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2.5 29(14) 1.00(1.00, 2.00) 103(30) 8.1(4.78)
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2 PR B O I ARHI2.5M) J ' 1 0mg % 1 H 1B 14 H M R ER S L
72 E HBEI4HBICB T 5 EER 5% O Cnaxld48% *191ng/mL,
AUCZ157%0'727ng - h/mLT® 0 BREFEHIE1.28% U1.21 Th -
722, 1 BUBSRIR B 1 0B ARHIS R ' 1 0mg 2 1 B 1[E7 H B RERO#RS L
oL E BETHBICB ) 2 EEREEB O Cnaxld69% U'162ng/mL,
AUC 13322} 1670ng - h/mL T3 - 723,
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15 Uiz & & ZBIERHE SIS0 T 2 REBIZEG D537 70V 2 O Crax
KO AUCini D # A (90%EHEX M) & £ £10.550(0.499,
0.606) % 170.973(0.943, 1.004) T3 - 7= o BEF G D tmax D PHRAE I 22
JERE G & 125 RIBE L7 (AEAT— 7)Y,
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16.3 931
In vitro lZBF %537 70 2 (0.5KU5ug/mL) O IR G R
(CREENTIE) 13RI91% TH - 720 AR FEE B E  EFSREIE W B A K OB
R B ICARAIS0mE ™) & % 5 (R R R K O RERE & IO AR AT LOmg
G U7 & & MBEEAMS SR (PEETE) IS @FREEFE Tl13092%. 8
WREIEH B B AERE B E RO HEEREE TIEN91% ~95%TH >
HEAT—%)D8),
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Y r50mgh) 2 BER %S Uz & & SEHRICE3-0 -7V 7 o v igfa s
A (MR AR RS REDRI42%) RELAE (F939%) . 2-O -7V 7 b v e s
& (#95%) R ONR > D IVIKEEEAR (£94%) S S LURHPIZIZEI3-0 -7
Vo a L EEaE R (EREROK61%) B 5Nz (BHEAT—4)10,
In vitro lIZBWVW T ¥/37) 702 »I1ZCYP1A2.CYP2A6.CYP2B6.
CYP2C8.CYP2C9.CYP2C19.CYP2D6K ' CYP3A4 % HEH T,
CYP1A2.CYP2B6 X U'CYP3A4/5ZF B L x>l #/87y 70y
WWUGTIALICK U T WHEER 2778 L7z (ICs0>50uM) 1D, [102H7]

16.5 HEt
AENBERKRABEIZS0mgD [1CI1 &7 ) vy 25 L L &8
TRETRED 75% D RHNIC. 21 %A # IRl S M- 3 h 5 IR SR OK
15% D RZ LR E LRt S iz (SHEIAT — %) 12 ERRA B HE6flIc AR
#12.5%) O’ 10mg % 22 R IC B 3 5 L7z & & RE(bA L LTS
B0D1.0%%O1.1%H 151 2005 £ TR S 1722, 2B R R B
HOFNCARKI2.5 KU 10mgZ 1 H1E 14HBRERS Ui & & RKEE
ELTHREBD1.7%KRU.9% D #5241 % £ TICRPERTtS -2,
In vitrolZBW T IRV 7u PV IZERT =4V NSV AR—F —
(OATI) RUEKT =F > F 5 AR—F —RYRTF K (OATP1IB1 &%
UOATPIB3) izxt LT W AEMER %R L7z (ICsofE1d £ 21 33uM,
69UM.8UM) . #7827 ) 71 YV IFP-HEADT WEE & %4 5 P-HEEH
ZEELZD 57213,
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16.6.1 BikEEEE
AR T U2 BURE PRI BB IS A HISOmgE) %2 BE 5 U 7z & & VB RHED
1B 7 bR (TR R A (841) & O"CLcr > 80mL/min T & % 28U FRiw
(1260)) o0t 2 ERE B AERERE (50 <CLcr=80mL/minT & 5 2%
WERIEEE (8))  HEE B AR E & (30=CLcr=50mL/minT& %2
BUREIRIR R E (8) ) R O E E B R E B & (CLer <30mL/minTd 0 %
W% 20T T2 W 2BIBERRIG R E (4451) ) D Crax % AU CinD BT O
(0% EHEX) X #Nn2n1.142(1.052, 1.239) % 1r1.278(1.189,
1.374).1.256(1.091, 1.445) }%0'1.523(1.346, 1.724) 0%z 1.355
(1.123, 1.633) % 0r1.753(1.486, 2.068) TH - 7z (BHEANT—%) 7114,
2RIBEFRR B ICAAI20mgE) 2 1 H 1 [E7HBERERS Lz & & EFIRRE
IZB 1) % 24K O FRFEHRM 3 B RED IEH T & 2 2BUBERIBEH T I
85g/H EEE OB REMRE = RO 2B RS B T1352g/H  HEE O B
HERRE 2 F D28 RIR B E T3 18g/ H  EE O B RER = 2 B D 2AIRE R
REE T g/ HTH > 7= (HEAT—%)12,[5.2,9.2.25]

