¢GFR. (mL/min/1.73 m?) -0.3 1.3 1.4
N 708 769 754
2438 W o 91 MLER&F (mg/dL) 0.00 0,01 0.01
eGFR (ml/min/1.73 m?) -0.3 -0.6 1.4
PRERAETL"
&N JARDIANCE 25 mg
N 187 - 187
E3 3 RS ] LAk A (mg/dL) 1.49 - 1.46
eGFR (mL/min/1.73 m?) 44.3 - 45.4
N 176 = 179
1238 W oy 16 Lak AT (mg/dL) 0.01 - 0.12
eGFR (mL/min/[ .73 m?) 0.1 - -3.8
N 170 - 171
243058y B 1L MUk EF (mg/dL) 0.01 = 0.10
¢GFR (ml/min/1.73 m*) 0.2 - -3.2
N 164 = 162
52ig B WL HLEELEF (me/dL) 0.02 - 0.11
¢GFR (mL/min/1,73 m?) -0.3 - 2.8
N 98 = 103
Gt ALY | JUBEST (mg/dL) 0.03 - 0.02
eGFR (ml./min/1.73 m?%)} 0.16 = 1.48

e 3648 1 B N = 4




TSR A R T v eGER ZI0fe<60 mL/min/ 1,73 w74 — 00 4 & A

kbR k438

R 1F

bR (RBRRED) SIIRNKS - JARDIANCER B & & Ak 8% K HR 60 A 05 0 18
L DE LS X

A 5 BUREEAN MR P M R E e L R

LR T3 8N JARDIANCE. 10 mg JARDIANCE 25 mg |
( 243&) (n=229) (u=224) (n=223)

mat (%) 0.4 0.4 04 _
BE (%) 0 0 0

JMetformindf A SRR + Metformin JARDIANCE 10 mg + JARDIANCE 25 mg +
(241) (n=206) Metformin Metformin

(n=217) (n=214)

(%) 0.5 1.8 1.4

EE (%) 0 0 0

MMetformin + BN JARDIANCE 10 mg + JARDIANCE 25 mg +
A EMKB R (n=225) Metlormin + StalZ K MM % | Metformin + o MR A 8 R 3
(2438) (n=224) (0=217)

nm (%) 8.4 16.1 1.5

BE (%) 0 0 0

M Pioglitazone +/- LT 1] JARDIANCE 10 mg + JARDIANCE 25 mg +
Metformingt A (n=1658) Pioglitazone +/- Metformin Ploglitazone +/- Metformin

244) (n=165) (n=168)

an (%) 18 12 N 24

RE (%) 0 0 0

R B K- BN JARDIANCE 10 mg JARDIANCE 25 mg

Metforminif B ( (n=170) (0=169) (n=155)

1814¢)

wmaH (%) 20.6 19.5 28.4

KE (%) 0 0 1.3

AMDUA & ¥+~ ZHR JARDIANCE 10 mg JARDIANCE 25 mg

Metformingt A ( (n=188) (0=186) (n=189)

18:47)

" (%) 37.2 39.8 413

KE (%) 0.5 0.5 0.5

AR e A e B A e W) B AR A S 70 me/dL
PRI AR (Rl B T)

ckiamm (WRLED - N RWYHA)

AfAn o | 800 56 A PR T A & ke A &

LAEMEH R

LR EEREMBY MR R ARG LA BRER L (AR  BERR 4
ABRERE AR ES%ER  RANE X)) #95 4 %2 UIARDIANCES# 4 & 1 42 B #56 %
o MM EE LR - JARDIANCE 10 mgfJARDIANCE 25 mg#a &) 5 AP 2 %] £0.9% -+ 4.1%
F93.7% » B A SRR MR R SR 0 AL RABERE T B0% £ XIARDIANCE 105
25 mgis M E T 50.2% o

iﬁ%ﬁﬁ&%&#l&ﬁ/&?%%i$%»%r& (%Jﬁu)

— S — -—

4% 2 JARDIANCE 10 mg (46#°0.1% ) wJARDIANCE 25 mg (0.1%) 4% BHm AT » &4 e
HEERNELRURERAE (%) -

R AR S R U RS AR AR ¢ 4 S UIRBAT C A4 RJARDIANCENS R A AT » bR A # (do
AR RERZEAEARBRE) MEERDHNEAEE (FAKI) - A RMENR
AeARE R ER R A  FHRBHEREGESRER Y o Bt kERCE® PRSI  £R
A3 #) ~ JARDIANCE 10 mg#vJARDIANCE 25 mg#a /5 5 51 40.1% ~ 0.2%%00.1% -

AR BEATHRARRE - LRMMRSEELKH - JARDIANCE 10 mgfo
JARDIANCE 25 mgiféh e A b » b Skl gk 3 a4 £ 5 0% A16.6% ~ 18.4%Av 17.0% - LA 4
2 EETHH - JARDIANCE 10 mg#eJ ARDIANCE 25 mgéa sy Bitm A ¢ » bk ey B2 £ 5
B B3.2% » 3.6%Fed 1% [ F MR BEF L EFH7 (65)] -

A8 R 3B 55 Ao BE AR 3E

EMPEROR- Rcduccdiﬁ.l&#—&’i}\ﬂ%/ﬁ SEH SRR CRERE A/ A+ MEMPEROR-Preservedid,
S 3 AN5985.4 HAyREXACHREHA » £IHRRRKR T + % A LIJARDIANCE 10
EARTHBER - EMPEROR-ReducedﬂEMPEROR-Preserved%ﬁf&ﬁ:éﬁ7T= P RURBAARAREAY
28 5 5 & %2V (empagliflozin 10 mgéaf & £ 5:11.4% » SRR A5 £ £ 59.7%) - R BK AN
MBI ABRRAZ-_UNBEBABRERISG—2 -

b £ &2 2 )

oo K ULEEBT I 5 B eGFR [#18

W% AJARDIANCE ¢ % % # N > 8 4 ok JLEEET & & eGFR MK - B2 B AMMNEE -
E—BRTEEHEREHAALN RO T REZBAHPHRLE - £ RARMH LT E
ERB T 0 kLA A B A cGFR K& 8 — AR B0.] mg/dLA-9.0 mL/min/1.73 m? - 4 %
vg il BF o B b4 R M E A > Je 5 JARDIANCE . + &M ik #) /) S ILE B AR 1e b 55K
—RHAE -

BEAEESRES (LDL-C) Lot

F4E X JARDIANCE S B A Y > ¥REIREEAEARES (LDL-C) dLixi@sl &4 Mo L4
B P o f£4ES KA - JARDIANCE 10 mg#=JARDIANCE 25 mgi4# #99% A ¥ » LDL-C4-3) L#
2.3% ~ 4.6%F06.5% [ R M PIER L FFF (51.8)] - THALBIDL-CRAE AL SHRm2 MO LE
#90.3290.6 mg/dL

PN A s

v IR 42 R ) 9 AT AR ¢ AR IR T 0 SR A @y stk E P8 T #1.3% © MIARDIANCE 10 mgéa
Fu25 mgéady b #2.8% o AR ~ JARDIANCE 10 mgfeJARDIANCE 25 mgéa P — M ¥ fatb 5. % 42 4
ERINGBAT 0 2 HH0.6% » 2.7%Fe3 5% e NS RERH oL RREAQEE A REMH LR

83 Ltk
ZJARDIANCE®) LA A @Mt REF AR CHARKE - RN BLRBAD AR KRR HKHA
EFRMAHA B—BATRERRATERLESE XA LA RRYEELFNBRMW G -

B g R f‘e «~5¢|

SR RIS KRR B RHUE) © RB AR R E q

R RS HA R BT t[ﬂ]

AR 5w B TR [ﬁm 1 “:TJ{'F;

BARL FaMgs: oEteAm - & MRB(k & - $agg VUi ) jU H — |H|
SfE U (= h




9 ¥
£ 8 £ JARDIANCE F 8B & & » thrrBpshis » B A7 & k413 fo ik & 4 7 Mrompaglifiozinéy 2
RBITHR -

JUNNE 3: £33

10.1 4/ W

Empagliflozin % —#&45-%) #) # 3L Fl B K &2 (SGLT2)p#]&] - bR G % A RERK S F 4K
BRI MR N H e X B AR - M S RSGLT2 > empagliflozinT &%V FRH @R 2 6 &
WA BRI 3R E RN AR WA ML e RS E o

Empagliflozin 4,57 B{54980 B R - Mimdas R 288 NEWRE TR EVESEL BT
R CRITAMREEN  URARBAEEHAHG THEE -

102 MMt

W2 2.2

R B A SR B A 0 IRA — Mempagliflozinig A B L0 Mo 0 A BIRA— K25
mg empagliflozinig » MR T4 248 - 5B ME LW FHHLTHAT8YE X HBAMRA—KRI0
mg empagliflozin » 8] F3pkie & 4 564 g/ B [ F MK RBFAH12)] - RIER L XA D REH
empagliflozin 10mg ~ 25mg#y S WAET » F3MmE o Al FH¥ B3R D2 A R -

£X

LA BH5E &MY Mempaglifiozin 25 mgH B — R AT EH G P24 NG R ERBENLE
B AN B I RG34 ml » M ESKFA A135mL -

Y AL

L-HERSE s AREMRELRHBMAH BRI R T  £F0LRBELRAEHLE—#
Agempagliflozin 25 mg ~ empagliflozin 200 mg (F X %) ¥ #1845 ) - moxifloxacinIA R &= A6 % + &
WHEM2S mg % 200 mgeyempagliflozin » QTe ' kit &

103 BANREHRTH

L AR-E1 I AW N P LS

A

ERACD-1/) B Av Wistar K & P B 47 6925 35 1045 K 8 49 8% 4 - Empagliflozingz 100 ~ 300,700
mgkg/B (BARABARB IS mgrm A2 B EH724) HMT TRttt X LB 4
2 AEMMEARF B NT00mgke/d (HARABEAME2S megA AL X R B FHH4248) HRET
v B B BB B 6k i A5 o R 47) R A % m - EmpagliflozinE 100 ~ 300, 1000 mgrke/ B (448 & Rk
ARERBF2S megR B EFH62 45) 9B ET A o potkdt RO EABR LR - £1000 mpkg/8 (4
AERFANEAMNT2S mgR B F 4548 ) HBET » ¥ AEH DR T RIED T D E MBI TRE S
Kol o ML TREM E BHFANGERE D AFRHRMREAMW -

