OII:I:EZ 3 O”'EIJ Doz

(m2a|E27)

EMPLOZIN ta

EECEE R R
<QZ2H10Y2 2>
" %_ag;:i, %ﬂﬂ}ﬂa‘%éﬂ(%%) ................................................................................................ 10‘:3'3'1%

"IN (E2RALR) JHELA(IA, 28)
w 7|EH IR DA UE RO A, Ag|0l2A0RL|E, QTFC20]QXi 24 (321A620003), Ol Afst 74, HE SR BMLIER
SEENZZUAERRA

<AZZ2RF)5Uz| 2>

WA QIEIR| TR (B 7)o v e ererss s ssss st 25902|1

» IR (SSREHLE) AAERA(|U A, 9F)

w7JEHEIHH D[ZRAE 200, ARor2Al0R U, QUHEa0lQXi-2144(3214620003), 0|18t 4, HEZRIZALIES
SEZEATZLMEZQA

44
(=]
AE2TH1082] 22 oiot - 2H40| oIoi0] 228 U BEDYE
HE2RE5e| 12 ot 2ol gfelo] 2541 ety BBy
&5 53
ol o2 401 M 28 Gu'd #Ate] BYTES HANTDY| Slol ALY U 25ROl HEAZ Sofsict,
10| %2 HEQHOZ Sofsict.
2.0/ %42 T2 3P ¥8AYOR S0siC,
-0/ B OIZKIZE e F%0| 9IO0 HSRHOR S28 ¥ XR0| 0f242 3P 0 o1 HEE20T $EL0]
-HEZ2H HEaYoR 23 HHTHS & 4 9= 32, 0] 92§35
-H|EE2013} O Z2/ELE B M, E5 YEE20T HELQA 0t 48O R HYTHL B 4 9= 39,0198
HRE
28
-ol52l(0l82 HiS £ HEE2D We £ HEE2DT HEUSR(0 HE) QUOZ SEN HYTHS ¥ 4 olk B9,
0] %2 HEEN
g §3s
-GIET2003 CIREID BEICHRI4 (DPP4) RofI2! 2L28E $8R%oR S50 8y ZHE ¥ 4 ol 39,01 948
QEO;‘
s
20| S0 SUEA 9 A2Y Tt BAF YB2 D] olel BRolA MBI A1 L0 ot FEL NS

=
TN 10. BEVIE ofet B 2) YYAIY F2'ge Husich

(84-8%]
0| ofo) 2FBL H=RY 3l 0147 S T2 BE Aol 27 S SR tiéto] 19 181 10mgolCk. o] o 10 mgl Lorsol
Q4s12ix] 27150l BEEH0| BRs 39, 0| o 828 12 1825 Mg B + 9Lt
0] oY HEULE0} £ OI4TI2 WREOIU0I= HET LAo| AEE 22N 9 AELSA0L EE gt 8UULE
D32 & 9l (B4 FONY, 3. 01492 8 57,
0] of2 AAte} oAgio] Soig £+ 9ict A= SME 4K 8L 0 ool 288 UNUS Tols MaALts A S8
st=0f 5 viol 872 B8t Bt
s+ e

<AE0]

2B ATof extof chpt 88 2HE LRG| YCh

A OMg(eGFR)OI 60 ml/min/1.73m2 D|2tel BXHIEE CrCl <60 ml/min]oilH| O] %O2 XRE AlZfsHAlE QHEICE

0] ofofl LiokS0| @4t Ext Z At H| 0f2Z0| H4E Q2 60ml/min/L.73m? 0|21 BXHEE CrCl <60 ml/min]i 0] 22|
8YS1¥ 18] 10 mgQE XHSIALE RX|5t0{0F BTt AFRA| 01THE0] 45 mi/min/1.73m2 DIBHEE CrCl< 45 ml/min]22
’:r*o% B9 0] 42 FEhfof eict.

27| Axe (ESRD) EE BN 501 #xtof A 0] 9fo] R 40| 7|tHE|X] GO R 0f oS AtESHK| ghert.

S EE §%§9\ ZHEOH txtof Chet 82 2 US| 4Tt 52| 2oy exiol hsto] elrex| gtenz, of o9
A80| AR gett
« 0
Yol ;e 8YxHL ‘é‘ﬂW QiCH 7541 0149l Bt AT 7|51 MR Z4 A%E 1 1°H0F StL}. 854] 0|49 IR0 A ]
Y ZEHO| HetHo|22, 0] %] RS AFShE X2 AYEX| F=Ct (A FOIAG, 4. LEHE 7o g H1)

[A842 FoA]

1. OfS #xtoli= Sofat] & 2

1) 0] ofel X4z 31 TS0 40luHS0| Yk xt

) i 18 Shint E= S A HEMS X}
3) AbA| of ke (eGFR)OI 30 mL/min/1.73m?0| 2tol StX}, L7| AESH(end stage renal disease) £ FA F9I etxt
40| w4 2B (Lapp lactase

| o2 REE EQstn oDz, AEQRA SLHY (galactose intolerance), Lapp FEHE0H pp
deﬂcuency) FE ZrE-ZERA 520 (glucose-galactose malabsoption) S REHel 2x|7t e ExtoAl=

of3(0t of =i}

2.CHS S0l MF3| Sofd 3

1) AEof 2txt
AHEA| 012+&(eGFR)O| 60 ml/min/1.73m?2 0| 2Rl BERHEE CrCl <60 ml/min]ofiA| Of 2 x2S AlZfsH A= O Lt O]
Or0f| LHOF0] 4t StXt B AFA| 0 2H20| AILHO 2 60 ml/min/1.73m2 0| 2tQl BXHEE CrCl< 60 ml/min]E O] 29|
2245191310 mgOE ZHGHALE RX|8100F otCh AFA| 01 2+20| ALHO 2 45 mL/min/1.73m2 0| 2HE= CrCl <45
ml/min]2 Z<0E 0] 2k2 BTtsof it
27| MEBHESRD) £ £4 F9I 2txto| M 0] oo
A7) BLIER
0] o] R4 XgI|HMOR QIsf A7|50f QEHO|C} metd ChSo| A7|s BLEFo] A% it
-0 9 £0{5 AR M 9 S04 03 H7|HO= (1:0] 12] 0|4)
-N7ISE UANE 2 Ue HE JUE S04 M