16.6.2 FTiEEEIEE
fRFRRE AR O P RERR E 2 IS ARH] 1 Omg 2 B[a# 5 U 7z & & VBERRRA (6
Bil) 12349 28 (Child-Pugh#3 3 TA (64) ) . %% (Child-Pugh 48 T
B(6#l)) X% O'E E (Child-Pugh/3 38 TC(66l) ) DIt REREZ ICB T 5 5
I871) 78 Y Y O Crax &% AU Cin® A4 O L (0% FHEX ) 1. F 1
Zh0.882(0.598, 1.301) % 0r1.033(0.765, 1.396).1.122(0.761,
1.654) % *1.359(1.007, 1.836)3:1r21.395(0.946, 2.056) & 1U'1.669
(1.236, 2.255) CTH - 1z (HEANT—%)8:15,

16.7 ZYHEEER

16.7.1 FERRFAZ
Y 7)) & 0N v 7)) FF 10 7)) XA R0 X fR)L 3 V16
EOMAICK D F37) T a Yy L I NS ORI ORI KK
I E R A ERZ TR > (HEAT—%).
RZVR—ZABEDHAICED ¥R 70Dy ORI ILELT
Fizroize

16.7.2 FIRREE
b RorzoaF 7Y RO TAF = RO EDHHICKD ¥ F7Yy 7av >
XIZ I s OEFOEYERIIEHERNICHE L 5B Tar-o7
(FHEAT—%).[10.25H]

16.7.3 ZDithDEH

(1) MNIWBILI 2022 YN F221).22)
PERICE D 7Y 7a Y > E T h S OFEH| O IEY) B &3 PR IR
LR rHER2Z I ro(HEANT—%),

(2) UI7VEY Y XT TF LB
PERICE D F T 7Yy ORYBRIIHEROICHEE k582 Z
Fahol(BHEAT—%).

3) DILTFUY2D . ITFI 22
PERICE D F87) 7Y i3I s OEFOHEBNREICHEL RITS
2ol (BAEAT—%).

F) AR O AR RIZS~ 10mg/HTH %o

17. BRRRAE

17.1 BHMERUREMICE T R

17.1.1 2BUBRIRBE EWR & UIiBR

(1) BEREEREER
OB R BRI B W T ARFISmg XE 10mg 2 1 H 1[E#5 L7=1012fH
17261 (17.0%) I BITEFR 5888 & iz . E 4 BRI SER 3661 (3.6%) [
B84 (1.8%) HEBSRRG1 761 (1.7%)  FREGEESL1 761 (1.7%) ETH > 72,
(W [El&ER )

- FERGEER (BMEE. D1692C00005:55k) 24

AHI.2.5.5K% 0 10mgD 1 258/ S 12 & U \HbALcld 7T RICHANRT

BIET L (FAlOERES N - ARIZ1IHLIREIS5XIE10mg) .HbAlcd
75 AR (5461) & Oz P E £ ZHEEZE] X, Smghf (58%]) ©-0.74+
0.10%. 10mg## (52f1]) ©-0.80+0.10% T d - 7z AR MAEDH EHZHFHIHE
H1& T T2 ARBETL9% (161/5461) . Smg#ET0% (061/58%1) . 10mg#é T
1.9% (161/52f1) Td 0 \EEDOKMFEILRD SN r o7,