BREEH

MM Amestn B 2R >4 - INL5178Y tht/- b Rtk B s 54 AR K B 7 a9 R % - 47 % R
A BRARRAMIEILRT » empagliflozin) R EH R B AHE B M (claslogenic)

EFHEAR

125 %700 mgke/ B 69 R & T (feik & Foe A F 448 € NR KR E25 mgey 15548 ) >
empagliflozini &4 RO R R MM X RN - AR TFHERETS&VE -

11 Ry HE4H

R

TATEHME R S i B = A S A AT B R iR stempagliflozin & B A4 > R ¥ RBE R
1

MM MGEEMAABERE A LR - £ o R - empagliflozin & £ AR BIL 15 R B K &
MRE 20 B RETRT AR - £— AWM (distribution phase) + # = Zia 84k
% & ¢k #1 (terminal phase) © #F 10 mg empaglifiozinf B —R 80368 8% » MK G- 0 bk
T@#k (AUC) FuCmaxs M %1870 nmol-h/LFv259 nmol/L »  #&F25 mg empagliflozini B — Rk 6974
2 0E R 5% 24740 nmol-W/L#0687 nmol/L : 4234 % # M M » empagliflozingy & & £ & FHER
#) # AL Etk » empagliflozingy B #]56 8 A8 R 4K G 848 H £ 5 HAa L - BT R RME S B ReF
ra‘]?ﬁmi °
AR F LIRS o R B RS A B B S R 18 1R A 25 mg empagliflozin g £ & % T B F 16 0 AUC
B8 8916% » M Crux 18437% > Jolb R #tempaglifiozin R dy H 2R FRBRARHBARE R
+ empagliflozin T grgrdp — AR A » AFT ZHARA °

N

RIEBEI BAn & /) B D453 0 B2 IR G 9% 54 M (apparent stcady-state volume of distribution )
A738L » {2 %R o JR["Cl-empagliflozini& &4 - 4x 3k 58 % (patitioning) # %36.8% + 4
%5 & 44 % (plasma protein binding ) %86.2% -

BB

RARELER M in®) /1 B 54 155 > empagliflozindy#t K98 Hkrk & #7 (apparent terminal elimination half-
life) %12.4/\0% > & 0 R M % (apparent oral clearance) H|&106L/ )85 ; HRRAB—KR#K - &

S AUCH & » 8 W &h ¥ B:822% » Blempagliflozin ) F R —5 -

At g

Eempagliflozinéy £ R XM HA AR E P RHANT > 2 TR SORIW D ZME M (

glucuronide ) ##64h (2-0-,3-0-A B6-0-¥ #H%8) - HHANRBYM2 5 E R T PRl
AR 10% | Mo AR » A AR P empaglifiozing) £ £ R %R 48 A 4 d UGT2BT » UGT1A3 -
UGTIA8SA R UGTIAY % jk/fvz5- — 48k &) ¥ mst sk 488 (uridine S'-diphospho-

glucuronosyltransferase ) &) #) &) s & 864L1EH -

MM

2 %3 O BR[*Cl-empaglifliozinZ ikt » #95.6%4) B8 A F e d 48 (41.2%) RARK
(54.4%) HEM » K304 BAB & R 4F 6 8 448 M A S8 35 b4 B ko8 4 94k 8% R 75 % (unchanged parent

drug) » i B# ¥ RO RHBEM ¢ B A B B R B AR RV E -

HTHE

b

e (eGFR: 60%)/ %90 mL/min/1.73 m?) ~ # & (eGFR: 302/ s #60 mL/min/1.73 m?) -~
#& (eGFR: 30 mL/min/1.73 m?) 8 A6k B b b R 2 60 5% A SUR B B 508 i 47 35 41 69 /%
AW > empagliflozingy AUCH 5] 8 B o 56 B 69 % 3 5 818% ~ 20% « 66% LA &48% © S HEEE
Koy A R 0 P AT HER SRR T R BAT R 09R Aehempagliflozingk & o SR E A A4
D R E TR 2/ Athempaglifiozinfk % g SR E 8 B o0 4 E 60 L 38 B 420% - A Y

) 7 % 54 B R empagliflozingg B O BRF R B EcGFRTH > B B A B MM - AW £

B LB 45 K6 Bk 64 3% &F S empagliflozin A B R BB S & 0 FF R EGFRF [k ) -

i)

ARG BEmE - PEMERFAER S (RBChild-Pughy 8k H R ) 5% A% » empagliflozingy
AUCH B BT e IE % 80 % 38 5 423% ~ 47% U R T5% + Cox - S8BT 30 86 5 69 £ 1805 H 44%
s 23%3K B 48% o

W AR AFHEUARHE
BMBHEG RS LR 8 ST M (BMD) - HARAAR (EXBHANER
BHaA) fnvempagliflozind) B8 H EMERBLLASRERAVY (AL HBABHLEFH
(6.5)] °

12



Ry TR

Empagliflozin R §#p#] 275 1b & B HCYP450F] 2485 4 388 T4 BT » £ AR P empagliflozin
HEERMERARBUGTIAZ ~ UGTIAS ~ UGTIAISL R UGT2B7 % ffives- — 2 &k- %) ) st s £
A58 W) ¥ L4 B > Empagliflozin R #49$]UGT1A1 ~ UGT1A3 - UGT1AS8 + UGTIA9: &
UGT2B7 - Bt > 34t Rin & £ ECYP450FE] oha HUGTIAL ~ UGT1A3 ~ UGTIAS8 ~ UGTIA9 4 &
UGT2B72 % K » M R Rfempaglifiozin 3% 4 ®ih £ 4 BF o % HUGT (4540 dyrifampicin 4247
FHUGTE KU E £ B SR ) Hrtempagliflozinf B F A6 RAM BN R Y L9015 -
Empagliflozin & P-glycoprotein (P-gp) M ASLMEHILE S (BCRP) 24K » RASHERE TR &y
H Lty 8k & (efflux transporter) » o Mdp X Z 1'% AT » empagliflozin 7R K T 4 &P-
g W W& £ X A4 M ; Empaglifioziny AR M 8K & (uptake transporter) OAT3 ~
OATPIB1 X ROATPIB3 2.4 K (R 4OATI®ROCT2) - Bk siAa W4 % iR & Z empagliflozin R ##74]
EMELAAMBEREES  Bib A RD AR LR RUBRBEEGZ LT - MR HY
empagliflozin & 3 i W ¥4 ik KETHE -

ok & kR i ki

SRR LW AR E A S A (F R &8 A hydrochlorothiazide sA B torasemide ) 8 » &34 4H
4 4+ A metformin - glimepiride + pioglitazone - sitagliptin ~ linagliptin ~ warfarin + verapamil ~ ramipril 54
A simvastatin * empaglifloziney R # B %4 (RE1) - £FHEE¥SLRE Y » X
empagliflozinff A probenecid 41 S ¥ ghempaglitlozindt it & F [$30% » 12 K & #2405 64 s 4k &
EREMYE HNFHEFSAAME RS RGAME RS -

W1 44R%HEmpagliflozin R 8 H S B E » AT FIHAUCH Cunx Z LA H90% /X HE
M &34 AR E100% (80% -125%) |

Geometric mean ratio (90% confidence interval)

Antidiabetlc drugs Metfarmin, 1000 mg, twice dally* AC -
Cmax __._‘
Glimepiride, 1 mg, single dose® ac -
Cmax ——
Pioglltazone, 45 mg, once dall AUC ——
Ll mg Iy*
Sltagllptin, 100 mg. once daily* Auc | ——
Cmax -
Linagliplin, 5 mg, once daily® AC ——
Cmax —
Others Simvastatin, 40 mg, single dose® AuC -
Cmax ———
Warfarin, 25 mg, single dose® Auc e
Cmax ——
Verapamil, 120 mg, single dose® AUC .
Cmax e
Ramipil, § mg, onca dally® AUC -
Cmax -——
Gemfibrozil, 600 mg, twice daily® AC =
Cmax ———
Hydrochiorothiazide, 25mg, once dally®  AUC ——
Cmax —_—
Toresemide, 5 mg, once dally® AUC ——
Cmax ——
Rifampicin, 600 mg, single dose’ e ——
Cmex —_——
Probenecid, 500 mg, twice daity? AUC C—
Cmmx —_——
50 75 100 126 150 175 200

Change relatlve to empagliflozin alone

* empagliflozin, 50 mg, # B —=k;® empaglifiozin, 25 mg, & &; © empaglitlozin, 25 mg, # 8 —K; ¢ empagliflozin, 10 mg,
ing

G R4 R £ A % empagliflozin$ metformin ~ glimepiride + pioglitazone - sitagliptin ~ linagliptin ~
warfarin + digoxin * ramipril ~ simvastatin + hydrochlorothiazide - torasemidesA & 0 MR 2 R 2 R &y
HELHERABABHEGLE (LE2) -

E@ﬁﬁ*"
E’dﬁﬂf

[BE)
SliE ﬁﬁ (=0l




B 2 Empaglifiozin$} - M2 Kt 1 SO HBE » UM AT PIHAUCK Crmux 2 EhAE H190% 15
B R &GRS MAR100% (80% -125%) |

Geometric mean ratlo (90% confidence inlerval)

idi i Matiormin, 1000 mg, twice dail AC ——
Antidiabetic drugs mg y* 2 e
Glimepitide. 1 mg, single dosa® AUC —_—
Cmae —_———
Pioglilazone, 45 my, once daily® fad — ~——
Cmax
Sitagliplin, 100 mg, once dally® AUC e
Linagliptin, 5 mg, once daily® AC e
Cmax —_—
Oral ¢c i i iol, 30 once daily™! AuC —
Ll o e 4 Cmax —_——
4 b1 !
Levonorgesirel, 150 mog, oncs daily® AUC -0—
Olhers Simvastatin, 40 mg, single dose® Auc —. ——]
Cmax - S o T E—
Simvatatin acid? A —_————
Cmax. —t————e
R-Warfarin, 25 mg, single dose®® AUC ——
mg, sing! e ==
S-Warlerin, 25 mg, single dose® ® AUC -
£ B Cmex —_—
Ramipril, 5 mg, once daity® AC et
Cmax i
Ramipritafl AuC =
Cmax ==
Digoxin, 0,5 mg, single dose® AU —_—
Cmex pr. el
Hydrochlorolhlazide, 25 mg, once dally”  AUC —_——
Cmax e
Torasemide, 5 mg, once dally® AUC —_—
Cmmx
50 75 100 125 150