2) dgd
NYHAclass HI0| M9 ZEE AptH0|9 2 0|5 WMME AUE
20| ol7| mof 0] 9] Ago| A ’é*E\XI el

3) Q&2 U xyoaoret 22 ol BH| X *"'K = xSEg Yo 4 9lrk M2t 0 ot} HEA| Xeige) 9i3ie Zo]7|
9, ol AE‘ EE ol 2| *Xlx\_j g¥g %WOF%’ 2 9t

F240| 7|th=lx| o8 0f %2 AMgCIA| Y=Lt

S| AL251090F $ICH NYHA class I11-IVoi| et Of 9] AAkA[%

o] Al
1) 94 Z2mlol oot

X 28 Y #AH15582HS HAOR 0f 29| QA 0| HIE| UL 0I org CH=QH T HEXZY, dxde|of
I|QZ2|ELE, DPP-4 KefK| Ei 0la2itel 48RO R 0] 92 Fo{et Shxb= 10,004% 0| A EMPA-REG OUTCOME®
AN HERA DH D %*IHOZOD‘OI OI 10 mg/¥(n= 2345@') 0] 925 mg/(n=2,342) & 21 (n=2,333)2

Ao 454 S0 SO O] AN Ani=2| 2279 E'\’Jﬁ‘&' QIHY I2MAUL 0/0] AT AT Y T2IAst FASHHCL

187% 2477} BIshel 6702) SIofTiE A0l A0f8t 3534810] $Ht 5 §Ior2 =89 #AtE 1,183%0/2 0| % 10 mg
2 02 3Rt 11859, 0| 9 25 g2 EOIE BRI 1,166B0I9ICH Fstlol 0[4lute WAES of o3t 9I01R0]
SABISICE 71 vlvishl g ojalus S Mmealol EE oleia HRslS | MEoloict (3 58 ol5uso ojgt
Mo 5t é}}_)

2olg 28

QloFTix ARl 0] o2 Fofot S0 AN EnE 0|4 S 7|27 (SOC) X MedDRA 8012 EF6t4 T 10 LIEHHACE.
ol4er3 e Hrj o] nfef LRSIAOD, Bl = ChE 3t 20| BolsIoltt: of@ 227 (>1/10), 262 (>1/100~ <1/10),
S5t % (=1/1,000 ~<1/100), EEA (=1/10,000 ~ <1/1,000), 4R EEH (<1/10,000), ¥l EF (0|8 7t53t H=2E
Sl Wt £ of8).

E191% 04 A8 % A $ 30l 208 olyis

ez 02 =eA =6 Sopa| o7 CEj | o csA | vk =g
FEEEUENCEET) FEER
A% 9 7[er 44| Ze? .
Pt B e i o (fournier's
ERIEENEL] engrene
Qz41es T3 i
Heg (dzd2aof
| oioF 2o |2xaT =b
WL | 50T e AP S
FEEFLESS] UEEHEEENER capf Eraed
R A 3
FHEIM *W\h
R Yy i Z7F° i 22t - Elj%;,
B Y0 £9 0y 23
EEEECEEES
ek EEREEY NTHolzg 742
#otE 32l 55t
3t EEE of Bgste trel A
°AH & AH0IN Zolg
3) 53 0|4utSo] chat M
OHEY
MY etz 2t AN ALRE JIH 2ol mar HOEYC 0] o8 BEQY i 47} UgevHERED,
LQZE|EE+HERSR, 2|LISYEHHETZ0)OZ S0{3IAS T MY L iz = 0] o2 9190l ALt

o]

0 o2 HEZX2e+M TRz 0t E= OI%ELI+D+\EEE“I+“£LE'$E1\0M LBIAS uf o0l Hloh 0] AZRo|M
MELo| U vzt 2ol (E 2 8X).
Foot XY (M7t st Az)
0] %2 HHEQY FE= A7t YReYHERZ SR+ T U o, |2 32| E+HER 2D, 2[LI2EEHHEE2D)CZ
T@M S Feo HEo U bz °\°*0|| B[5 O] GOl A| K| QUL 0] S Ql&2lLHET 2 LM T L Leloret

HEISIS mf /o0 Hlsh O] %‘EOM FQot MEH| I vl It EUCH
227 %léMIf@.* A asEI U2 HOIE X %E*Q\ EpIle (1245.19, 1245.20, 1245.23met, 1245.23(metssu), 1245.33.1245.49,
1275 inasmet), 1245.25 - TSY)

