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fIZ2Z2X -0.32%, 22ILR|S -0.14%ASLIC 12] 0[] KEY At WMER Z2|
K= S04 (527, 1045 2424 40.8%, 47.0%) 2Tt CHIFZ2IS 2T SO0I (527, 1043 242t3.5%, 4.3%)01IM EAfo|
H3HER20/02 ST M| SE1K|

Ciitge| S22 4 2ot (SLRIS) Z1240] 71 H8S Hlwst 4 ThE S10M, 527:0A19) 242t (LOCF?)

Z2WXIE + HEZ20! ] K0 © (95% CI)

-0.00¢(-0.11,0.11)

N CHZRlE2R + ER20| SIR|E+ HERZ2D]
QaN WL = a0 = N=aoto
HoAlc (%)

IR ) 769 e
1R ot o0l 052 08

aLOCF; Last observation carried forward
b AR HiY U R|2 2 &
o 7\RR|Of et B E)A A
d S2[LRIE + HEZL20 TH| H|
CIE SEZatHRte] £/t R QY

CIZ2E20E HERSDI (B 4 &%), Qlafia HEZESDI (8 5 2X), AESEE HEXS0! (B 68%), HEX20/ 4T
I (H 8 2RO 57+ HBSIUS T, 243014 212f CiH| SAXCE 9I5HA| HoAle

= S{CE7 |

2oF (B 7 &), HERZ2200t A

EALIELICH (p €0.0001).

UIZ2i227I8 HEZ2D0) F7HEESH A

t 12| 0149| 01% REH ZH0| AL &Rt

Z0IA HoATe 24 S3k= 102F0ME RAIEIUSLICE

ER20 H=QHOR 2 ZH0| 2o

OIE2IZ27 $71 482 st 919 T AI0), 245:0M0) Z1 (LOCF?)

[EYWpe CintZeiE2R 10mg 9Pt
N=1350 N=1370

HbATc (%)
7|HA] (B 792 8.1
7|XX| Te| XtO] ¢ -084 -030
9[0F TH| %10 < (95% C)) 054" (-0.74,-034)
HbATc { 790f St AIRUARI| IS (%)
7|[0f cief = 406" 259

THERE22I >1500mg/day

2 LOCF, Last observation carried forward, AIX|2 M X2

bE7| 25 S 18] 0189 O]
o 7 [RR|Of T2t 2 A A

* p-value ( 0.0001
" p-value € 0.05

B0k

A2E U2, DE PR Y AR
(adjusted LS mean)

27 ol ¥g)0= FYTH0| SEoHA|

foiA

CHIERZ2710) 7+ 482 o= 1of A H10M, 24501A2] 2t (LOCF#)

st (EH5EE S

ARt HI2(%)

fad P CHIE2|22% 10 mg Qlot
N=194¢ N=193°

HbAlc (%)
7 || (&) 858 846
7|X{x| ch] xfo] 4 -0.90 -0.30
9IoF | X0] ¢ (95% Cl) 060" (-0.74,-0.45)
1487 s 8 ()
7|%A| (Bz) 779 739
7|X| O] xfo| ¢ -1.16 508
SIOF LhH| X}0] ¢ (95% Cl) -6.23"(-8.84,-363)
Q&2 1% 82 10% 014 Zst 197" 1.0

2L OCF; Last observation carried forward

b A[RITHYAIR) 15%= Ol Z
Z2010F HE5H0 UM, 12%:= HERS2/0 HEHL0LE HESI QU
SIRIS YEsH QUUBICE

B 7 & 15| 0149 0|5%H A= 5 U, 2

50%= 12021239 B8 P

= D19 U AR

o 7|KIX[0f 2t 2HE £ HiE D (adjusted LS mean)
e QI52 (&AFN, 7Y, 7IM Q& 23 8 F7h= A FOIE FPG 7IZ0 S AEIUHAKI0N CHoHAS! S8 E.

* p-value € 0.0001
* pvalue € 0.05

UIZeiE2%e 7t

H6AEEZHI HEZS0102 SE ZH0| SE5X| 22 &X0M
HI5H {0F T G101A, 243:01M2] 234 (LOCF?)