* empagliflozin, 50 mg, 4 3 —:k; " empagliflozin, 25 mg, # A —:X; ¢ empagliflozin, 25 mg, M &, & Fsimvastatin; ¢ ¢
Fwarlarini} 323244 (racemic mixture ) ;U & FMicrogynon®; ¢ # Framipril

12 BRARM R B

120 3 =2 B B 5% A0 A B )]

€ 4L B8 AR 8 ¥ #HIARDIANCE 2.5 % 7k 84 & sitmetformin ~ #8685k & % # #h ~ pioglitazone ~

linagliptin % ik & Kk 9 & BH L BT R - BEA LY B LELSHBERTEFAER 2O E —HBRR

# A B #H EIJARDIANCE -

HMENERB B SRR AR ZIARDIANCE S #t 14 » & A Ale (HbAle) HRTHRL -

HbAIc£JARDIANCEa A Ag st A X MR TR & » ARBIS) - A - bR - A28

BMISA R B bR B 9 R Rl R ¥ » 3T UREFE -

B3t A 986 & ¥ R b s AL SUIRETARDIANCE R Bk 2 M B R A ML T R E M H M

B PR3k -

RELRIEH oML RERELRAT AR ABRHALCNAAETHLUBEANEH2E - §
15

AR REE 0 4B 5105 R4 LHOA L/ R 74w 10%2 1 89 5 A R MR S5 AR BB 48 ~ empagliflozin
10 mg4a ~ empagliflozin 25 mgéa &, % & b & B 448 %56 5% o

F24:8 8% - fa iy A % BIJARDIANCE 10 mg#25 mgz 748 T4 HbAlc (p<0.0001) -~ ZM b
#iE (FPG) M EAE L4t LBAEH TR (R AR6FE3) -

#£6  JARDIANCE Z 8 #18 fR WM A sk bRt 2438 i 4 &5 I

JARDIANCE 10 mg | JARDIANCE 25myg 2.8
N=224 N=224 N=228
HbAlc (%)
Ak (FH14) 7.9 7.9 79
B R aide AL (MR ILTH ) -0.7 -0.8 0.1
MEMA X R (W R FHE) (97.5% C1) -0.7% (-0.9, -0.6) -0.9% (-1.0, -0.7) -
AHbALC <7%2 % AA$ (%) 72 (35%) 88 (44%) 25 (12%)
FPG (mg/dL)*
FEITREITS) 153 153 155
A akdez e (AP -19 25 12
a2 2R (AL T 18) (95% CI) -31(-37,-26) 236 (-42,-31) =
[ 11
Sass (M) (kg 78 78 78
ALREEZ BTk (AR PHE) 2.8 -3.2 -04
MELHZ LR (AEIETIGH) (95% CI) -2.5P(-3.1,-1.9) 2.8 (-3.4.-2.2)

MEITRR W06 RS o 1B 24 0 sk A TRAROF o PAHKIR SRAR MR M Wi WA TE R (LOCF::) < #243u% » 4IRS
8 ZJARDIANCE 10 mg ~ JARDIANCE 25 mgfe e da iy A 1+ 5 51 4 9.4% ~ 9.4%F030.7% ) SR & s M6 4 M 4% -
bds ANCOVA 3 #4 5] 41 p6<0.0001 (HbAlc : ANCOVAM A e 4 K K25 UbALC ~ 54 « FahfiednhE - MEMTPG MY
MHbALCHE) » 23Rt L2 AR R E/ R BLEPG - )

*FPG (mg/dL) : JARDIANCE 10 mgda + n=223 + JARDIANCE 25 mgéa » n=223 » KB # » n=226
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M3 S (RRE) A¥24WeF (mITTHRE) HWER FHHbALCR L - LOCF# ne
EALFHE (kg) 82 82 80
0254 AR BTyt (% T -2.5 2.9 -0.5
MMMz 2R (A FHE) (95%CH 2.0°(-2.6,-14) -2.5°(-3.1,-1.9)
T MEAT LS WG R AREE « 0 B 24 NN o R T - (IR KRRt R R (LOCTF:E) - #2410y » M.I\HUI
e # £JARDIANCE 10 mg + JARDIANCE 25 mgfo £ Mt 88855 A P + S $I49.7% « 14.1%F024.6% 4 $L4L s 574 7y 4 -
P i l b ANCOVA K4 2| g pa<0.0001 (HbAlc : ANCOVAREY é.2 A R XHbAIC ~ 4% ~ B oh iAo lb® - MEFFPG MY
0.004 SO L HHDAICHRR + 125 #1964 4 B R RS B/ B FPG - )
FPG (mg/dL) : JARDIANCE 10 mgif » n=216 » JARDIANCE 25 mg#a » n=213 » £ & #{#1 » n=207
) #2438 8%  JARDIANCE 10 mg#a & e % 8 th 52 &4 ] 442 43t L BEE1& 7-4.1 mmHg (B2 MR E
£ sl » pfE<0.0001) » MJARDIANCE 25 mg#a %) B % 1& T -4.8 mmHg (45 & &4 E - pfa<0.0001) -
g
§ K 4% Bf A Metformin &5 & 7%
g < Empaciitionin 10 mg (N=206) 48 A 13644 B = BB Fos 5 A S — T 3245 JARDIANCE $f F metformin#F £ #7 4 76 % 5.1 Fi 48 8
& 450 B e i B R R 2 M A AR B B b B
§ ’ 8GR B S R AR R AN BRI R BB ARG HR2E - AR
g T B 0 S #E3EH147 A 4 AHDAICA 7740 10.5% 2 1 4% A MM ASME iR mz — ©
z a JARDIANCE 10 mg#,25 mg : metformin 1000mg #,2000mg : JARDIANCE 10 mg#f A metformin 1000
£ l T mg %2000 mg ; HJARDIANCE 25mgff A metformin 1000mg %,2000mg »
0783 : E243 05 > B K B 6  JARDIANCE# A metformin 4 47 % 56 % T 8 HbAlc (pfa<0.01) &
| A LERES TR (LAS) -
g B R o 1a o & 8  JARDIANCE$tMetformintf 1 s & 5108 H 45 &30 465 o2 bbb S 3 2450 6 o s 4 31
JARDIANCE |JARDIANCE |JARDIANCE |JARDIANCE |JARDIANCE |JARDIANCE |Metformin |Metformin
“Mean change from djusted for b HbATC, region, and eGFR at baselne 10 mg+ 10 mg + 25mg+ 25mg+ 10 mg 25 mg 1000 mg* | 2000 mg*
Metformin Metformin | Metformin | Metformin N=169 N=163 N=167 N=162
$248 05 MMA 5210 mg JARDIANCES 8045 A » 35 HcHa B Ho 22 B M 45 40 0F L AR 46, T -2.6 bl e e e
mmHg (48 %8 R A& > pE=0.0231) - iH MM > £25 mg JARDIANCE @ ¢ 5% A Rl 88 518 7 -3.4 HbAle (%)
mmHg (48428 ##E > pa=0.0028) f‘* sl Y 8.7 8.8 87 86 8.9 8.7 8.6
N . %32 EX "]
AMetformin #) £ ¥Rk b (WA F Y 20 2.1 1.9 2.1 14 14 12 1.8
WIHE 637 & B RIBE R A SR — IR EJARDIANCE 4 F metformin®¥ 2 % 2 e 42 214 69 ki 14)
M E A HRRR - SIARDIANCEZ , N ]
. EX (WERE -0.6° 0.7 0.6° 0.7 .
4458 A E 1500 mgR Eaymetforminia Btk 10 &k & BFBHE 0 B 2B RA B ALEANMK itk yoswen | (0904 | (10,05) | (0.8,-03) | (10,-05) i = =
WAL SN G R2E © BANEREE > o505 R 1L EHDA LT 10% 2 F 6 A g
REH A A2 @48 - empagliflozin 10 mg# H.empagliflozin 25 mgéa #4754 & © BT 1-8.8(“)6 0-2‘3(") | 1-3.8;5 0—2»3; 1 - s -~ -
2485 » AR LA % 8 JARDIANCE 10 mg#25 mgz 64 T HbAle (p<0.0001) ~ %M b i yoswen | 1006 | £06.0.0 | (10,-05) | (06,-0.0
Wi (FPG) MM E A4 %I LBEOTH (LAT) - Metformindi & WA %2 @ 1 4]
®p-value <0.0062 (& & 2 L E[ME S R 6] MMRMBA 0,468 - FHE - JE - @3 - @348 U AHbALCA RM)
&7 JARD[ANCE‘H'H Metforminz-',&'-ﬁmﬁ-ﬂﬁi&&%ﬁ245&5&-#}.&6* p~value <0.0056 (& & 5 47 4L E[RLI & R 40] MMRM#R B & 46% ~ Bt - LE » &3 » @348 M RAHbAIcE R 4H)
JARDIANCE 10 mg | JARDIANCE 25 mg | MM +
+ Metformin + Metformin Metformin KL R
AT N=217 n=2l3 Ne207 ﬁ!HHg‘ 666 & %= &ﬁﬁ«%ﬁ A»f‘»ﬁ- S #JARDIANCE 4 Al metformin s & ok 8/ 3 4 #4055
Arz (F0) = 5 — ZRBRRDM RN T KN R -
A AR EZ B (% T 07 08 0l 4% % 8 # % £ 1500 mgéymetforming KB fk K BB Ms RS > MELEEEMHANOE I
MEEA + meformin Z £ JL(V8 &1 P9 {R) (95% CI) 0.6 (-0.7. -0.4) 0.6 (-0.8, -0.5) =¥ ry e AFRBAMBAR TR AN B2 - SAMERE » @iE 507 74 BHbA Ll 77
it AHbATC <T%Z 3 AA% (%) 75 (38%) 74 (39%) 23 (13 ﬁ Vo [ 4l 8 AR EEM 5 A s B A48 ~ empagliflozin 10 mg$a & empagliflozin 25 mgéa i 4756 % »
FPG (mg/dLy 8 »4: B #) » 4 B JARDIANCE 10 mg#.25 mgZ &% T HbAlc (pi<0.0001) - 2 g dailfl (
XY EETTY 155 149 156 “ LB TE (L) -
CES S /T XX Z(Ae B 3Ll 8] -20 -22 6 Ble cﬂnr 1 () i
RRBAZ 2R+ metformin (18 Ak F34544) -26 -29 - JU § — [’
= 1B il % 18
I eI