20z oo 0| %10 mg 0] %25 mg
N 7 7 3
HEE0} (1245.20) (24%) EEEID) 04% 04% 04%
F98 NEL%) | 0% % 0%
N 206 a7 24
BEEE91 8 (124523 (met) (4%) | ABL) 0.5% 18% 14%
F28 NEI%) | 0% % 0%
N 5 4 207
mlli?ia' *gfs%%z'j*x%% HEI) 84% 16.1% 115%
(124523 (met + SU) (24%) Tod AE0) | 0% % W
N 165 165 168
Z23EHE 4/, HIEZ 20| He _
](11'294521&;) :54;/) MEEEUNEE T rmEm) 18% 12% 24%
: ik Foot M (%) | 0% 0% 0%
7|5 olsdl N 170 169 155
(HHERS0H/ drEoH0NEE | NEH) 206%/353% | 195%/361% | 28.4%/36.1%
(1245.33) (18 weeks? T8weeks) | E28 HEL) | 0%/ 0% 0%/ 0% 1.3%] L3%
N 188 186 189
o4z +/.HEXZ20] H _
m;""ggﬂlw'/gf;)“ . R 31.2%/580% | 398%/5L1% | 413%/571%
49) (185 /52% Fatt A9I06 | 05% L6% 05%/ L6% 0.5%/ 05%
N 110 iF) 110
20 SziE He _
EHI'Z*EYSE;)E;%'; EEELS EEI) 0.9% 0.0% 27%
) (4% F28 NEI%) | 0% % 0.90%
N B33 % B0
QAL —
(El'\gzg* ;5%6 OUTCOME 24 HEL%) 27.90% 28% 776%
: Tl NG00 | Lo% 1% 13%

golel MYy HY <70 ml/dL £ HX[7F 2R3

FQP MY M7 Wt X1°*”

113] 0|4 LMAEOIS B0 Six} &

201821 7MY 282 £7|18F 9 otxotEQlCt

SHEZEW 7MY dnZa|Z2+2|L2EE 5 mg DM SEX 7t Foi=UCt

@ ZE22lops, ISR Ed, 7T U J|E 44 '7\ 4%
A220kE, SR EE, 7Y X IIEHUAY| ZH2 A3t Bl ust0f o] oA BIESHA| 20 ACH(0] % 10 mg 4.0%,
01925 mg 3.9%, % 1.0%). G180l A= A2fofl E[sH 0] oA EIEHSIA| el B, oA = T Afo7h 3R] otct.
AY7| 4H2 FF LiXl BEZOIACE

Q@ = Bt
Bl S7H(lkr, Chi, = Ot ZE)7} 9f0] H[efA] Of 0l A EIHHSEA| BT (0] OF 10 mg 3.5%, O 2 25 mg
3.3%, 919 1.4%). t= 719 HEE 28 25 UX| BSOS 0R2He| HISE 0] o122} 9iot20 SABISITH (<
1%).

@azzy
REAH L= HEEOR 0] %25 mga 2t 940NN RARSID, 0] % 10 mg oA £ UCH (0] % 10 mg 8.8%,
0l o 25 mg70% 919F 7.29). 91943 RAH 0l oA = E'_f*c! EE MLy 22A0l 1 WaA| s HXIA
REAHO| B BUEUCE 22 A F=(FB, FSE, B)= 0| Az (420|A RARBINCE 22 AH2
O{Y0lA= 2lofzol His of SFZOA EIEHSHA| B nE|Qck “HIHE 0|7t gigict.

O &4
Mg AU SA)SUYL, 257 FAAUL Y MY, AL TR YHELY, E= dH Egjol 2y
of o2z Slot2ol ARSIt (01 2 10 mg 0.6%, Of 2 25 mg 0.4%, 919 0.3%). HH2f L4 OJHIES] Bli= T54|
01&h2] BxtoflAf {oFzof B[ o] ozl IH EACH (O] 9 10 mg 2.3%, 0f % 25 mg 4.3%, 91 2.1%).

© 23 J20tE|L 571 L M| 024 2

% 3OtE|L 57} 9L AR ofztg 7:! 9| FEHHQl SRz = 0f o ol AOFTOIM RABIRICH (EF S2fotElL
Z7}0] % 10 mg 0.6%, 0] 225 mg 0.19%, 12 0.5%; AL7H| 0124 24 0| %10 mg0.1%, 0] 2 25 mg 0%, %12 0.3%).
Ol2fet Hes K27t X&E= SO YAHOIZ{LE 0] of 07t FEHE 0% CHA| 2 7SR 0IHC
4) AT E TAH

tge of 9%l Mnf Z7t2 YQIEl SFZO0|YBHS0ICE 0] ARO[ S 2 BEY U0 el AL0|M HHOZ B1E

7*0E'EA1 LY S M2y A ol Fts A2 Jhssixl et
HE A (EI'_LE_ )g AEMS gsr)

-QEAIEE % Hous

-l

R

-gpes

-9g% N

5) B AT = ZAHED

SL0A THHAS °f04 6 50323182 EH**OE'E Aot Al 2 ZAFZT O AR2 9 HAB2 QlarptA e g0

13.93%(450/3,231%, & 60671)?( EJ.E\"*EF 0l & Qlarpt7er 4 gl Friot Ol I QIFHAS vimE + ot