83T YSABLICK SRS 242, 8% BIE
7, 7 2] AL T2 579 378

NEFZZIEl +OlEE2R

KEY B CHIZ2IZ2% 10 mg 2o
N=113b N=113°
HbATc (%)
7IMR| (S 7.80 781
7|M%| CiH| Zto]° -043 -0.02
QoF LHH| £0|° (95% Cl) -0.40"(-0.58,-0.23)
1 AEFZRIE! 100mg/day, 2 HIEE221 >1500mg/day
2 LOCF; Last observation carried forward
bE7| G 5 13| 0|42 OIZ YA R[5S W2, BE FA| HIF AI-AL
o 7\RR|0f 2t B EiA A (adjusted LS mean)
+p-value  0.0001
B7HER=SDH HTLRR0l2 9 ZHO0| SEOHA| 242 SHRI0IM
HES Hwot I A 70N, 245:0A12] Zt
HEELOt+ HEZ20N
KEY B 221227 10 mg o
N=108% N=108%
HbATc (%) (LRM)e
7 || (E) 808 824
7|Xx| Cht| xf0]° -086 -0.17
210% The] xf01° (95% CI) -0.69"(-0.89,-0.49
HoATe ( 7%01 25 AR Hi
(%)(LOCP)¢
7RI chall 2 318" 1.1
T NS CHARRE A 01 HOIE 85 S0 HIER201 19 1500 mg OFAfRH ATELR0t0] ZIH LMY 82 (12 () Y
0[0foF &)
aH7| G 5 13/ 0[42| 0] = A9 i ARICHA
b ZAH 8t= =X (LRM; Longitudinal repeated measures)
c 7\ |0f 2t EXE A4 Mg B (adjusted LS mean)
4 LOCF; Last observation carried forward, TAIX|2 & X2
* p-value € 0.0001
HAASEHI HERES0I02 S ZHO0| SEOHA| 242 Kj0llM
HES H w5t 2o X 0N, 245:0{1A10] Zt
AEEE! + HER20R
[EY Tk OI22E2% 10 mg 2o
N=160* N=160*
HbATc (%) (LRM)®
7|HA| () 824 8.16
7|X{z| ChH| xf0[° -082 -0.10
20 THH| Xf0] © (95% Cl) -0.72*(-091,-053)
HoATc (790 =28t AIRIHAIC HIS (%)
7|F{[0f ol 23 380" 124

TAASEE 5mg/day, 2 HIEZZZ! >1500mg/day
o SR HE 2 X2 S| &

oo o

£ S0/ ISR 2

Mt 2

b ZA| 8t =X (LRM; Longitudinal repeated measures), X2 & X2

o 7|X{x|0| et 2 4 FiE B (adjusted LS mean)

* p-value { 0.0001

555 LK1 3A7| (eGFR 45~60 mL/min/1.73m?) 2tk

BEECE
eGFRO| 45~60 mL/min/1.73m? ¢I S X1

F00 REdS Wi UE2E2T2 ¢

PRt A0, 7|E 2O HY ZH0| SZoHA|

2ol o

{0F Cht] 2 92t 22 HbA1c2

T 9eGFR 45~60 mL/min/1.73m? ¢ G SRS o2
CHIFZ2IZ 27| S Q15 2(of i GiI0fA, 243012 Zit

= 22227
a8 Whs HiEeE=n 10mg
HoATc (%)
7|7 (37) 83
7|7 o] 70 037
PI9F Cit] X101 (96% CI) 034" (-053,-0.19)

o 7% 2 S HER20 201 B[S 997 2 0 4 SO 2424 64.0% ! 69.4%

o 7[RZ[Of T2t 2 ZA Rig Hat (adjusted LS mean)

*p-value € 0.001

S=ANEY

CHIRZ2IZ27 10 mgs HER20! s, HERX 201} AERSRE T AXd2 ot F=
S 0 [0} 0| SHHOZ Ro05h| 3= Al &g 4

AMZELICE 0] 2= &

CHIFZ2|Z2719| eGFR 45-60 mL/min/1.73 m2l Y BXIE CHAO2

-0.27 mmol/L (-4.87 mg/dL) & CHIt22|Z2 % £0{ -1.19 mmol/L (-21.46mg/dL)AELICt

N 3

CHIE2I2271 10 mge MBS T HEZ2TI M0 27t H8HS [ A5 24|

QREAELCL,
CIIiZ2iB2 ] HaiE 3 A U 53

DECLARE @17= t=71, T, AR, 038, 912 UX JYAFORA, 7| x|z QU LIfE2Z2Hs F/6i9tE U o
&2 =lols| Plof ~A=AUSU. 2E SRiE MRE 0] F/1H02 F4 2
# £01 5 SiLt L7t ALt
A Zet0] Qi3I #tRk= 10,1868

