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FEE] HO Bl JE— 0l oK(10mg %21]”3-‘32333%{{ ot ity S S o e,
T = of D2, xE i = A ? BIXF= 17.8%, — o =T
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= _ St oAt _ A= A SXh= T 52.2%, ZISH76%), Z SoIZ|ULCE M, 77%7F A Pk
~1% 0/gt £ olA5lx| 280 HBHLt, Oltet aiCI=INEIE olzEl £0d 3t 201 SRt YT (7% SEE %7t Ok, 1o BxE
= S ol Srol oo i 2ol Ui leF JEele e/ 2 et o fwgom/mm/*-73”;“0‘@%'*1 ;g.fa@age!%lﬂi‘gmwﬂ- PP
SrRoAEE g Tl FRia bt T 5.28%(106/3, By 7 r0lgic Mo PrSlo A KoL, 5% 127, Ao ol
tF0|MEES2 01‘)355:‘3/%‘2*31%‘ 50671) = - P es ou %fﬂ}}ﬂgl 18%0Wj7} Eﬂ\_F@ﬂQE)i LERE)’I URACE 125
373/3, T2t © A 5t 22, 28, © TR 2t ok 81% . ALRNE 28
2| 11.54%( Z 2t 0|2ty ¢ FSINRES-= o, Zx| BCfAIRFO| OF S8 oAl
rsl Hie 7l IEEEX =3| 9 ﬂ‘,?ﬂz, A= Eo‘% AE éoolﬂjfl Mj‘i%@ﬁrﬂlﬂlﬂmﬁ
=2 2 S*T.:.om;r 2 THA 2 =5 T =mz o 86%/t &
= et W 2= = = -
S T e da | T Eawa
Bl | s e, i
11 — o = S, 20
R T e s s 56 1
iy 52 A4

. Txo5 = 2 2{9F 0.11% 2), 0| 2k [¢] 6(0.02), 0]
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N | O
J n mpre el A %(0.02),
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ARTWORK T4 A (3/3)

o 25mg 0.71%(0.02)22 HEEUCE 7| 125 0|F e ZES FoiZ0) 2AI0| XSt 2
Z3} 947 A0l HpAlcOl BAE HAEZERXD HMSS 9I9F 0.08%(0.02), 0] 2F 10mg 0.50%(0.02),
0| 2f 25mg 0.55%(0.02)2 11 &1t= F5tEIQACh EMPA-REG OUTCOME QAIAIEIO| Xt Wo} Bigs
T e T MAMACE)S] & U7X ] AZH0IRACE MACEE AERA ZI8 Al HIRIHA
HTEM HIXEA HEEo2 FolTIRICh S/ 242 0] of 10mgt 25mgS E&let= A2 AR
A== UCE AR A™E MACES] 2I&H(of thet BIZS4 SHAI(1.3)0f CHallM BIZSHE HSstn,
HIZS 0| USEH SBUMS ZEsk=0l ZA di2] AT 20| ALZERUCE 0] 242 tnt HnFHS of
URF ST HWIIHN (MR FE ALY, HIXIEE AT EM, HIXEE HEF)E A= ol
SYSIACHE 1), = MBI HE Alyol oI5 ZA0M 7|15 Ze2(0g 2), HIXIEE
A I IR HES0ll= ROIFt Bt giAC
a7 1. MACES| FHE &4 Yis

20

gpal
fu
fo
A=l
Ml
0
I
T

Placebo

Patients with event (%)

. ) 6 12 18 20 30 36 42 48
Subjects at risk Month
Placebo 2333 2256 2194 2112 1875 1380 1161 741 166
Al Empaglifiozin 4687 4580 4455 4328 3851 2821 2359 1534 370
Qg 2. AEEO) M AYo| FYE £ WNE
20
1 — Placebo
] -- All Empadliflozin

Patients with event (%)
IS}

. 0 6 12 18 20 30 36 a2 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
H 3 YRF =/ WOt B, 2t PR et XIR 2P
2oF o| or 2I&iH| vs 2ot (95% Cl)
ABCHARE 4 2333 4687
MACE(& 2t A2t Aty
HIX|HM M AM HIXEH HEF) 282(12.1) 490(10.5) 0.86(0.74, 0.99)
A4 N(%)
RIS 2ot AN N(%) 137(5.9) 172(3.7) 0.62(0.49, 0.77)
HIXIEE AT N(%) 121(5.2) 213(4.5) 0.87(0.70, 1.09)
HIX[EA HES N%) 60(2.6) 150(3.2) 1.24(0.92, 1.67)
2E 01 AU N(%) 194(8.3) 269(5.7) 0.68(0.57. 0.82)
HI— A SHEA AIUE N(%) 57(2.4) 97(2.1) 0.84(0.60, 1.16)

@ X|=2a(Treated set, TS), & AIEISFS 18] 0|4 F0f gH2 2iXt
° 0] °f 10mgxt 25mg S
* MACEQ] 2iEjt|ofl thEt HIZSA 5H