oot 20|42 Wl HIC0f w2t Of2f HOf LS RiCt

P Rz EL ey
ol o 242171} Aol Stist O T
e Y 1A LT0%(35/3.231%, 672) Sliet A20[4HS
il
0.15%(5/3231%, 5%)
EEEERED HH, oF, 9FI%, 25, 7E, 5194 250,08 28
2019 714 29 SANE 54 59, 548 £ B B0 B R BT M| o o
il HZH, 28 H9% IHHE 13 59 -t 50, M dlay | O TTC
EERELEL S8 U2 Sl U 5UE
BUPO S SO FA e |4 B3 ACIE §X 93 AHE 8HZ
RN 9ok Ol 0 8 4 371, OFALZEM oo Ho| B4 57
=7 EEEER] FRECERCREN CRECH
(0.01~0.19012H | 570 5T 9% Fof NEREER Tte 3283
EEEE TYYE Y HUIER 83 183, HUEE 3
% 3 1 22 57 Gul g
TEEEI R0 5o 55
74 =50 =L, o o, 9 o, 9 5 14, 5 g e
EUBSUNSTEE AN A4,52 05N HY 24, 82 28
ZZ T 845 TIAVS HAE 34 59 88
ZE g3 & PEEEERE
REEER 4g
24, o A YH 289 AE| bl Wreol 9y L4394 e BY, 239, A%, AT 9F,
(45 % 85 28 A, ey, X% 44z
HEEEL] 24 B9, At HAY 7te, BAE
20t g7l
= ZtE AlRF EH SOt SIAlX
110y | *EEE o ENH ENE

ey

3‘28%(10 /3 1Eﬂ, 12671)

2) YA HE

AE A F¥ (Cardiovascular outcome)
0|Z &7, 919 ChZ AlgdQl EMPA-REG OUTCOME 4AIEIONN StolEl Z4EUASHY HEHA Feto| Y= M 28 Y
SHxtollA EF K| 201l 7t £0fet 0] (10 mg X 25 mg 8 S S+ A4S H|wSAC & 7,02082 EKHOI o 10 mg:
2,345, 0| 9 25 mg: 2,342%, 919:2,333%)7H £0{ W1 319 (5Y2) SO FHEQICHL BR AF 63*1I, B HbAlce
8.1%0124 1, 71.5%7t 4J0IRIC. Hjo| A2tlofA] BlEXEg! 5—01 StXHE FA| BEXtO] 4%, 014 £0| SXH= 48%,
“E“'Oiﬂof F0f SHXH= 43900/ ACH AbHA| 012+ (eGFR) 0| 60-90 ml/min/1.73 m?Q! it 52,2%, 45-60 ml/min/1.73
m2 EHXH= 17.8%, 30-45 ml/min/1.73 m2 E&H= 7.79%0| Tt
0| AztQl0f|Af A SUESHT6%), & EF(23%), YESHESH21%)0| =HOI=|AD, MA| 2txk| 18%01 4 274 0fAH2|
FHEUASL UG RA Tho| HOIE|QICH H|0|ARRIOIA AIRCHARLS] OF 8197t 2 H-QHX| QEI A7 KsHH], 65%7+
HIEF-XFEER, 43%7F Ol A, 7797+ AEHE, 86%7t S ATHH|K|(CHR 2 OtAT|R)) S 583t QUAUCE
127 AJZof A t]0]A2tQl THH| HbALcQl B EEl B (E&E A 7§42 (adjusted mean (SE) |mprovement) 2/20.119%(0. 02)
0] 2 10 mg 0.65%(0.02), 0| & 25 mg 0.71%(0.02) 2 2 ZAE|QICH 7| 12F 0|F Y ZH S04 70 27| {0] 2| HBH=|Q
0 A3, 94%F AFOIA HbALcSl EAE B (EFELA HMEE 2(20.08%(0.02), 0f 2 10 mg 0.50%(0.02), Of & 25 mg
0.55%(0.02)2 1 foh= ote| ALt
EMPA-REG OUTCOME YAAIE S| Ut BIt s 0 HEEA 2 AZI(MACE)Q & LM 7HK|9] AIZHOIACH MACEE
AYEA Het A, BIXHEE Y2 ZM HIXYY 5 Z o2 HIEQUCt EA 242 0] of 10mgt 25mge Selst=
A0 2 APHOl| A €)= ACH ARHof HH El MACES] 2I&H|ofl i3t B BS 4 ot (1.3)0 Chod B ESHS HEstn, B S0l
USEH LS ABst= A HlE| 9y ZHO| ABEAC
0] &2 9{ofTt bl uS o UKt =8 “‘7}“1*(&.‘%*171\ Aot MY XA HTEM HINEY = EF)
SYUSIACHI 1) X2 Fots JEUA T AL Rolot ZA0M 7|0l Ho2(T7
=EF0lE folot Hstot At

H2A7|E Hof

<
S|=
(332), BRI H224 2 Xy

)

r&*

ob

A, =22y B0t Y| 34E A

27 a%, agh, TE 5T,

ot r\*” 91‘”‘%1]% 22013y,

DH“O
obi 3

ol

L1 > o 03 09| B
Ojo netHr 2 ox|
Ol OorY]

>

K

T3t QlIHEo NTISts OAIGHR 3 O[AbARZe OlatEAS HHE 4
59| il LIZstect
E L 712 Qlatarlor Apete
11.54%(373/3,231%, 5067*)
TERES Z7 998, 28 9
245 9 o) A& R U9, 78 55 88, Y o}
Tenese e, 08,9 %é,ﬂ%‘%‘%,‘éﬂﬁ
55,48
Wle 4 71 g, ox Ay
XS, B4 5% 549 0y B
ErERc e A;';q DTAT %l‘;‘f;“ bt
ES
I8 s ior EERRES LW q
Helg W\Ei%,”zt et x\zr oly, 7| e
45 437 3o Yo AFYE, 22 0], =
O A 3, 242 Jof, 28 CNS?I
HA 04 31 S04 o) e OZ 2% BE ofH HE ok xn EER
o 95.55,107 29/ 53, 83 Ade A,
i ofo| - Ho| &4 B3}, }A]Il»gg)‘\_} Om\h: ?jOIﬁﬁ: 7“%
U4 HA 274 AFE Ol o232 2
oY, 2 HET 4y
QA ANZE M A M OFA AlRH
N5 2 Hop HME i) ww
AH PN, 82 85, 48 0|
OFM HM2|M J}& M BE) 7|5 %
8419 9830 e A
T2 3% 85,84 85,47
2 EEEE] ox
& 43 59 ot REEERE aa,um,tr:.; I \
(0.01~0.1%02) DZY
A0 4E, 2N 159 olED 189