# 9 JARDIANCESt A Metformin B sl 5 A 8 88 42 42 8 2] 8f ROBUB o 2430 B i 46

JARDIANCE 10 mg + | JARDIANCE 25 mg + | & 8# + Metformin
Metformin + SU Metformin + SU +SU
N=225 N=216 N=225
HbAlc (%)
S (i) 8.1 8.1 8.2
f Ak E e W e (ARG T k) -0.8 0.8 0.2
MERM 2 £ R (MZEFIE ) (95%CD -0.6" (-0.8, -0.5) -0.6" (-0.7, -0.4) -
EAHbAIC <T%2Z A (%) 55 (26%) 65 (32%) 20 (9%)
FPG (ng/dL)*
ERg (FH) 151 156 152
B a2 L (UM -0y () -23 -23 6
MLAALE R (DRRTHER) -29 -29 =
"
F BRI ME (kg) 77 78 76
AN e BILEH 4k (89 1R) 2.9 -3.2 -0.5
MA A2 2 (AR P 4E) (95% C1) -2.4°(-3.0.-1.8) -2.7°(-3.3.-2.1) -
“EEITRR A O A AR - i A 243 0 kA 0 BRI Y o CRERTD WM B i SRR TR R (LOCYF:E)  R24300E - kAR5

825 JARDIANCE 10 mg + JARDIANCE 25 mgo 28 #2608 AP + 53 519 17.8% ~ 16.7%4v25.3% 60 S48 & 504544 7 44

" ANCOVA % - 2] #)pf6<0.0001 (HbATc : ANCOVA#T .2 BT HbAlC » 6% « Boiffo i’ - M EFHFPG : K1)
BHbAlcAa 18 » 22 BI04 SRR M E/ A RBFPG - )
°FPG (mg/dL) i JARDIANCE 10 mgis » n=225 » JARDIANCE 25 mgén » n=215 » 2 A{4B. + n=224

A Linagliptin ¢£ % Metformin & % 67 86 8 i #8

E—IR686.5 B RS AL e WH © EHH MM P - WHIARDIANCE 10 mg#25 mght
A linagliptin 5 mg SLB A A2 LA R B R KM -

A& A metformin( £ 7 1500 mg/ R ficike-% SERRE A B AME BB A » B2 BT A HA
Bz kL3405 BHbAICHE A 740 10.5% Z M ahm A » BT L1116 i MM AL 25
WG smd ¥ —m ¢ JARDIANCE 10 mg#,25 mg - linagliptin 5 mg + # linagliptin 5 mgt
JARDIANCE 10 mg #,25 mg#a s, & Bl £ %) $ 4 Féx -

%2435 » JARDIANCE 10 mg/B %25 mg/ 8 4 F linagliptin 5 mg/ B #5645 48 + AR %) A £ A
9% » f£HbAlc (p{4<0.0001) #FPG (pfd<0.001) ¥4 #tt LAAZ 4k & - Rlinagliptin 5 mgs4 4
4tk » JARDIANCE/linagliptin 25 mg/5 mg & JARDIANCE/linagliptin 10 mg/5 mg#4 ;4 &% 4 & 75 7T 1%
2t LRSS THAIJARDIANCER At » BMERARMKI LBHELL -

BE G S Glimepiride ff B Metformin 2 21588 1o 88 14 57 5

3+ E 1545 & Emetformine RE R EESFEHNAENOE —AB R/ R ALR—FH R4
JARDIANCE 2 #6948 & glimepiride #} 39 8k

48238 W A B9 1% do 48 3F 1475 KA L HDA le #2740 10%2 [ 49 %5 A & L% 5 Aglimepiride a1
JARDIANCE 25 mgéa i# 47 i4 % ©

#5218 8% » JARDIANCE 25 mg#vglimepiride#% 4 HbAlc#«FPGF % ( R.%10 - B4) - JARDIANCE
25 mgfvglimepiridefa £ 8 R A MREE Loy 2 R RE L03%A FARIE S WA - Glimepiridety
BaR4MEL 2Tmg MALBEHREXZEMEASmYS -

& 10 s AMetformin £ % #15% 2 5% A Bt F JARDIANCE & 4t /i Glimepiridett % ¢ At M i

YRR T S2 R RER
JARDIANCE 25 mg + Metformin Glimepiride + Metformin
N=765 N=780

HbAle (%)

ARy (FI94h) 19 79

A A Rgdex Wit (WARE FI4E) 1.7 0.7

Weglimepiride £ B (#4516 F3940) (97.5% C1) -0.07°(-0.15,0.01) -
FPG (mg/dL)"

£ (R ) 150 150
AR RRZ B (AR TH) -19 -9
Stglimepirido2 2 4 (25 5516 34 40) -1l -
.8 ¢
Amsseiga (kg) 82.5 §3
f AR gkde 2 LB Db (BRI E) -3.9 2.0
fglimepirido= £ 1 (34 8 & F-4 ) (95% CD -5.9° (-6.3, -5.5)

MHESTRR B R AR - 0 RS2 e AR K o AR R ¢ TRARIN SRR R H) AR (LOCF:& ) « M523t » dRplin &
&% 2 JARDIANCE 25 mgfeglimepiridefa e s A ¥ » 451 H 15.3%$v21.9% e B AR A uA G 44 -

b3k % + ANCOVAS M pfi<0.0001 (HbAlc : ANCOVAB A t14 K RIEHbAIC » (6 « B 7 Aol E )

“ANCOVA p{li<0.0001 (# €4vFPG @ B gHbAlcAa ) » oy a4 R R E/ L X GFPG - )

IFPG (mp/dL) : JARDIANCE 25 mg * n=764 ; glimepiride » n=779

M4 BEAME (EEX) AE52MF (mITTHS) simkHR R4HbAlc# 1t - LOCF3&

0.00 4
‘©
£
g -0.25
o
£
£
g o= Glimepiride + Metformin (N=700)
§ -= Empaglifiozin 25 mg + Metformin (N=693)
-
ng -0.50
8
=
3
5 T
g o
g wil
-0.75 4 J_
Baseline 4 12 24 40 52 Wk52
Wesk (mITT)

“Mean change from baseline adjusted for baselina HbA1¢, geographical region, and eGFR at baseline,

F 52 B o HiCHE MR AR S SR TR Mk 6 38 A0 4k P34 4L B-3.6 mmHg 0 Mglimepiridede ) %2.2 mmHg © &
e BRI E S St BAE £ L (pE<0.0001) -
% 10438 5 » HbAlcta e r 3k 38 gk oy 3948 4% T 39 9 1L £ JARDIANCE 25 mgéa g %-0.75% » &
glimepiride4a M £-0.66% ° 3444 F 3454 % £ £ £5-0.09% » 97.5%(E & M & (-032%,0.15%) (F
ARB/HA L H R R03%) o Glimepiride 3958 HEA2Tmg» MABRYRARERMNESLEAS
mg o FI4BATH AT SARSHA w2 B 2R - URIEERMMOER - £ @8 P
ARBAETRMEBHA AR R AR R P e E M P SR @ o ZILE S TS HH
¥ » JARDIANCE 25 mgfa # 13.9% %) #.38 & & H 45 M43 » Mglimepiridesn ) £12.9% -
E 1048085 » BB E MK ARG n SR SE) » £JARDIANCE 25 mg/8 + $iglimepiridea thig
ZR%HEEN LR (JARDIANCE 25 mgis #4-3.1 kg » fglimepirideda &+1.3 kg ; ANCOVA-LOCF
» pf<0.0001) -
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Pioglitazone 4§ £ 2

Metformin

Wt E 498 £ F AR B R A SR — 51 EJARDIANCE f# A pioglitazone ( # %, & metformin )

R Z BB R RS T S A A -

# %45 a % F1500 mgit k #ymetformin 4 B # &30 mgut F #ypioglitazone 41k 14 Bk L4
Bl 1 60 B AR A A N B BAR T A R A A AL 2:8 0 WAk TR R R
HbATc M7 7%4010% 2 R 6 5 A & HLM 5 A & 848 ~ JARDIANCE 10 mg#a £JARDIANCE 25 mg

EBATIGR ©

8 S4B > & 8 JARDIANCE 10 mgak 25 mgZ 345 T £ HbAlc (pfE<0.0001) ~FPGf M &4 4

#wst LBAEQTHR (A& -

#& 11 JARDIANCEHt B Pioglitazone2 4= £ #] #f B2 s a5 1

JARDIANCE 10 mg | JARDIANCE 25 mg zHN +
+ Pioglitazone + Pioglitazone Pioglitazone
N=165 N=168 N=165
HbAlc (%)
AR (M) 8.1 8.1 8.2
AARLA 2 Bt (V%R PI4E) -0.6 -0.7 -0.1
R E + piogli 34
mﬁ(@;;fgf)zi# pioglitazone (141t #34 057 (0.7, -0.3) 0.6°(-0.8, -0.4) =
i sHbA e <7%2 % A AL (%) 36 (24%) 48 (30%) 12 (8%)
FPG (mg/dL)*
SEX (M) 152 152 152
AXRLAZRL (WERFIHH) -17 222 7
REHMz LR + pioglitazone (U8 418 34 {f) N
©97.5%Cl) -23b(-31.8,-15.2) -28%(-36.7, -20.2) -
.8 3
A0 (kg) 78 79 78
B AP A 2 BT e (DR TF YR 2.0 -1.8 0.6
M R (R () (95% C) -2.6°(-3.4, -1.8) 2.4°(-3.2,-1.6)

CHEATH A W 2t R kB o Bt A 248 kW BUMENY + IR IR R e LR R 4L (LOCK: )
&2 ZJARDIANCE 10 mg  JARDIANCE 25 mgdv 4 # #4n s a5 A ¥ -

2R 410.9% ~

s 24t - ARG
B.3%4920.6% e RBR R VA4 T4 o

"t ANCOVA 3 44 2/ 85 pf<0.0001 (HbAlc : ANCOVARA .4 AKX HbALC ~ 6% ~ Bohsedo i A B - M EAHIPG:
WU RHbAICHR » 23 BRSO A RSB G/ R BRFPG - )