= 1.392 MAFYEUT
b2l & 20| ABERACE 2 AIF Zuprt S2 EAof 2
%40.0498 012hol| == 95.02% Y= Al2l77H0| M |UCt
« AEFOZ QIS UR(Heart failure requiring hospitalization): A2 QISH U0 26t WA=
SN 2o Z WIIE|UCH EMPA-REG OUTCOME AIE0|A AnfZ2e|22 X2 ekt
R QIFt l2lo]l S UAMZCHATZRIZZ X 2.7%; 12 4.1%: =HIHR
0.50, 0.85).
AEHE(Nephropathy): AIRES0| 25t HoHASS SAME SX o2 HIIEUCH EMPA-REG
OUTCOME A[EOllM, SRIE7IASC1 Al = ofshE AMES(SEYR0 L UM S Iaj|ote|lo] 26)
B4 A1 RN QE(FHAEA) AR A AMRHOZ 0I5 Atgfoz FO|E)o| X Llntx|o] AlZtoll chEt
QISHI(HR)= 0.61(95% Cl 0.53, 0.70)0|ACHATIZE|Z 2 E 12.7%, 9/ 18.8%). LSt SO 7}
QU= XA XI&AQ1 FMUAR O E= 0IMAR 20| TS @{ofchy| AnFalZ2 XM o =2
LIEHACHATZ 2| Z2 T 49.7%, 912 28.8%, HEHI(HR) 1.82, 95 % Cl 1.40, 2.37).
3) QAR SSHAIR T F1
7L NSt AntE2smg(@ntE el 222N (F)s 0| at thARCf XiC|YE2smy(P2e|E27)
[EH=HIZHRIASIUF)S 2x2 AN R 2t 1EM AZEH oIl B2 Al T3] ZFF0i510 31
Ho| Hx duFe|E22S St | nEIIEEX|(AUC, Cre)S 2RI EAIX2ISIAS M,
AR X2 90%AIZ[TZ10] I0g0.801IM log1.25 O|LHZM MESIMoz S582 YS5IRCH

siHoz 592 ¢
- BN R Foaee
= AUCo-ssn(ng-hr/mL)|  Cradng/mL) Trax(hr) t1/2()
AL M26mg(Ant= el Z2 7)) 3.00
oF i
Chzef (St 27 25 2l(Z)] 2987+553 3685%789 | (1 ogupon) | 7-23% 112
Aoy | BOLTOMGAIBRIZREN [ 300 gon 366.3+88.7 250 7.64%1.40
[(Z)=T6t0| @At (1.00~4.00)
s of ) .
90% AlEF7F log 0.9866 log 0.9093 B B
(71Z&: 10g0.8~log1.25) ~ 1.0466 ~ 1.0533

(AUC, Goa, t1 © WG+ BEEAL Trar ; SAZHEL), n=31)
AUCH ECIARZHEE] ABBEEE YA XS] HESE-AZ 6/

Cra: EDBEE

Trax: Z| DS SE EHAZE

te: EE A pEzL |

* HREIIERIE 2AHEE HHEA| A2 90% 277

L QESSYAIRTIE M7EM2El wal, AlRet AutdE10mg(@nZ 2223 (F)SHI0|2A )2
thzof AEsmg(PmZ 222 EN(F)STH0| M|t nte] | nEEAHXRE X
thzofut EE2YH0| SSoIAULE ool w2t sy Alz2M Y=sid Y .

1. 0] 2F2 (F)S7HI0|2H|t0] AU 10mg(AIZ2E2 7)1t SYUS BRE MEdtH SLE
Hzdgloz MIFE (F)STHI0[2H 20l /= M=IRE.

(R
71887), MR(1~30)0l5t 22t

[Ar8712H
HIEL2EE 36712

[=Eetel]

30%

[®I=xH

(F)STHI0IRMIt 47 |= shdA| SeE MefsH2Z 18
[HI=2|=|xH

(F)et=ntot Z7|= YAl egg Mt H3d 87

4 7\

% OoE 801 MY 2 J|Ef XSt QlofE HE = o|UBEFEE ALY (nedrug.mids.go. kS FEIM L.
X BA2 BT 9 Ijsh LA AR SH2OJOFEOM MBI (w 1644—-6223)/WIsHTEH| AEH(® 14-3330)

% COKES 0121019] 20l YX| 7 2 tstofof Fch,

K ME7[8H0| Xt SlofE S ALSHA| =2 FLCt

* ot

il

Azt SEUL|S Lot MZYLIC ef FUA ME7(|2H0] Zate|U LY, HEHIH =
(= cii

HIZ2 SR0lA AR At Dioh 280l 27 et AH[xte] mafiof thoh Hfal =RiLIch

o3
x 0 HE2 A Xyl

1277)01M &rlgh 4 &L C,

- J/

HIZE22l% 02)558—1277(0tAIE 25)
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