* PSS ERWMRBREEMREEEER (£, D1692C000065158) 25-26)
AHISK10mgD 2438512 K W HbAICELBOMERIZLTO LB
THO T ITERIHRNTERIET L REDO ST R EDEF
HEIEHERENL SR 10mgH T2 n2n-1.29+0.35kg R U-1.38+
0.35kgTd > 7z RIMBEOHEBREREN G L, 7T L ARBET0% (0f/87
1) . Smg#ET0% (0fil/8641) . 10mghET2.3% (2451/88f) TH » . EE DK
IMEIFERD SN D 57z,

£1 7T AR EEREGAER (2438R) OFER

HbA1c(NGSP1#) (%) 2GR I RS (mg/dL)
R=ZAFA | R=ZXFA _ N NR—=2AF4 _ .
ST | A5 0% 7(;)7%“(;;;’* ih 5 DAL 7;)7;(;;;"
(D) D (SE) D (SE)
75K 7.50 -0.06 _ 5.8 _
(n=87) (0.63) (0.06) (2.17)




HbAIc(NGSPH) (%) ZRF LA (mg/dL) RS 75 LAHE_EERIBEHR 248R) OfR
S I—— S HbALc(NGSP{E) (%)
/\‘ ATA|R=AFA S— R=2AF71 — - _ : — ° S—
VEE | ED S O 03 (SE) fE» 6 0E(t D3 (SE) R=AFTA VP | R=AFAVEPED | TS5 REDE
(SD) D (SE) D (SE) B (SD) Z{LAES) (SE) (SE)
HFISmg 7.50 -0.41 0.35% 8.6 _14.4% Lk
(n=86) (0.72) (0.06) (0.09) (2.19) (2.90) SR (ne82) 853(.29) 032017) -
A1 10meg 7.46 -045 -0.39% -13.7 -19.5% F#l5mg (n=83) 8.30(1.04) -0.41(0.17) -0.08(0.14)
(n=88) (0.61) (0.06) (0.09) (2.15) (2.89)
\ - #7110mg (n=82) 8.22(0.97) -0.44(0.17) -0.11(0.15)
p<0.0001 SD : (R, SE : fmilsanzs - ‘ —
HE1) PR AT LR eGFR302L_F45mL/min/1.73m2i
BEHEER OHPALCELBORERIILUTOEB D TH -7z, 77+ # (n=33) 8.23(1.20) -0.52(0.28) -
K2 ERAEEN C4EE) OFER AAISmg (n=41) 8.49(1.16) -0.47(0.27) 0.05(0.21)
HbA1c(NGSPf#) (%) #7110mg (n=45) 8.12(1.00) -0.45(0.25) 0.07(0.21)
’\;ﬁz ?s/r() )/ N2 : 1 ;}ﬁﬁ”‘ 51 77 ’TSBK 2k eGFR458!_E60mL/min/1.73m24i
g, A
. 2{@ - DRACRT(SE) 75 (n=40) 8.78(1.32) -0.11(0.23) -
eGFR 60E90mL/min/ | 73m 4 AAISmg (n=35) 8.13(0.93) -0.47(0.25) 0.37(0.23)
77 n=57) 7:59(063) -001(0.07 _ AF#I10mg (n=32) 8.25(0.89) -0.44(0.25) -0.33(0.24)
##I5mg(n=61) 7.52(0.79) -0.37(0.07) -0.37(0.10) SD < R SE R
AHI10mg(n=61) 7.43(0.58) -0.50(0.07) -0.49(0.10) VE3) S8 P L
eGFR 458/ E60mL/min/1.73m25i# % 72.eGFRA451_E60mL/min/1.73m2oK i 0 s B RE R E R C
774 # (n=24) 7.34(0.62) -0.10(0.11) - B 2HEE5HG24-BOARFS K1 0mgHORAEE A FHENED ST
s T a9 21 7 S S
Afilsmg (n=23) 7.440053) [ -046(0.12) -0.37(0.16) AR EOE (PELMERE) 3, ZERIE T TATN-24.8+12.4mg/
dLRU-24.4%12.7mg/dL AETZ 2 1-1.9+0.7kg R U-2.3+0.7kg
##110mg (n=24) 7.55(0.70) -0.31(0.11) -0.21(0.16) Ch ot