XM g

32 1. MACES| ZHE X 245
20

——— Placebo
........ All Empagliflozin

Patients with event (%)

0 6 12 18 24 30 36 2 48
Subjects at risk Month
Placebo 2333 2256 2194 12 1875 1380 1161 741 166

AllEmpagliflozin 4687 4580 4455 4328 3851 2821 2359 1534 370

43 3 42|, =M= 35, A ’“OH, 24 ?—?r% %EW\ ¢

HjEY MA L XE 58 za} 24 7‘1\ o»aﬂe;w H\@' 7} H.X_'TEr

53

I
[

gt

rﬁ

o
o

rp o
O o

——— Placebo
........ All Empagliflozin

Patients with event (%)

T T
12 18 24 30 36 2 48

0
Subjects at risk Month
Placebo 2333 2303 2280 243 2012 1503 1281 825 1

AllEmpagliflozin 4687 4651 4608 4556 4128 3079 2617 1122 414

E3UN 28 B2 ¥4, 2 TR0 gt 12 232

0% 533 85, 388 it
2IAYZYI LN | ¥H, 49 295,972 5
2 30TZ W 2
A g, 2el 27| 2,
4550 o 17, o 39, 9E 2N, U
87,529 54 5
RS
LNESYUNSEYS | 28,3200 582 4
iy g3z
EEP R 45, 5201d, TTA0d B43,
21E 2 zof Sof ﬂg}x‘A\$§m‘1 SHZ i
94, o4 9 S EE9 | o 9cke0 95 Nag, a4 s
N2 (459 F T8 | A% o1F UE BAKEL IR
43 50 20,925, 2050
HERL 24 By 1 657
FELEE, olE, HelY HE o
EEEEE R e T
%45 424 59 TSN oI5, 2N B
%5 9 0 8, 50, A8 25 5 O
ZAUINEAE [ U0 QY EY
25 HFA 30 ofiefs, 55
A 01 o S0 59/ 3| 8% BHZ, 85 925
I EN B 24
e I T - PR P
(01-19601%t) oI 5% 80f 04 1/ 85, T893
2229287950 | Sofl 58
35 &5 gud ¥ 95, £ 95
257,32 95750 | /[, 58 =2
45 M3 ENERRE
458850 a8y
EEVED ER

=

uo

—

—

o

4,24 %9
DASUE
B SN0 O 18 B SGLT2XO2 N2 % 18317128 Bt BTl
He st AN B0} Holeigir, o] oz HRER HNOPIN ALAET B

UCH 0] o2 A 1% %’h“" K20l 317t%| x| erotct.

SS4 K7 250mg/dL ECHLTZEE O] o HAE HEAS S Wy
A0l Uk|SHe ZIS 9L ZA0| A= AR S 2|9 2A|RL0] H
A2, 0| A9 |2 E BTt 1 SRt MEHE 47}0}1, Z2IH0l ZK|Z A ‘XFOH()F o|[} 9“ )L% | x|

s uss Baz ¥ 4 9

HEASO SAT HSE Gl g ZZ0| TfAM MBI Uk|StT Q

oFTC 8T X do OLO

Uy L0 ASUSE 20717 He Roloz dgel 88 U4,
olsel Zug os|s HIFON(l: H 18 Y, HEY £
Ol so] S0fE Aap| 2 i s s, Bel Kl 52 |
22240} $IC 0] 02 ARWE BRI AENF0| Sibot=X| DUEIYSHD, AH
34 38 5= 62 ot Ajsel Gl W 2% o ool 28 U0z st
20317 4/2 Y4 480N, o] ool K122 UAlxoE

SN 3 0] 204 ZH 40| KDL 0] &2 P dzto
t

& EE #5000 of0) SR 1 2 Heiof ¥
Alefzs 19| 9/20| O 538 + 9Ict 92 bl o] 242 Soii

(3.014%18 8 H2)

85A| 0442 YXIol MOl el ZEl0| R[etE0|22, 0f 9|
4) §oE £410) 9180| gl 3%}

SGLT-2 HolHI<] 227 [H0j 12} X 2502 BEY L] B4 45

ola;‘n At 7:” 5} x} I.loigr 7|%E10‘ OII: %}—w#or I\E god %}ﬂ =75

‘%PW"I SIZ0| = B0l A= MF3| F0{St0{0} BiLt.

HIQ}!E} CA\O odtst A 9"\‘\— )\}%(oﬂa '=01 TIXI”}HI x|

TTEe T

sﬂmgiaga 10!‘0} Alo.u\m 74“ OOH xﬂoH MEH al xﬁ
o7tx| 0] O E0iZ O'AWQE Bl }E&* | 12{=|0fof piTh.
5) 22AIEZI 1PN

0| of 9! CHE SGLT2 M3t S Atget
ULt SGLT2 HoH| e a2 7:.’%
X2 3ict.