SR Y AI0f st 9ot Tl T ZRIZ2710] 53
7R| OFQ| MEHA I3 QIR (2t 554 OFY HA = Ot
AEA 0| UABLICL 17,160 5 A&
(59.4%)0I4&LICt 8,582 CHIIZ2IZ27 10 mg2, 8,578 oS T b
Ci101| ZOf3H ZiTto] W 242 63.9K), 0] & OIAS 37.4%UALICH XA SHRQ| Bz Q4 7|7k 11,950/ 22.4%
7[210] 5 O[BIZELICE. Bt HbATcE 8.3%, Tt MEZRI= 32.1kg/m20IUSLICE HOIAZII01M 10.0%2 Et=
20| AUBUICE. B eGFR 85.2 mL/min/1.73m22 7.4%2] EXH= eGFR7H60 mL/min/1.73m2 D|2101%{ 1, 30.3%2] X1 0|
HYRREE 3 U201 of F20tE] H] (UACR)7}30 mg/g O - 300 mg/g OlaH] = AIHUESIRE (UACRO| 300 mg/g &

X

2HO| QAUFLICH SRt TR (98%)2 HI0IA2II00 15 0149 Pl A[E:
41%= Q& 43%= BEEL0IZ X|=2 S0IAELICt 21| o 81.3%

75.0%= AEIE, 61.1%c= SEAMA| 55.5%= OLATIR, 52.6%= HEIKILA, 34.9%

|, 10.5%= 22 0|7t FO{= ULt
FQ Y e A

G227 10 mg2 AREPY S8 AR, ATZM T

Lot 1of U] HIZS 42 ASHREH(EE p(0.001).

AHOR Olsh 018l T e ZEAY

U222 10mgS 97} 28 Wjeteol

EELHESYERY

SHELICH O 1), 2 QA0 CifS EAA 2A0M SO 0I5t il i=0]

A e AYUME RISt A0 SIASLICE TIS2 22710 219f | X2 &
HRHO| G4 BARIO| HEEAY, HY, Y, VIS (€GFR

HR(95% C))

7,
6,
5,
g 4
K
Il
0 3
El
el
g 2
14
0L : :
0 6 12
B

Onz2227 8582 8517 8415
fef 8578 8485 8387

% N B

S Y F TRHNE)

BRE 12t AR A0 CHY SR < (patients at risk)

s

g
AT} PRSI s ST SKOR IjsRieUL,

CII22{22T2 SIS KK eGFR 24, 27|

=iES

U, Y| AEe = L B M) ARAIIRIQ| AZH| CH3t IofChH| CHIZ2[Z2710) fH|(HR)= 0.53 [95% CI 0.43, 0.66]01%¢

AR, MY E= HEA AY S

| oGFR 24, 7| Ast 5 VS BRI AR} S AV @019 AZ10] 2SN KR 29| R0} LIEKIELICL ABS(RIAN oGFR

SUCO Y205 EH0| glH R0 ol ISR S 2712 K&K 2201

ZCIZ2Z0M B A UEREUCH IRHIHR) 1.82 (95% CI1.51, 2.20]

3 HIYY ey K=
Hrzeszy

@R CIIZRBRTIS 22te) otk NE0W T71 OfF SZUAE 0}
SAUAO] 247 B2 4300415, 16, 40 mo/kg/Y, AHOI 2, 10, 20 mgfhg/0ISIOD, HEONL) 27 822 Y4 B
05,2, 10 mg/k/2 OISKSLICE DIAN 374l 5T 8242 19l 10mg2] ZlHOiA
270 2 1065021309 AUC = bie0] SHZBISESLICI HEOIC AUC =5 NRHDOM] 14| AUCS) ©f 1316433