SD : {Rief . SE : fikatss
eGFR 90mL/min/1.73m2 LIz 2\ TR FIEA D 1\ 728 (75 4 RS AHI5mg 20,
AAI0mg2fl) ARIIZED P57z,
2) WEE AL LR
FERREARSHR (BBRUMOBRFARE & OHARE.
D1692C00012588) 27)28)

AHISmg (10mgA DR % &) OBRMR OHFAFELIC K 2HbAlCE LR

DRRBLUTOEBY TH > oo F 7o  BMFREBIC BT 252D — 2

F A Vi 5 OEEIIEL LR (PifE £ EHERFE) 13.-14.3121.4mg/

dL.(FEZ(LE ((FfE = FERZE) 13.-2.58 £2.29kg TH - 7 RIMHED

AEFRFEHEN A1 BIRFRERE2.4% (661/24961) . AL A= L7 L 7 Al

FIR£6.6% (861/122/1) . DPP-4BHEAIHFFIRE3.2% (261/6261) « a-7 L 2

[5.2.8.2,11.1.1\11.1.4%H]

17.1.2 1BYERABE ZNR & UL HER

75 R EE BB O E ST E R 53R BV Tk
HISmg i 10mg# 1 A LE# 5 U7 12651 (H A 24761 % &) 4064
(32.1%) 1 BIFE AR & L. 3 7 BIEF I3 FESIRS2 1 16f51(9.2%) B
7661(6.0%)  FRESER L5661 (4.4%) . (143 (3.4%) \ FRE 415
(3.2%) % TH > 7= (I BHERFR O EE - WEIBHRILHS)

(1) ERHAT S E AR EESREBEER (1 V2V Y REIN OB A

¥ & —CHEAIGREE0% (0B1/6161) . €277 F A FREHIHAR2.8% (2

Bl/7LB) FT7 ) D REERIGHEEL.6% (1B1/64%5]) EZh LA > 2 >

SIUEHER O FB£6.1% (3fl/4961) . GLP- 1 Z ARV E B2 0 FIB£6.0% (34l/

50f1) T > 7z . EEDORIMBEIIFTRD 5Neh o7z,
K3 IFEMRIAR SRR (523E 1) OFE R

£ MB1022305{5%) 3132

A A VAN X BEBE T T > b O — VA543 7% | B RR R
(FZ 2 RBE272(1 (5 5 HARANS8M) AR SMgEE27 16 (5 5 HAASS
B1)AHI10mgEE27061 (5 5 HAA4LH]) ) ZRWRIC 75 R AHKISmg X
1Z10mgZ 1 H1ES2AEMBES Lz R TH D1 > 2 VEFIOKR SR
3 IBRBREEOMEIRESE IR, VA V1 HBRS5BZ2BER20%FEET 52 &
PR SINERIIUTOEBOTH -1,

K OEEHERFEREEE. 7T 2 ARRES7.1% (23761/272f1) . AFHI5mg
B$85.2% (2311727 141) AHI 1 0mghE86.7% (2344/27061) Td 1 EE

_ TDATCINGSPR) (%) DIEMURE . 7 5 & KEES.5% (230/272/01) . AFISmgE8.9% (24f1/271
N=RFA > N—ATA 1) AHI10mgRE.6% (26f/270f1) T& > 720
P41 (SD) #5 DAL (SD) s S e s o) - 5 b A 49
- R N7 Y R—=2 ZEDOFRBEIE . 7T AE0.4% (141/27241)
AL (n=249) 7.53(0.76) -0.66(0.71) AAISmeREA. 1% (114127 1451) AR 10mg#E3.7% (1041/27041) T >
AZNF =T LT EIB R (n=122) 8.02(0.84) -0.65(0.70) 770
DPP-4FH 251 FIBE (n=62) 7.80(0.91) -0.60(0.57) FEA) ST ERBEATHIREY 7Y R—Y AMELHE SN -EEHR
HEAT S ANBEE 3 HEIRE) DS