FPG (mp/dL)

: JARDIANCE [0 mgda » n=163

PERIE G 2 (s (3 3 B Metformin &7 % o &8 5% £ S )

MUAH 494 ZAMEKBRREFHA ORBBIERE > RELEBNABARE_EBARHASLR
—F$PEJARDIANCE 2783850 B 15 & i & Fc4F 06 o M Ao it 43 sk vt O B 0 A 4 SR e o
BALEANHARTATHE SRR L LR G F (#4oinsulin glargine - insulin detemir KNPH

insulin) ;45%2i8 (& X &Metformin R/ KR FHBHEAT R L%E)

C MM R

%%#ﬁl &9 5% AR 5 £ A% - AJARDIANCE 10 mg4a ~ JARDIANCE 25 mg$a 3% 42 45 &) 42 #4754 %
PRAN R - REMWER FE RN R ISR A RM TR G K LR £ 60 8 -

RECE-ZE R0 8
48 [U#948 1U -

o JARDIANCE [0mg ~ 25 mgfo R AR @) F39 50 & F B & 55 H451U ~

FaEon A - JARDIANCES B i b % (4 & S Metformin /a5 F IR ME A F Fi6%) &

M 1884078874 » THHbAICRFPGE 4 s 3 EBAE IR (L&12) -

JARDIANCE 10 mg#25 mgH B — R A £ 4 LEAEFRANMETEEG 1L -

AEAEER

=ik
Fuﬁﬂr

1F

]

|

#& 12 JARDIANCE 6 Fj i & # 25 i 8] 3 R B8 0 18460 RIS M ity 46 R

18 4 78 §
(BRMHAHE) (RISHATWEMRS ANE)
JARDIAN | JARDIAN | 228# + | JARDIAN | JARDIAN | Z## +
CE10mg | CE25mg LY 3 CE10mg | CE25mg w"hE
+RBE | + MEE N=170 +REE |+ RAEE N=170
N=169 N=155 N=169 N=158
HbAlLc (%)
R (EHE) 8.3 8.3 8.2 8.3 8.3 8.2
AR e B (AR T ) -0.6 -0.7 0 -0.4 -0.6 0.1
MERM2 XN (W% TFIHE. -0.6"(-0.8, | -0.7°(-0.9, ~ -0.5°(-0.7, | -0.7°(-09,
97.5% CT) -0.4) -0.5) -0.3) -0.5)
Wl HbA e <% 2 G A (%) 18.0 19.5 5.5 12.0 17.5 6.7
FPG (mg/dL)
B (PHh) 138 146 142 138 146 142
;‘.‘f‘!"“‘w‘wb (2R FH0, -17.932) | -19.1(33) | 104(3.1) | -10.1(32) | -152(34) | 28(3.2)
HEHMZER ARG 4E, -28.20(- -29.5% (- ~ 12,95 (- -17.9% (-
95% CI) 37.0.-19.5) | 38.4.-20.6) 21.9.3.9) | 27.0.-8.8) -
L8 3
B4 (ka) 92 95 90 92 95 90
;i;ﬁx&azwtﬁ ik (MR E -1.8 -1.4 0.1 2.4 2.4 0.7
A MR 2 2R (WM S1L79-3.0. | -1.35(-2.5, B 300 (-4.4, | -3.00 (4.4,
(95% C1) -0.5) -0.0) -1.7) -1.6)

AT B G AR ARAE o HEH I 1840 T8I B A K S0 BHRDE ¢ RIK SR MR e LR (LOCFi:) o R 1805 » 4
A # 58 £ JARDIANCE 10 mg ~ JARDIANCE 25 mgfv e BRI @ 6 A+ 234 21.3% ~ 30.3%F021.8% 6 #t 4 % £1 36
@A o BT8EBE o M58 £IARDIANCE 10 mg ~ JARDIANCE 25 mgfe K B M@ AP + 93 H32.5% ~ 38.1%
Fud2 4% SR A SAHEH A o

i ANCOVA %41 3| t4p {5 <0.0001 (HbATc : ANCOVAKE &4 X B HbAlC ~ 684 E : FPG : MMRMM & 6,2 %
REEFPG ~ A EBHbAlC 6% ~ B IB > RAEBREHGTEAR - BT MMRMEZ G2 A ELHME - £ 3
ZHbAlC » 6% E ~ Bi5 0 UAEBFERGREER )

° p{i=0.0049

4 pf=0.0052

¢ pfi=0.0463

1ESMDIB & F (% 5 & Metformin ) 694680784 8 2 (A

RA563L4EAER S48 (MDD &® (Ho8#F >601U &R K45 Ametformin) B &ikL
HFt A E —ARARBA $ 5 —ARE - LUHMH IR > UIR{EJARDIANCE 4 #MDI
BB 2 3 Bh Rk B | BB A R R -

AR AMDIE &K (F R SmetforminF K4k ) Wi A —SAHM2AeZHMNE AN - B
R 0 MBI R0 R AL 40 55 AILREM, 982 ) v EJARDIANCE 10 mg » JARDIANCE 25 mgs %
KB Rk o mALBNIEAT - SAMB R KA 18E 640N » HEREABTRTORE R -
JARDIANCE 10 mg ~ JARDIANCE 25 mgfo e B4 @ - SRS PR EFEa @R T 554
88.6 TU ~ 90.4 1U4289.9 IU -

JARDIANCE 10 mg/ B %25 mg/ 8 4 AMDUE &% (# &% fmetformin) &84 > £5R 18 BETHE
HbAlcit g3t LBA £ Em R #E (2R R13) -

]

ims
a=
| E

a
O

22

l



#13  JARDIANCE#St A sk Bk (F sk @& Metformin) = 3283 )3 f B8 18 s 5 R

JARDIANCE 10 mg JARDIANCE 25 mg R
+ M bk + K + B BF
+/- Metformin +/- Metformin +i- Metformin
N=186 N=189 N=188
HbA ¢ (%)?
LR (1Y) 8.4 8.3 8.3
ABRRALZR I (BE1H%R-THE) -0.9 -1.0 -0.5
BEUMNZ ER (MK FHE) (95%Cl) -0.4° (0.6, -0.3) -0.5b (-0.7. -0.4) %

MEATAR & W AR AR - AR R RO U Rk i RESE R o MR A SRR 0 R R BLRAL (LOCF:%) - |88 6F + kRl 5
8¢ £JARDIANCE 10 mg ~ JARDIANCE 25 mpAv 2 S #dn e A ¥ » 2% H23.7%  22.8%Av23.4% ¢ Sk 4 A& sAF& 34 7 43

" ANCOVA 3% 1§ £] #p£5<0.000] (HbAlc : ANCOVAKLE &4 A ESEHbALC - 56 - Bolfe ~ WEAFFTHM) -

AR RES2H GG RIA T  TREER G TR LGB R ath B HRRAE - £IARDIANCE
10 mg#af925 mg4a M » HbAlch S B ysie 2 B 1b4¢ 1838 2 5238 3 7T e 4% — 54 - 5284 -
JARDIANCE 10 mg/ 8 25 mg/ A T M E &Y T & 5 tb 243t LEAE ARS8 (p<0.0001) -
MEE AR Lde 2 P49 L /LJARDIANCE 10 mg#a M &-1.95 kg » #£JARDIANCE 25 mgéa P 4-2.04
kg °

B gt 7 2
A 738 4 A EREcGFR&M90 mL/min/1.73 m* e B — B m A A S R F REMNH B LITa
BE AR M 0 b B IRAJARDIANCER R EF A E KR T HER &R AR ERL M - 8k
HBBELL20LBETHEFRS  (eGFR 6026490 mL/min/1.73 m?) ~3748 # R EAHEFR 2 (
eGFR 30%| {8760 mL/min/|.73 m?) s\ R 744 & K B st A4 (eGFRI&M30 mL/min/1.73 m?) & A
o 43194 4 % A B A 305 BA45 mL/min/1.73 m?eh £ B 85eGEFR » M 180.4 3% AR H 458 B760
mL/min/1.73 m?#) % R ELeGFR -
%2438 8% » Z2JARDIANCE 25 mgié etk » BE P E K AR 2% AyHbALcH R att LA F ey T
(R&14) o LA M4 T » JARDIANCE 25 mg & 4 th#st - BRE T 130 SO T # 88 B [-0.7
(95% CI : -0.9, -0.5)) 2%, ¥ B [-0.4 (95% CI : -0.6, -0.3)] B sh e K 2 A T W% » MIARDIANCE 10
mg& A @4t EBAET R SR THEE0.5(95%ClL: -0.7,-03)] Fohe R am A P IREE -
EBit 82 P E RS JARDIANCE 25 mg#) B s iR 2 & M % B o0 46 T 1% @ [ 4K o B 2438 6
s 3N F 39 HDA L o8 4b 48 & 3B 25eGFR 2 60 %) 454290 mbl/min/1.73 m® ~ 45 %] {&4+60 mL/min/1.73
m?k R 305 {8445 mL/min/L.73 m* s AP+ 29 4-0.6% ~ -0.5% R R-0.2% [ £ A AR A E (3)
MRBGHBEGEFEDT (6.7)] BB F & > F2A88 65N EFEHHbAIC L E L R BeGFRY
60} & 90 mL/min/1.73 m? ~ 45 %] 48360 mL/min/1.73 m? 34 & 308 & 45 mL/min/1.73 m* @ A%
A B01% ~ -0.1%% R 0.2% »

£14 EARHRFSHDB AWER R AT RITH AR Y R 702485 (LOCF) s R

X P ETHRRLE
JARDIANCE 25 mg
HbAle
BAAR n=284
Pl B i (SEEF40) (95%C1) -0.54 (0.6, -0.4)

pli <0.0001 (HbAlc : ANCOVABLA i 4 & R XEHbA(c ~ 568 « T aifra iy £ 11 &)

YeGFR 230 8] X#90 mL/min/1.73 m? 53746 & B ;6 % 0k 2% o 4545 35 2430 0 e sk ) BRI - 1h 45 0 SR80 01 ) & AL 76 IR
M (LOCY %) « %2485 » AR M 4 852 ZJARDIANCE 25 mghe 32 B Mt 5 AP 5 90 4 24.6%A026.2% &) SR & o4 46
L LoE