LO rw»

6) 447 =g
of 952 MA| TAZH SJHS FINZICH 44| HY

M| PAStD K2t

7) 0l o Z2 SGLT2 MAH S b7 |50 TS & + U= Y
Ql5t0] Htgo| YIS ofotAlZ + Qltt IO 2 0] i Z2 S

27t

0l ofg 28%t= Axts2 X’%ﬂﬁgi Ql3t0] &  ZEYOf Ciet A
9) 2 E& 7|AZx}of Chet
0] %2 RH E& 7|A xR S"lioﬂ chdh Zojet Sk #Ct At

EEJ|AE ZHA HEYS T(ot7| 218 3:/51010F St

0) Stx| Zet
CHE SGLT2 M3l |9l 712t A AH70 M 3| HEH(F2 27t
SOIL|X| AT DE G BRI OHAIIR|Z, DHQL of

9S8 U (F2Lof 1K)
SGLT2 MoK E 580t Szt B0 AT & ZAOA £
Y2t 3| S8 Y7t BE(QACt 8 S8 UHE Ht oy

2gQdct

0] 212 =0f e BTO|A 2 U SEAT S YA
]

3lSE X 0{HE B0l

TRISE AMetolof Bict o] ofe] S0S EEED He 4

Al &5t0{0F St

5 MBI

) OFZSHY MDA

@O0|=H| : 4022|2272 E|OIX| =9 22| 0= H|0] O] = ZTHE

2 olch,

e Rk szdede ¥

°“IIFE\ Z273 E8A MY Y Z0|7] s, of

® 1,5-AG(anhydroglucitol) Al&: SGLT2 X8RS —|o°f" QW"I ggx
Q7| HE20f, 1,5-AG AlHOE Y HLHYsH= A2 AX
2 ot a8

D2 %29 du2alZ2 7o cfet 3%

A9 (in vitro) 2 £ 1M L “'HPJEIHEEQI F2OA E27t 2
UGT1A8, % UGT1A9 % UGT2BT70] 2ot 2R R 2 ARIS AJAFSICH “‘H}%El%ﬁ{\g QK| &
transporters) OAT3, OATP1B1 % OATP1B39| 7|&0|Lt, OAT1Y OCT29 7|H2 &=
P-glycoprotein % BCRP (breast cancer resistance protein)2| 7|=0|Ct.

AnZ2| Z27 2 Z2H|UAS(UGT 24 115HX1I OAT3 K82t el F0{A| Y22 22T &
B (AUC)7H 212t 26%, 53% SIHSIRILE. 0[2{% Hzhs KO °ID\°"‘ Aoz 7'XEW X C
A2 E2TO UGT R &2 ATEX UUCE K20

HE2 mehof eict.

A T2 (0AT32| A2 (invitro) Xfef, OATPlBl/lB39f% MXWW)QH
Cmax@h AUCTF 242} 15%, 59% S7HSHHCE O[2{3t #idte 4oz 9|9l 2
2L AlTtol #R20f o[t OATPIB/IB3 %S 4449 Kl dntZe|Z2% Cmaxg”A
o|a§} B3l QJAIY O 2 om|o|l— 719§ 7t x;_m oro}[r

= aos

A2 Z2 ETE P-gp X3l{R 0l HI2HTH 20| 0| K0| 2A|L0] FASH

ol QAHOoZ qofst g0l iSS LIEHHCH
Aoxtg olp 1} Ant22| 2270l st 7zt
2|LH2RE, otmkel, HEtmtY, ato| T2, MHRAELE
S|E2Z22E|OFX| 0] Qsf SR JUCH
Am22|Z270| 12 otS0f Chet Fe
Am22Z2X MR 2|5 M SIHAA B 2|5

imp iR

@

5 52 43 £ 0 1% BEI0 o, B o8 SES 2

3 82 g 20 >

44| (human uptake transporters)S Xsfistx| of=ct.
O 4EICE
HYH IS (HAOR HAE 4oX8 7 2 } AnzZe|ZE22 HELEY,
2|L2E, ofutel, 20|12, O] 54, 0| K| X Z+8 TYH 9 oAF o] P4Eo
. 25 8l 280 i £of
) Y&

A0 42| 0] of0] AFZ0 chet X2 A
4OICH J21L, SBAM0IA 54 = we
24410] 20l|B1 0] 0] £012 SO} B

A0H

Ct.

3
oF

2)+8%

32|22 70| A2 RRE Sb) RlE|R0] gt Has

Al do/qotof chot fIE LS B 4 iCt 2ty 0 4o2 I\Eot
3) )\M)\lL

OIQHL'H@ Alsof o

QolLt,

r&*

. 2010 Cht £
0f o2 Bt 184) 0]2tof 40t0f Chet oFHY 5! R 40| S0 UX| 4Tt

. ZFE0IAIS] K|
1) A CHEQAAS O A 742Het T8 xtofA| o] %800 mg(la' %
400 mg (12 2{ch HEE 0| 480l e g) x| hs S8 S LEH,01 H

SIN LUBE S Atbe 572 B oasos

£apsiol Soig 3 gick

2) KA|: o] Foi=(9le 22 BNte| U Efo] HES X2 Tt HAI=/0{0F BTt

ot gict.