186HH(RIAUELICE

®

HERISHL|C)

cos

@ MASHON: HEO| Tt AAls X 27| HOF L A0, 15, 75, = 300/210 mg/kg/YQ| CHIZRIER
10(300 mg/kg/Y 822 49 5 210 mg/kg2R 23), 3, 15, E= 75 mg/ko/
2 S0{3t 0 SYOIME 27 T= Q701 0], BAls Ei= 27| H{of YO YES ORIK| UUELICH (& e 2300 U

KUSY: IZERT2 Ames S0k A0 SHOIUL, in vitro FAA| O R4 AR0IA= Y0IACLL, 0= S9
2 220 100 mg/mLOKY SE U IS S, CHitZ2iZ 212 MRHDOIMS| 21 =59 21008 OL0f aigat
£ TSN HES thYOR HA5H s E= DNA S7 AIRSUIA in vivo Z242] SMH) OF 0] Lot S0IUSUH. O NS
2 HE 3l 0teA LY MU S 2790] glTk= HOM, CHIZ2IZ27I0] QR0 i 8 S P2

0flAf MRHDSJ 1708 Hf Ofot & 998 b). SEXI2H 300/210 mg/kg/2L0iA,
7} ZABIGIOD, BEFBIOR HIEAOI BT} A5 O

@ 273 01710 Of2) SHEX| X S0iot= At & 47| 8 2R7|ARY) A
0l MO of20 5= 242 29 My 3l Mt SHO| 42k B MRS 77 = At 20| UBLICL Ol &
20| SYARIA CHIZ2Z27I0] 24 £ 21U &= 0121 HEOH| 0N 1,15, §2 75 mg/kg/L| 8YOZ SME(R!
= [ 2E F0f ST P2 X At 20| HOSQISLICE 7HY K2 &
ABLICE O=fe 2 Zilf= 2t HAE LI 20| 571 2= SPUN 2102
SUM 2EE NP S M 22 OF 19710 3177 S0t #7H5| TR ptEU.

© X7 LY ESTL FL29| L et Eof H701A] 2A|
mg/kg/d)S FOHLQUD Mf= X3 £t +RE S510] 2HOR =ELQUSLICE (
BItot| 2ot He0f A7t +ALUSLICH) 75 mo/kg/ L 82010 5L AIC| CIZ2I227 leES MRHDOIA Q17| +:X[12|
242} 14156 31 1376401 SHRHOARI0[Z] it FOI2 00|9| Tt Af
LHEELICE F/HH0l L2 SE2 83 AE A

el

[MRHDOJIA Q1R -X[12] 208K O&)0ilAf ZEEIUELICE). 2A| S

(VIRHD2| o 14416)7tX] BHOIRIAY 22 7|

LY SY2 U-Ei0F RS, EfOF 713 S 2

0] ARZA9) 57+, EfOF A

SYS LEIUR| YS!

5 ME

et 22U ST EA Z2QLIC) HO[= F2 B3 ZA%SLICH

HE, 82 X 82 o0 o1

© 5= Sefof HEA O Tt =0 His £0f =4 A0 22 o
308 HHE|QIoN, HiE Uh L/TE HE 5718 Ud, AR A B2, T4 OlHZ Q15 13 5715 HRIBIGELIT T
IZ2/Z272 SHE 25mg/kg/LMRHDOIMS| Q1A (=52 346 ti 01)0l5te] &
0171 120 mg/kg/(MRHDOIA Q1| =22] 3200 b Ofd) Ol5t0] 8O Z{Th 1271E7t Z7 SOIRLS T LhoHg0| ABoi%s
LT 5t TIE2 S 27I0| HE| S0 Al 21t HEQ 4| =4 Al 2F0A, MRHDUIA LHIZ2 S 2710| £0] £ Ofy&= o
| dapaglifiozin 3-O-glucuronide ‘&1t SS5t74Lt 1 0142 'eZ F(AUC)UIA dapaglifiozin 3-O-glucuronide THAIKZ | &4
EIRAEUCE HEUN 7P FSSDIEH By S 4201 S 57t
2 HEEQIEUCKMRHDOIA 1A ‘=200 2HSIZS © 21008 OFY). MRHDOIMS| Q1A e CHH| 32006 0149 e Hi4M0|

=]

CEOIAUSHIE 27011, 127427 HOH CHat AN 2 A3t E:

HEZSIHMY

O ik 87| LA AIRI0| HE(FOF 717104 F) U DIRAS} 7|2 91 F)0HA 2424 2|0 900mg/kg/& & 1500mg/kg/ L7t
Al +A=RASYC. 0] 8YS2 AMEHY Blw0] 2H0IRS T 2F Zf 2 AL
LYY et 2= A E= A3 0iA RF0M LATR| pRASU. RAP|, 251 HEUA HIEZ2DI0] Uty THs 82
LK Q2HEUCH J21L 9000mg/kg/ 2 FOI3t 47 HEON U 7|E AZ 839

@ FHFY | O30l et AN HEZ20I9
O MDA FES M), E= M| Ok ANE BT, YHL OFA A AjS] 2t E3t SHOIUELICE

@Y - 4 HES| +EHE2 600mg/kg/U2| N8Y, = MEMNS 7|ZO= A0 51320 of 1S SOIRHS 1 0] ool ooh Yt

Al ptEUn.

@®UHER22 20} 600mg/kg/Y o 8FO2
H| 0] 27451 2000mg?! [ 7Y Al 829

EfUFYEIS ASOIAEL.
4 QARSI TR
7t tiEeE2y

Algief S AAMLHE10/100022 | IH[EIYACHEt R0 HFAH10/100022 JH[BIROAER LTS 22 WA
o= 241794 21t U S5 Al THal Z F0iol0] 3139 25 HZe S
2DHSI10] SAXMIOINS T, FA| K9] 90% AZI7210] log0.80A log1.25 O|LjZA| M3

2HE 9l
RE X

=]
[SI=)
-

SU0| R /IS 82 Yl

Hlugrgs

T AUCo-48n
(ng - hr/mL)
KIEQ JHIx] I
gy | HRS IO | 7184 | 1570+399
At unrsﬂ[kj%%p/;%?oaauﬂ 5307+ 1743 | 1551 +409
CRAEISY

90% Nzt bg091%6~ | log 09134~

(1% :1og 08 ~log 1.25) 09586

(AUCt, Crmax, 2 ; Bt + BEHAL T ; &

AUC:: FOARIRE 5SS s YEARH IO 2ESE - ARSI

Crmax: 2 0EZ ST
Trax: A NESSE THARE
ti2: YT AMBIZET|

Az

* B IIERIE 2Oeet ErR| KO 90% L2t

Lt HEZ=20I

AT} Y2 00K10/100022| TR{MOMHOIRIT LS} SiE QA 10/100022 I BIR0AEAUPIRIS 22 1At
AEOR 24 154 225010 B2 9 A3 A| £3] 27 015101 312(B%) X 263(43)0| S5 HERS0IS X3t 240} i
WIRIZRAUC, Cra)8 2THE5I0] SHNEIERIE 1, B2A) 212 90% A12210] g0 80 log 25 OILI2A| 488502

S5ds YSolsH.

AUCo-48n
(ug - hr/mL)

1068 £3.94 | 1526+ 0448

9.55 +239 1.456 + 0.392

@2
T

Lo} AZQAEH 10/100022) 2

- [S=0tAERRIL7HE)
Bt CinFE2¢AEE 10/100022/ 13

= [ERINEES)

0% 47zt
(71 :log 0.8 ~ log 1.25)

log 0.8791 ~ log 0.9034 ~

0.9613

cI7F + AR -
) /2, Sl * o X, |
(AUCt, Crax, t1/2 ; Wit + BEHRL Trnax s 5

AUC:: EUAIRE BT S YPARHIIIG BE5 - ARIEH0

Crax: HIEEEE
Tnax: E VRS SE THAR
o Y AM HIZE|

* BT IRIERIS 2HER R R| X9 90% Azt

@)
Elmbye )
= AUCo-48n
(ug - hr/mL)
pN[= I=los} a1} 2
oo | MFEAIBION000LZ | 09, 597 | 11340007

[BIRORAERIHIHFHEF)]

B CII22AMEE 10/100022/ 72
B (M)

11.69 +3.76 1.104 + 0.222

90% A2t
(71% :log 0.8~ log 1.25)

log0.9055~ | log 09522~
1.0404

(AUC, Crmax, 112 ; B

AUC:: FOURIRE ZES S YPAR VIO 2ESE - ARSI

Crmex: 2 08SST
Tac: HNESEE ZLARZE
tiy2: U A 9]

* Bl IIERIE 2R YaR| K9 90% L7t

MEgy 7128y de0-00)2 (B

* MY S, AHLE AL 0|20 ALBSIA| DRIAR.