LEEETHEARDHAF G HbAlckFPGH) ¥ 169 41 BR R JARDIANCE 25 mgah o6 & 4 R g 2 4 &)
ZMSRER [HRAYEMEQR)  HERAFE ) RRFRKMEEEEFF (6.7)]
23

12.2 $H3 JUH SRk B AR AL o s B 0 5 2 38 — R BB B e A2 S e A iR 85 IR

EMPA-REG OUTCOME# M5 —3 % F.u - $ B - o - $ER AR MM G SRS
W 388 B AR AP o o A 5 5 o B RS M SR 6 AL 0 ER 3 E ompagliflozin gt 32 43 81 B Ao 48 Bk B B K 3
BARALM G R R RERERY > SAARYEAR R EFHEMACEHE £ AR - £k
GOBRTIIEMI R » R AU m M RIS AR o 278 o BP TR 45 Ay 8T HAN R
5 RATE IR AL d R ok AT 0 AR AR 0 AR B Sk o % M0 AR R BB AAOR R G RAE -
AR 3t 4 7020 2% 55 A 2 4 #(empagliflozin 10 mg = 2345; empagliflozin 25 mg = 2342; &K #=
2333) it 4% PP B I E L o RATURIRMBELQBA ~ 2% T A ~SUBEA - 5
#H638 0 FHMET2% -

WER AR LA A A A AR S R A BIEH(HDATcZ 7%) « BB LTy HbAIC T34/
58.1% » i B57%8 £ R4 CREBERABRI0F  £ILARKR T > 3 HH 3% ~ 22%M20%80 %
REQBRBEIFARL S HHERY - REBABRT AP & » cGFRP 4 %74 mL/min/1.73 m? -
B BIEE ARG —M(~30%) K B £ AE(~70%) M Fii Rk B s A + Gdpmetformin (74%) ~ B &
F(48%) ~ #h B i K M RA(43%) -

EEDSHABASCERDOGHMBERILEC T ER » QI —HE2%)RFE(IBY)RTHER *
SRR o AR BB A (T6%) ~ P IR(23%) 5, B 1 AR 5 95 (21%) o A % B gh el g B -2 46 A 136
mmHg ~ $F3E R 3444 276 mmHg ~ /&% & #5 & & (LDL)F #5586 mg/dL - & % & B5 % & (HDL)F
4 B4d mg/dL > MEAR P 8 R G-WLEKEF L E(UACR) - 5175 me/g o £ 55 EIE5 44 81%4% A
BEFH-m B UK A% B 65%H % LR 3 B BT R « 43%48 LA B] - TR F 16
TR + 86%I% L4 f MR BI(K R4 B TR E E)ISR -

EMPA-REG OUTCOME A& 4 L B3P B E R B L FAFECBMFHMACE) YR - §X
FROMEGMERLF L P RAACRELERGECIREMDKIERSH TR » &It 5
¥t ¥ AL BIR10825 me A &4 6E 54 o SH TR W R BB 1.3 4k A Cox bb 5 SRRk
BRI T L E AR RO ES 2 R b(hazard ratio) L8 R E M » AR ZEHAL M ABRELER
FROUBEFSH Loyt - ERATRIRT RS RIEH S Ein T E— B4R -

JARDIANCET A S MR ¥ R A kT RERL T  ERG OB E X IERGM TR EZHKSITHE
35 B (HR ¢ 0.86 5 95%CI : 0.74,0.99) = pki& 5 % R 1k oy MR 2 82 £ cmpagliflozinda 2 % 84
0 do 4 JE R BR £ R AT H(HR ¢ 0.62 5 95%Cl : 0.49,0.77) » M Ik B 4rbk S LA 35 Fu JF B At
PR BRI ERL (£ ARISUARSHEG6) - 10 mgf25 mg empagliflozin®| & 4185 49 & R R
B TEAHHER—K

£15 = REOPAHMAEI AT ARG RAR

£t empaglifiozin AN RN AR
N=2333 N=4687 (95% CI)

S REET  FRGOIEE L

RGP RZRS BB R RBLY 282 (12.1%) 490 (10.5%) 0.86 (0.74. 0.99)

H R

L3 g BYIE & 121 (5.2%) 213 (4.5%) 0.87 (0.70, 1.09)

El3 -8 L dCH 60 (2.6%) 150 (3.2%) 1.24 (0.92, 1.67)

o S B 137 (5.9%) 172 (3.7%) 0.62 (0.49, 0.77)

RAGARETHER (ERED — AR Ry LI0E)
"eAadtpE (RE) £0.04
‘AR
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HS WRERFRLTFihe XML RAEHE

20

Placebo
All Empagliflazin

Patients with event (%)
=]

T T T T T T T T

0 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 2359 1534 370

W6 waPFFRBACHRNELREHE

20

Placebo
All Empaglificzin

15

Patients with event (%)
=

T T T T T T

0 & 12 18 24 30 36 42 48

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

heoke® RERECHE  empagliflozin®d 7 8180 £ F A O &1 Hg ik TR BRE— B (145cGF
30%| 4445 mL/min/1.73 m2#&Y % A(Jardiances& & 381 .4 + 424 #189.%5) -
At 0 99.2%m IR E % B AAEKR B B M - £EMPA-REG OUTCOMERR& MR » 43t e

FRC@Y - BLRTEARMFRBNCoEREAT o RALTHES DNy B

#0 2 M th 4k 048 A (3% tempagliflozin ;4% & 52.1% + 4R R A B2.4%) -

123 SRS BBRS S

EMPEROR-Reduced & — H M ~ 5 ~ X MM YW RE > UBARBCHMES (89 K #
[NYHA] e 8% TV &) ~ wEMHB S ERE (ECEHE % [LVEF) B 40% RTF) eﬁ
BALY L WEEREA —KJARDIANCE 10 mg > # A CRRDBEBECRM Bde ki

Fo R o

37304 Ak 0 1863 {n gk # > &4k JARDIANCE 10 mg @ 3 9 1867 4R 3% 32 KA
HRLFHES 16 BMAMHEHR - BMARHTHERA 67 & (BB 25 2 94 R) £ 76%
BEME 2% Bk EH 2T% RREENR TS R -8 T1% HRBEFHLEA - 18% ATHA
B 7% ARAREGEBAA - AR FHRALH AR -

MBS 75% Mm AR NYHA & 11 # -24% B% 11 &-05% A% IV & - LVEF 34
2 28% - R eFeGFR #3494 62 mL/min/1.73 m?» &% &-SLELEFLL{E (UACR) % 22 mg/g
o B LB (52%) B AH) cGFR %>60 mL/min/1.73 m? - 24% % cGFR45 % <60 mL/min/1.73 m?
19% % eGFR30 £ <45mL/min/1.73 m?* % 5% & eGFR20 £ <30 ml/min/1.73 m?® -

R uF A B8% 8 5 Ak % o Bl bE F 1448 (ACE) 40418 ~ £ 8 Mok LA M BT A (ARB) X &
HobE M — RS o R BB ) B (ARNDG % > 95% 458 P-TAAV4STamidl « 71% B2 B &K
BZHMERD (MRA) > $£F 95% &% RA -

TRHBERAZE R B AT RARLT (CV) B CMESER (HHF) @@ > (HkE
M%) HHF # 4 £ R eGFR(CKD-EPT).: & M ig# 4 #5824 Mtk B854k -
ARBREZHSRBER LT RAAATHKBA ML ERGZ R L  JARDIANCE AR R(2
BEWBNE SR IR F L) JARDIANCE T ¥ 1816 (§RSM4) HHF &4+ &R %
' FleRBEE k4% eGFR TH (#A& 16 XAEH 7 W 8) -

& 16 $HE 23 A 8RR ~ 005050 B B W Ak B BRa0 A5 4R ) 6 kR

JARDIANCE | MMt vs 8 P
iﬁz 10 mg [l
N=1863 (95% CI)
AR (%)
ERHAVRM AT RARLCRA
SR RIBAERE 462 (24.7%) 361 (194%) | 0.75(0.65-0.86) <0.0001
(EH KRB FHARBF)
R RE AT 202 (10.8%) 187 (100%) | 0.92(0.75, 1.12) 04113
i;’;‘f*ﬁm (F—k 342 (18.3%) 246 (132%) | 0.69(0.59,0.81) <0.0001
™
B o FR 2
55 88 0.70 (0.8, 0.85 0.0003
(B—Ah) ; . ) L
i L~ R P
(mL/min/1.73 m¥ %) (99.9% CT)
¢GFR (CKD-EPT); 4% ° 228 0.55 173 (0.67, 2.80) <0.0001

ch!R U B A aS I 0 CKD EPL & 244 505 U7 4 4 & 18 s 5\,

AR AT— M F o4 BsbMkAmM 95.04% EHER « $HEH p MKR 00490 Z#EKE - CVRTR HHF ¥

‘?"3@ M — R LB B R RRITRE BRI BN A E 2 -
[‘ A — R 2 A -

ek
=

o
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vt Iﬁ't RABN 99.9% EHRER AN p EER 0.00] ZEAR - cGFR # £ Mikiem K4
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15

——— Placebo (N=1867) f
....... Empagifiozin 10 mg (N=1863)

Empagliliozin 10 mg va Placebo

HR (85% Cl): 0.75 (0.65,0 86) P-value: <0.0001

Patlents at rlek

T T T
270 380 450 540 630 720 810
Days since rahdomizatlon

Placebo 1867 1715 1612 1345 1108 854 611 410 224 109
Empaglifiozin 10mg 1863 1763 1677 1424 1172 308 845 423 23 101

B3 E (WRAUE) HLBSMIBERBRIGHR

050

045~

040

035 -

0.30 -

025

Mean number of events

Placebo (N=1867) ,_J—’_'_r

----:-+ Empaglifiozin 10 mg (N=1863) o

Empaglifiozin 10 myg vs Placebo

HR (85% CI): 0.70 (0.58,0.85) P-value: 0.0003

Patients at risk

T T
180 270 360 450 540 630 720 810
Days since randomization

Placebo 1867 1820 1762 1526 1285 1017 732 497 275 135
Empagifiozin 10mg 1863 1826 1768 1532 1283 1008 732 495 272 118

RARAZRES (B CMEE - FEARGEEDRREGRA) £EZMSHBIRER
EEAZR-% (BRE 9) -

B9 2BULRE (ChfFRTRESMELMERE) Rk %H5H (EMPEROR-Reduced)