L 238 FEd FAMNY

1) 0{210]9] £0] GA| = 20 2RBICL

2) LHE 87|0f Ht3of & gs e PE%"J | AL 52 RAIei0lA Bri={orR| g

L HELE fe FE

1 Bl oEs ajz

8o o

gy X2E o ol FHSA, 2ol 3 271 w40l B8

TIHS

52 9 Jholo] 7] S4 Aol duZelEen 9y 82
SH2 13 9 AR A4, RN 571 60, B4, B B
oI+ 88 TRlolEle] B34 Chatt EESOL 22 40 vy
S0\ Z4otY W32 Lot b BT A4l O HYE ;.31

Sfelatgol A10] 1= 280 cie olet 374 o
A/ 2 B¥iol 27[Z8tE Tereioic,
oT22E2re 9 540/ itk

AMIE|Z2 XIS )A7E| HrobA A|S0f| A 274 =0l 2|1

o=

OF 7280} SHE) 7| F015H%% 'IH B LYS SIHAITIX| FULCE 5

ob St FA| 0| v}x»;|o¢9|_1300 mg/kg/2 B(ATE a|n§
°*°'EL 7% {”HIE T2 UE0IA 300 mg/kg/2 018 EF0IM E2 HIBR ”WEI"*OL} 100 mg/kg/
Ao Y HHl= £ oF 18810 SHE)AIM = 245t FAULH & B

H0|X| o=},
ange|zzz

=
o

r
sofeige o Z9 Y4E SN g 22l sreatiie
mg/kg/Y %E‘( AntZ2|Z27 A|ch Y4 ==9| o 11810f s M E "‘Eﬁm °*°“3 0|EL
B A B, (18 32l 2l B201 o A% 0194

HEE T T,

20| gl= HO= ZHEICY,

X2 8% 0|3 QN - EHC 50| BT ot E:EOIIM A2 E272
7|1J§§é17\7f 3 An22| 2272 FOo[ol%l2 T 7[G0| SStR| YTt Tt 2K
A B101E S RLUBIAD E7/01 M EHERR W%’% ’SWP’EP
oMo S H - T =4 AIHo|M A2 ZE2 T 5‘[” OlAt

5=y
sl oe YyS AnfZ2lE=Ael A Uy

2GR SR YOI

B0 A 2| &S| SHAH(juvenile toxicity)oﬂﬁ £ 221U RE Q0UMA| An22|Z2T100 mg/kg/L B(
Aoy Lt %%"’J 25mg2l of 1180f] ¢S Foist SE0N
T ol2f3t HER 135 Eot9| 4ES $01°W Ao s

Ol =0l chot 2L|ER>IE nefet E}

aa an EEEIEES
2 o 0] of (95% Q)
ABCHARE 2 2333 4687
MACE(MEZA Tt A, HIXNBH MTZM HINB HZ5) ARIN (%) 282 (12.1) 490 (10.5) 0.86(0.74,0.99)*
S| et AN (%) 137(59) 112(37) 0.62(0.49,0.77)
KEH H2ZMN (%) 121(52) 213 (4.5) 0.87(0.70,1.09)
XEH HESN (% 60 (2.6) 150(3.2) 1.24(0.92,1.67)
= AuE N (%) 194 (8.3) 269 (5.7) 0.68(0.57,0.82)
-SIEEA AUE N (%) 57(24) 97 (2.]) 0.84(0.60, 1.16)
3 X| 27 (Treated set, TS), & A|Y 2 12] 0|4 F0f 22 241t
bo| o 10 mgat 25 mg £t
* MACES] 9I#&H|0f| Ehoi HI%os SAE 1.302 MEEUD, HHSY A5 T QBN ABsk=0 Cox H2 HE 220|
ASEIQICE 2 AY Zopot 52t 240 ZHEYY| HH+0N °W (significance) S $et p2t(0.0498 0|20l SHE = 95.02%

O A2 7H0| HEE|QIC}

“ t"‘*of‘: Qlot @ (Heart failure requiring hospitalization)

é!t"\‘_@f‘: Qlsh Jglof B3t Wt MY 2502 W}E\‘”E}

EMPA-REG OUTCOME Alejofl A Am-32| 22712 9943} bl wotlS o 4 HH O olet 9| 9[8lg ZANZICH (A2 E=T
2.7%; 919 4.1 %; /& HI(HR) 0.65, 95 % C1 0.50, 0.85).

AEES (Nephropathy)

ALESO Bt HoHHAELS SN 2HOR HILE| L)

EMPA-REG OUTCOME A0l Af, 8B b0l A7 Ei= of3hEl MRS (4 AL0 0 U 9 Iafote|H ol 28 7t
A Rg o (BAUEN) AR Y A-HO R Qlst Ao Holg)o| K LT o] Azt cht /&I (HR)E 0.61(95% CI
0.53,0.70)0| ULt (ATHZ2|E2X 12.7%, 212 18.8%).

EOH HAUBAL T} Qs SRL0IA KLl FAULB: i 0| NLREUL 20| HEH2 ofrhH| AT Z2T0|A o
E | LIEHITE (AT22| 22T 49.7%, 99 28.8%, $I2H|(HR) 1.82,95 % CI 1.40,2.37).

0x—

3)9UEES AAE Xﬁgﬂ

2854

7h AlEet AmolA)sUe| I3 (Hnt2 2|22 ) [(F) S0l @A of) 1t cixof xruow 5Uz| 1(Hn22|Z27)
EELERNE %0'( S 2X2 WANHOR 2 174 LSt HolofA| 35 Al T3 Z1LE0is10f 319 EF
A2 Z2 XS ZHo A, Bl wEIFE S/ (AUCE, Cmax)S 2 3¥2Hstf 571\11a| 1S |, BaK| kFQ] 9006212 2H0]
l0g0.80I A logl.25 O|LHZ M MESHOZ 5532 YBsIRCH