45 8
+ IOIS Of210[9] 0] X 0 BRI,
+HYSME 91 HREAE HRGHAL.

+ M7[310] AILt 9ES NZ5HR| DRINLR.

* 2 HSY ZeHAIB0I 7101 SIS WA Al BI=OIQIE MR R(1644-6223)02
* 0| HE2A Y2023, 02. 08)01% HZE L

1RO AlO|
ST o

2l 305/, 10054

(https://nedrug.mfds.go.kr) 2= HEZ AXSQ.

+ PRI AB7[310] ZTSIUILI 8P, BT} i QAE HES TUMS S3f 18 SELICL 2 X
70 oA I B BAON A gL

ArOITIOF =ABIAL
ABFOLN #BT HoIZ 13
SE/IUE ¢ (02)928-0661

—

S0 CIE2 I E 2 F7t

re

A FRE 10472 HEE A LU SXItsUC

29 YAt 2450M RIEIAOD] 485 7HK|

60K 01 O, ORI
ASI0] QMH SHR= 6,974% (40.6%),

TIZ £0{ 4T QIMELIT, 829%= HET=2)
OIR|QEI HEtEA K3HK| T OIXIQHARICH|
THAER, 22.0% EDTIEA Olkz

of2H HEF0R HOkh= YHEA 2 ARAMACEY

AR OifoH] Chat 212F Chel
9ot 247} X2 19| XI0[0f 7|0{1H O, Mt

X% S S Sl ZolM

8 1. HRTOR 0I5t I = oA R A A

o | oz S 2

8322 8224 8010 7970 7497 5445
8259 8127 8003 7880 7367 5362

125 (UACR 30 mg/g Z2)O20| M2
H| ZtA($IBIHI(HR) 0.79 [95% CI 0.72, 0.87)A172, HUHUR01LE0| 20| UE BRI 74CH

(MRHD)OfIA] 213 AUCS| 2% 728 (

S0P S05IAUD, CHR2iE2T
S8 530| ZASAR, Bt

2215101 41 27| 2 37104 ah o= 7|

OIS Af710} Tt t= =2 MRHDY| 158 O50|

SHEL OJA|
= B!

BUMEE] St 5 21 WX AS(1, 15, L= 75
P[0 Tt = RIS 20| Jets

A
G

0| MZhg E2 ARZI0| S7HE0| THA| §#
1712] A 2440 HISEIQ 012 15 mofkg/L OlAS] SMTIS| =52
75mgy/kg/LOIMEH GO 0] Z7(0ff AEE 0|
AH|O| YAE] ZA0 ZRTASLICL LLEH0M LEHRZNOAEL?! 1 mg/kg/LS [MRHDOIA Q1| 4:X[12] 2F 198H0]H 2
HIFA eS| SHLBILIC SHECH E7[0f Cst 27Ol tHEfor AR CHiZ2lE2
Ofl Biots 21240) SOEIASLICL EN0IAM SO04E OfH 820, 60 £ 180 mo/ko/L)UIME 2|
QURLBLICE 180 mg/kg/PS MRHDS| f 11918H2] FA-E0 SHIBILICE SHEUM CHIZ2IZ2X2 75 mg/kg/YY 8%
LICk. 150 mo/kg/2e| SZH(MRHDUIM QIH| X1 o
234481)011 A W LL=0| 20| HRELICH DH S AIYE, Ofed Ua 415 W A|S 9 S4 AR A BSBILICH
HEBILICE 7|82 O 7|3, SE0 BN HF

o|7|Bigy7|o| 203t 7|2t

SE

= BEGO| OISO U 3710f 44t
I Szt 247 SOfo(eiS 1f 2 f

g
CESE

V22K Za 3719 s B2 E oM

2000mg % 4 HILIE. BIEZE2D1°]

LI} Ames A[{(S. typhimurium), S5t

EM0A FOA] 27180] LIC}. Ofi= 2424 SHE 2 E7|0M

2 26§ 3! 6 tfo] leES LIEFHLICE Bt St 82 HEZ2RI0] o

Aot 2t BB RISAIAUCE CradE

XoF ZH0|X|(http:/www.samik.co.k)

SEHRIRE] A At