Subgreup N with avent / N analyzed Hazard ralls  Ihieracion Empagfiozin 10 mg beltar Placebo better
Category Empaglfiozin 10 mg vs Placebo (85% Ci) p-value N
Overall 361/1063 4621867  0.75(0.65,0.86) HM
1
Diabetes at baseine 05690
Diabetic 200/ 927 264 928 072(D60.087) o |
Non-Disbetic 181/ 836 197/ 938 0.78(0.84,097) J-a-f
Age 04909
<85 128/ 675  18% 740  0.71(0.37,0.89) = |
265 23311188 2681127 0 7B(066,093) |
Sex 00837
Male 29411426 3531411 0.80(0.66,0 93) bl
Female 67/ 437 109/ 456 0.59(0,44,0.80) —e—
Race 00082
Whita 264/1325 2891304  088(D 75,1 04) i
Hiacki Afiean-Amancan 240123 48/ 134 0.46(0.268,0 75) p——
Asian 62 337 99/ 336 057(041078)
Other Including mixed race s 5 14 63 041(015.114) p—————
BMI 01684
<30 226/1263 3221300  0.70(0.69,0 83} 3 3
230 135/ 600 140/ 567  0.85(067,108) [t
eGFR at baseiine 02915
280 31 229 55/ 220 051(0.33,080) —
80 to <90 128/ 740 169 740 073 (0.38,082) |
45 to <60 BO/ 433 108/ 467  0.76(057,1.02) F——
30 to <45 87 345 96/ 349 092(0.89,1.23) —t—
<30 5 116 3¥ B0 0.68(0.42109) —
{
NYHA at baseline 02716
22011399 299/1401 071(0 59,0 84) e |
v 141/ 464 183/ 466  0.83(0686,1.04) =
Heart failure physiology 00420 |
LVEF s 30% and NTproBNP < median 80/ 659 113 724 0.70(0.53,0.93) i
LVEF s 30% and NTproBNP 2 median 169/ 631 249/ 661  085(053,079) e |
LVEF > 30% 108/ 626 97/ 475  0.99(0.76,1.31) b
Baseline usa of MRA 09345
No 118/ 867 132 512 0.76(0.59.0.97) i
Yes 243/1306  330/1356  0.75(D.83.0.88) 2l
Basaline use of ARN 02109 |
No 31011523 368/1480 0.7 (0.66,0 80} aall
Yes 81/ 340 93/ 387 0.64(0.45,0 89} —
T T T T ¥ T !
0125 025 05 1 2 4 8
Hazard ratio

LVEF >30% © #.3% % # 8462 NTproBNP +{u#h4 « A% SR/ - LVEF >30% &4 NTproBNP a2 5 %
LVEF <30% % + {4 12 WA N ¥ &4 HHFA R bR -

34 JARDIANCE 10 mg ;4% TBA ¥ %1% eGFR %0 & (A& 16) » A RAREMARALR
BFHRBHYLA—H -

124 S EHHRERSHCHEN

EMPEROR-Prescrved & — M » % 8 ~ RAH MR L EANMOBES (ARG &
[INYHA e SR EI-IVE) S EHHFIBEY (2 CTH BN R[LVEF]>40%) hm AL L §
Ze 90464 B4 A — K104 LIARDIANCE » # 5 wRRESRER S LR M Ry R R DM -
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7 5988 & %A 0 2997 A4k % E JARDIANCE 10 £ %48 » 2991 AMMMR D % E A A
CBARE26MMA (Fas) ey - KREFGTFHERA 2R (KRB 222 100%)  SS%A R
Mo A5% At  A3%SE TSR o SRE P AAYME T6% B AL 14%  BARIERLBAL

4% o

M4 fa 0 82% M AL NYHA ¥ 114 - 18%5 % LI & - 03%4 % IV & - EMPEROR-

Preserved $8 % A LVEF <50% (33.1%) ~ LVEF 50 Z<60% (34.4%)8 LVEF >60% (32.5%)& % A = %
&5 cGFR 3444 4 61 mL/min/1.73 m? » B & & & -PULELAT Lb L (UACR) ¥4 3 8 21 mg/g » A9 %
o5 A(50%) 8 ¢GFR > 60 mL/min/1.73 m® ~ 26%3% A& ¢GFR % 45 £<60 mL/min/1.73 m? » 19%35 A
#) eGFR % 30 Z<45 mL/min/1.73 m? + 5%4% A& eGFR % 20 £<30 ml/min/1.73 m? -

Ao 81%9 % AEA Lo B W K EBRACE) ¥ #! A ~ o Bl 4E 5 % M FAHT #(ARB) + s&m
B i i % - A ok A AR ) I (ARND) 26 8 » 86%4% % B & MR UG #) » 38% 4 S akdh B K ¥ %

FLB(MRA) « SR 86% 3% A1 S A «

ERRBERAZ R AFACHERERT(CV)RE RIS ERMHF) @B - (HRAME
) HHF 693 £ & eGFR(CKD-EPTjcr & J 65 4 #H 8 #1625 s8R B3R 4E44 -

JARDIANCE #7 ¢ fo 8 B B 56 ¢ & B Bl F 35 MRS 2 £ B4 4 B 15 1% R o) 18 b SN &
BA(EBEQEEECRREDERMNHE L) - JARDIANCE T £ &% 4 HHF (Ek|Hif) @
RIE > BIWFEAE W4 eGFR T (54004 16 1 10 & 11) -

A 17 8 E B3 oMtk  JLMA10R B 2 W Sk BB AR A KR

JARDIANCE | HEMit vs %8 p i
If—ﬁgl] 10 mg n
Bz N=2997 95% CI)
AR (%)
ERENAWENHE T RBARC-RE
SRR IERR 511 (17.1%) 415 (13.8%) 0.79 (0.69, 0.90) 0.0003
(28 KRB AFHmEun)
o R T 0 244 (8.2%) 219 (7.3%) 0.91 (0.76, 1.09) 0.2951
B o i G I, 352 (11.8%) 259 (8.6%) 0.71 (0.60, 0.83) <0.0001
T4
R RBETE
=k ALY * 541 407 0.73 (0.61, 0.88) 0.0009
st LA Pt
2
(mL/min/1.73 m¥/3) (99.9% C1)
¢GFR (CKD-EPT)y ## ¢ -2.62 -1.25 1.36 (0.86, 1.87) <0.0001
RER T TR S0 PRt
Yo, e

SRR —AIRE MATIEH
Ut R R RATE A AN 99.9% EMEMN  HAR p AR 0.001 ZAEAE - eGFR HRBRHCH KD
WA W

B 10 23R4 = 804 WM ko 08 R E AR E R IGERBBRL

25.
]
B
—— Placebo (N=2691) [
- - Empagifiazin 10 mg (N=2997) P
Z = i
=
P oadl
‘ /_/ i
15 E =
#

Empaglifiozln 10 mp ve Placebo

HR (38% Cl): 0.79 (0.69.0.90) P-value: 0.0003

T - T T T T T T T T T T
[ 90 180 270 360 450 540 630 720 810 900 ©90 1080 1170
Pailente at risk Days since randomlzation

Placebo 2991 2688 2786 2708 2627 2424 2066 1821 1534 1278 961 681 400 187
Empaglifiozin 10mg 2997 2028 2843 2780 2708 2491 2134 1858 1578 1332 1005 709 402 192

B 10 E (HFRANE) &L R BRGNP

0.30 -

Placebo (N=2801)

025 - Empaglifiozin 40 mg (N=2997) e

0.10

Empaglifiozin 10 mg va Placsbo

0,05 HIR (B8% CIJ: 0.73 (0,61,0.68) P-value: 00000

000

T T T T T T T T T T T T T
0 90 180 270 260 450 540 630 720 810 900 €80 1080 1170

AR
TIER
S

atrisk Days since randomization

‘gc Placsbo 2091 2945 2001 2855 2816 2618 2258 1998 1695 1414 1061 747 448 213

% e

EmpeglifioZn 10 mg 2997 2982 2013 2889 2817 2004 2247 1977 1684 1420 1081 765 448 218

a-alAﬁ!k#aﬂzﬁ*%ﬁ'\ﬁkE&zMﬁ#(&%;&i‘z»ilﬂzhé}i%LVEF) & A ik RGBS RS
in/1.73 m?) — %Gk LW 12) -

o
=Yl Bkl
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W12 ERAAHE (PR CARCHMIEGER) BREKEMELH (EMPEROR- Preserved)

Subgreup N with evant / N analyzed Hazard ratio  Interaction betla
Category Empagimioz 10mg vs Placebo (96%Cl)  pualue CmPagifiozin beftat Blacsio ":"'
Overall 415/2987 §11/2999 0.79 (0 69,0 80) -
Ciabetes at basaine 0.9224
Diabetic 23%1466 2911472 079 (067,094) ||
Non-Diabetic 176/1531 220/1519 0.78 (0.64,0.95) p——
Age 0.2548
<70 134/1066 152/1084 0,88 (0.70,1.11) |
270 28111931 359/1907 075(064,087) e
Sex 0.5360
Male 253/1859 2971853 0.B1(0.69,0.98) -
Female 18271338 21471338 075(0.61,082) ———
Race 0.6783
White J10/22868 370/2256 0.81(0.89,094) b—m—
Black/ African-American 24/ 13 2o 126 0.73 (0.42,1,25) p—————r—q
Asian 54/ 413 T Aan 0.85 (0.46,0.92) i
Other including mixed race 271 164 367 198 095 (0.58,1,57) ]
BMI 0.3208
<30 223/1654 29211842 0.74 (0 62,0.88) =
230 192/1343 219/1348 0.85(0.70,1,03) p——
oGFR at baseline 0.9406°
200 221 23 28/ 237 0.83 (0.48,1.46) —————t——|
60 o <90 130/1262 181/1268 0.80 (0 64,1.01) ——
45 In <60 1121 792 143 773 0.73(0.57,0.99) —
30 tp <45 108/ 564 123 550 0.82(0.64,1.07) b=
<30 45/ 148 55/ 161 0.81(085,1.21) g
NYHA et baselina 0.3081
n 27512435 381/2452 0.75 (D 84,0 87) =
v 140/ 562 150 B39 0.86 (D 88,1.09) —
LVEF al baseline 0.2098"
>40%"" to <50% 146! 995 193/ 988 071(057,0.88) b
60% to <60% 13841028 173/1030 0.80 (0.64,0.99) ——y
260% 132 974 146/ 973 087 (089,110} ]
NT-proBNP 0.8887
< medlan 12811477 168/1508 076 (0 61,0.95) —a—
= median 288/1516 34111476  078(0.67,091) |
Basolina use of MRA 0.2189
No 233/1878 306/1386 0.73(062,087) -
Yes 1821118 20511125 087 (071,1.08) =
T T T i
025 06 1 2 4
Hazard ratio
"B A4MNYHA R 16 5% A
.
AR K
" b 42{ELVEF 40%th % A

feih RN > K A 4r 488 - empagliflozin 8 4% eGFR T E 818 (HAME 13) - L
empagliflozin 10 £ H /4R TR %% cGFR TH» AMRAMAFRAE R Z REHY —5 (541
& 16) ° #&% empaglifiozin ;4 Bt A + M85 cGFR T % » J4RMH5 L% SRS KM (E » HHR
iR dn % % /) & % 1642 empaglifiozin #4340 cGFR # B AR L EHFK— T H S -
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B 13 eGFRA{#§ R &5 1t

v — Placcbo (N-2991)
¥ =-8==- Empagliflozin 10 myg (N+~2997)
B I
1
\
24
L}
1
L
L}
N '
2 o ¥
=
:
54
g
£
2 6
74
e
9
-10 LLJ L L T T L] ] ¥ L
Buseline 12 52 100 148