7|xet OI U= SRS Chdto] 0|2 K o=
S olsf 22 XU A

t7t 7***EI°*EF 0| *HM 71\“' W\Oﬂ HBEENE

2N

HuBotts HEE
T AUCo-4gnr Crmax
(ng - hrfmL) (ng/ml) Tmax(hr) tuya(hr)
] AC|YE522a 300
x (o222 Exl) 2987%553 368.5+789 100.~6 00 723%1.12
of [Br=2 2 A 2 s}l ()] (L .00)
Al Ampords Uz I 250
] A2z E27) 3050£625 366.3+88.7 il 00'~4 00) 7641140
4| [FsTHIem el
90% Alz712H log 0.9866 log 0.9093 . )
(71%:1log 0.8~ log 1.25) ~1.0466 ~1.0533
(AUCt, Cmax, tl/l, B £ EEEK}, Tma; 3Y2U(ES), n=31)
AUC:: EOFAJZE F—ﬁ HEEE ST YA ESE-AZZ Mot
Cmax: 2| 1EZE
Tmax: H 1EF EEEU\PJ
ty2: YT AN HPU|
*HIUHIIEKIE 2Oetot BRK| k12| 90%4E 72t
L. QAESSHAIRIE MTEA2E mat, Aot AmetE 102 2| 1A n22| 22 7)[FS 70|22 tixf
AntrAsUa| J¥(ATHE e 22 M) @5 FHt0| X ) 2te| B uSSAMRIES MESHOH, chxn 85U 40|
SSOIGICE ofof w2t i AIR2M HESHSSHS UBIAUCE
10| o2 @5 7HI0| 2%t °"11%°W10”'E|1“ 2522 1A 22| 2270 SYot =S AgO] YT RIXYHO=Z
HIHES @S0 H f0] fIEf MZSIS S

Y] 71887, 42(1-30°C) 2%
]

HEY2RE 3671

(R0 5/4
(RIZSE/X] FEHALOIIA (27| B4 SES T BERS0)
[RIEX] S THOLRA%(F71E SHA| B HorBE0218)

QEHIEE A2{ot SHH2|S U HZYL
9
LY ME‘WOI 7H“°éxf 20251404 216

& 2OEOHH L2} https://nedrug.mfds.go.kr)
& 2%8 510 9 Do A MK SR orE ot Ha| Y (1644-6223, 14-3330)

|Th 2 MES 7UA fa7lot E= AHE 7|30 ZRE UL I &
10 weksf SgLICh

| #HZE g2 S oIXl(www.pharmgenscience.com) E&
L
o]
o

=g
2 JEE AXMAR

rr

2
=
SLEYIS BLO|L T2 %22 Eoi0]
0]

AH|XHAEFA(02-2194-3500) 0141 Zolet 4 QU
9

87| OH—:} dm2azzze

cE 7—#?*75% 35% B7HAIZiCH
6], oli= P-gp Xl 7t 22| Z2Tof

LextolA HEEEY, 32|0|T/2|E, T QZ2[EHE, AlEt

off lsh vk RLODY, MY P BRUA EatiolE,

E= 0”11Pa|n§ﬂ0| =0
$|5H 252 Nyt °|Af0ﬂ7ﬂ
M2 (in vitro) HPOIAl HMZ2ZZF2 CYP450 isoformsS XelfstrLt 224 *EW?U‘ILF
Amz2|E2 %2 UGTIAL UGT1A3, UGT1A8, UGT1A9 £ = UGT2BTS XfsistX| °H_q [[}EW °|‘]1)-Ja|ggxh_} O‘E
49 7|H A2E A EOHS 0 T2 CYP450 X UGT isoforms0| 22 ASAS
ANZ2ZRTR X2 BY0M P-gpE KoHSHR| G=Ct YA (in vitro) AlE
Ot 2 Ao RIESHR| S AR O MEIC A2 Z 273 p-gp 7| Ho I1|
7} 22k 6%, 14% S7HotACE. 0[2f3t Hste YAHOR o0|Q=
A2 (in vitro)ofl A ATZ2ERFS YAHOR Qo3 Hiks

12 371% mlﬂrﬂalnixlo P.gp 7|
zmw 0AT3 OATPlBi 9! OATP1B3t 2

=2(HI2|E, IRS2|EHE, AEIZ2HE
2 Rolot J LIEHA| YLt

|SHX{0|CH H Q& A0l Af £7]H &
st oot Hte qaLchq

Fek2 AT bt glct SSAIZIN £

O 2820 324H0f| S 7| £
5“5 LIEHLEX] QIQIT O] 42 =B ZEE HIZS
QO[6H| YTt AN 800mgS

2o 2444 0] 912 Ao cfete] @pe

10

FIO rir

old 01:1 al cﬂ} xxl S| D7‘xl§}g
Xt of2let Aot 2% FojH s
mgol 4 &0 o 4t BN M

w4
ot

o H

o[

700 mg/kg/% 8% ‘(“'HPJE\HEB E H
o oy E:""I QfZGHHOII ‘H”)OIW
25 oM SHHOLE ARt “EWI

71 OtA00 &1 8291 1000 mg/kg/Y 8 (ATZ2 2T o Yo &9 o 624H0l SHL)7HX|
1000 mg/kg/2 SHOIAf T 528 OEor@'OLr 300

EfS 5L 2 7[H 2o D‘HE“"QE EOIX\ AT

St 24| = B0IM M7I2] KIS H47t
£ HO[X| ATt 0] 2] Argioflel

FOMSIX| AL A A2 LA

OIAHLE OFARS] XIAJOH et AFEBHYAIR.
EPL 2025.04.16-00

PEBAORA
www.pharmgenscience.com

Bl 54 Y2 HOBE 2L 50
(AHIRFAEA)02-2194-3500