4 32 76 124 172

Planned study week

*eGFR (CKD-EPI) (mL/min/1.73m?) MMRM # f M85 Rl 45 84t - M58 o {57 FloF R A A Rid s A g (a8
empagliflozin) % 438 (2910 2931) ~ % 1248 (2820 ~ 2854) -~ & 3238 (2590 - 2629) -~ # 52 ¥ (2457 ~ 2474)
¥ 76 (2123 2114) - % 10038 (1548~ 1550) ~ % 124 3 (1091 ~ 1122) ~ ¥ 148 18 (695 686) ~ 1724
(231~243) @t % 1968 (16-23)

4 530 4 " & li'bﬂii:ﬁﬁ& (33 O%AM‘ﬁ"uﬁﬁi&[dc l'l0V°] ~ 67.0% & R AR N M BE R 3B
[decompensated chronic heart failure] ) MAEME B C48%E ~ A A E4 H BLVER &K AT » #IT
—TRREM B - B F KA B (EMPULSE) » #3884 X £ A — R empagliflozin 10 mg
e ARERERE Z W MBS R B Ao R o 5 AMER M A4 4T06 % + BIFH 0 X -
WREZHERAUARKE  EAHA T CREBFHY (AR CRRBLER - CHABREY
B ENYEY) 2T -ROREDFEAALITR 0 SURHEERT T S AL R B A R A
¥ (KCCQ-TSS) 4236 90 R4 fohipin bty 1L > 3B s Bk (win ratio) R 745 Ak O3 m
F s R 4488 (ACE) 0 #I8/ % KK M mi ]/ s % B R S — Bk Ak sy 40 A
(70.0%) ~ B- 3% B4 48 [ W5 AI(79.4%) Fo Al A (90.6%) -

£-% 265 A4 8% Empagliflozin 10 mg fo g2 A 48 » MiAEH% 98 R(F M) IEM - HBRH
ASRBE 4 66.2%84 B Mav 33.8%40 4l P 5K A 685 R (R 2298 & © # IT2%HHHmAF
WIS R - H TTI%N MR AAA ~ 108%ATEWASN 102%LBAEHARAA - LMK TE
B0 B 2.6% SmABANYHA B18 35 1%BAE TR~ S26%RA T & -92%B»HE IV
8 LA 453%H R A LH £ oA - EMPULSE 3858 435 66.8% LVEF <40%#5 4% A » LA
& 31.9% LVEF >40% #% A - £ 4% 8% » 36.6%% Ad) 45 B 8438188 & (¢GFR) A >60 ml/min/1.73
m? ~ 22.8%3% A& eGFR & 45 £<60 ml/min/1.73 m? ~ 25.3%% A4 eGFR & 30 £<45 ml/min/1.73 m?
~ 8.3%% A &) eGFR & 20 £<30 ml/min/1.73 m? »
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LEEIHE > AEREH (MBEXAKRIECRED) PtF empagliflozin 444 4 7% AR5 KR
EHELRARMER F X ETERHILE - AEAEACHBGN  MELCKREBS TSI - 244
B R R AR P AR T 0 SRR R K & 3% Ao 3E & o KCCQ-TSS A & 45 5k R #46>5
S ER e B AL H A PSR ML 0 4§ empagliflozin S5 60545 B 2 B HF RO H B A
. 40) %

R HA 4Lk > £ empaglifiozin #h5m AJEAFEE R 5 a9 R & 36% (B4 1.36 » 95% CT 1.09 »
1.68 5 p=0.0054) (R&18)

FAETE

O il BAMMTERL-BREARLSGANN - §HERIJARDIANCE & sLA8k + £ #9848 R
#l o Fekgmm R Faaia 2 eRBmB-FH -

0 HETHRALREANASESTEGENR  FRoBERIA  FIRAFEAEGRTITHE) -
do R HREBE P EAERK(LIEES - Bek > B R RASTRERE) HETRASA
JARDIANCEt S Ep b % [3F R M B R 2L EFHF (5.1.1)] -

RS R

®  L4oyi ARRF JARDIANCE THE @ B AT AR KRG 08B  ZRAHR LK HRMALA T2 B

B8 BEIR K 2P 64 2 N IR B R B A0 R4S AR Y B B AR 0FF N BIFREEFH (5.1.2)] - S50 ARAT R 03 it & 1650 R ) AR » WARI R Behok

i ZHN Empaglifiozin 10 mg % izmﬁi T
A 265 265 = masar s E
Fmpagiifiozin Ja R % & A1 B % [Ermpaglifiosin 360109165 ° ;T#ﬁ;k’fﬁé%&i&ﬁuﬁ@l# (THERERLE) - H05 ARMMALAER T ERYE
B/ M MA) 05% Cl) o WIEAR B RERERKENE [HEYREREEFR (513)] -

pf g 7 e SRR Ay W [
ZTRMEL 0 (%) . 22(8.3) 11(4.2) ® k% tosE A JARDIANCESUAA & K18 4 b4 K (19 ko ok 8 4% R 3R ) SR A 8y 0 PR B+ @3 o
BARECHBELES " n(%) 39 (14.7) 28 (10.6) AR BB 404 BB 0 B TARARBME L F RS LM T RSB ST OB T » LR D R b &
¥ 90 X 8% KCCQ-TSS A A& A RE LS @A 218 (82.4) 232 (87.5) ;irfr[#ﬁ/}i#ié&,ztrfm 1.4)] -
%2 n(%) i3 LA T

¥ 90 X 0% KCCQ-TSS? & A s thwhit » F3444 31.63 36.88 ® ﬁ%%ﬂlﬁ,}\ ¥ AR R RS AN B XA A KA B - BEA
(SE) (1.86) (1.83) WRAMBSXAMZAHER L RABRRA ~ R RR YL FREHRAHEIBCHREMA T
& T 0 (%) 13 (4.9) 8 (3.0) B SLER L [0 5 A $E 5 R L ¥ FH(5.1.5)] -

CREBEHZCHEE 0 n(%) 48 (18.1) 34 (12.8) XA e (o shie i

KCCQ-TSS =43t A W7 17 < L% 8 1) 45 AE R0 a2 3k 5 8% ® GHloLMRATRELREM RGBS - B4 HRE K 8RR 5 R fo B S8 0548 8 F 3R -
VY 3% SN RIEN EEICRWN S 3 F ok TS TALEACLD ® sim@/\iﬁ&yéﬁx&ﬁu&ﬂ&ﬁm [#$M¥:‘§Ji,z EFE (5.1.6)]
2 Rt AR RS LIGH - B S E £ 4L 2 KCCQ-TSS Sk i - L % ’ %

® ﬁ‘*‘%ﬂgﬁﬁi/\']_ﬁﬁ%i&ﬁﬁiﬁ&#(ﬁ“&-“ﬁﬁﬁ&ﬂﬁbﬁi) RERAEOENER

FEBBERNERLER AR R Z REH(LFE N H R - kMM Pk E 35 ~ LVEF {<40% 3, ARG R AR dE -
LVEF>40% 4 %)+ KB —8k - O NMUBFHIPEFHALLEOMAPER (REABRXOLEFLXBIASL) f1m Ak
AR 8 9 2 M AR AL S AT € 4009 empagliflozin &2 ML F a4 - M # R o
® A AEMEHRBEUAKEHEN [FLAHFEREEFH (5.16)] -

. -

13. RAMA W fo g A % % (& A JARDIANCER] th 300 & 0 80 RIE 6135 B 75 R o i b AHE 6 B4R B o) o 3 4 4o
13.1 &% FRABRETRER o B KEERIIER  EAASBNELANTRERRY /R EZRLE
2-10008ALU-PVC45 35 & & - ¥AH (51.7)] -

13.2 30 Xz Hon
15 ® 44k AJLF JARDIANCEBR AR 47 P ey e FH S BIE N LK -

13.3 B kit BmE

HBERI0C BT - O B ARAF LT HMA  RIARDIANCE: § T fe 440 501 ARMRE R, 424 3¢
% A MF B EFF 6.1)] - HETHAREMPE L S BE -

134 RAEEFR sl

B SR b T ® Ao A MR EIARDIANCE S # A I 88 B SL (3 R AF R 26 82 & ¥ (6.2)] -

S840 R B
Bom AR bR FIRAJARDIANCE - MIREZ% A A 4l — A Mdh o Bhl koot o8 3L 4 Ik

Egmmm:c B o 0 — AR AR E -

£ [ -—
14 RARA RS ﬁﬂﬁﬂr mj ”Mlﬁfl:
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Rottendorf Pharma GmbH
Ostenfelder StraBe 51-61, 59320 Ennigerloh, Germany

2 6 2R/ Rt
Rottendorf Pharma GmbH
Am Fleigendahl 3, 59320 Ennigerloh, Germany

BT H ¥
Boehringer Ingelheim International GmbH
Ingelhelm am Rhein, Germany
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