a-Znay y—IEEFAE (0=61) 7.59(0.73) -0.81(0.67) Ko FIRIRT 7 A B ERICHEAR (2407 0%

— — A YAV YOIHEER
€277 S 4 FRIMIB (n=69) 7.63(0.85) -0.63(0.69) HbA1c(NGSPIE) (%) (I0) DAL (%)
F7UY Y Y FEAGARE (1=64) 7.94(0.92) -0.86(0.76) R ot N P a4
BRI A > ) > IR G RE (n= ) CEHME | Eh S DEAL | fEd s oL o
49) 490073) 0761069 D) | mesp) | PEOR | gy | PEOE
GLP-1ZA{RE 836 FEE (n=50) 8.11(0.92) -0.49(0.80) TR 8.40 0.03 _ 2.29 _

SD : fEiefRzE (n=272) (0.63) (0.05) (1.39)
AH B E R O BRERER OHDbALCELB ORI TO LBV TH- AFHI5mg 8.45 -0.34 -0.37* -8.73 -10.8%
7. (n=271) (0.69) (0.05) (0.06) (1.22) (1.53)
*4  BREER (S28R) OAER AFH10mg 8.39 -0.39 -0.42% 9.05 1L
HbAlc(NGSPI#) (%) (n=270) (0.67) (0.05) (0.06) (1.23) (1.53)
. ReATA D #p<0.0001 SD : fEHs{F3E SE : fmifissn
NTATA L HIHSD) 2{LR (SD) ) BEE S T (R
4 1:6) A AL (LK
.
CGFR 90mL/min/1.73m™ 4 - £7 ERSE TS F A EE R (528) R
wAmmsR0=13) | 768068 | -086(0.78) HbATc(NGSPHE) (%)
N i 253
eGFR 608 190mL/min/1.73m25k Re254 M BD .
ARIMHARER (0=175) | 7.61(0.78) [ 0730063) E{CRE (SE) 7EREDE(SE)
eGFR 455 k60mL/min/1.73m2 754K (n=272) 0.09(0.05) -
AL (n=6]) | 7.28(0.67) \ -0.43(085) #A5mg (n=271) 0.11(0.05) -0.20(0.07)
SD : fie Rz #l10mg (n=270) -0.16(0.05) -0.25(0.07)

(2) iBHMRREIER

cSHEAOPEEBEREREREZNRE UL TS ERNR-_EGHRHR

(8832 . MB1020295158) 2930
SHE A 0 R B B RE R 2 R (e GFRP 3080 E60mL/min/ 1.73m2)
1281 SHbAICELROBRIELTOEBY TH 572,

SE : iRz

E7) B E A PR LR
2 FEBRRMES

HEBR(A VAU YHEANDHBMBEIEE.
D1695C000015#E%Part B)33)
AR VBIANC K BBECIAED > b a— LR+ 74 | B RRERE



(RAISMERE 7661 AHI 10mg R 7561) 2 W R AHSmgXiZ10mgz 1H 1
|52 E Lz HAETH S 1 > R VBRI 0K IL AR E
BERITRA VR VI HEEGEZRA20%HET 5 2 RSN,

DEBYTH-T.
TE12) BRI 2RI RN C 2 S N iR O b B BE
#9 EFEHEET T ¢ A E S EE R RO R

S2EBDNR—Z 54 EA S DHbA CFH¥EE AP E (LR (P £ 12 ZA7#10mg PAAN N — Rl pligiab
AL AHISMEEE-0.33% % 0.09%. A7 10mg##-0.36% +0.09% T3 - ( n=3131) (n=3132) | [95%/A#HIXR]

7o D I B BE X1

(RO & FRIEBAN & A AAISMGBEOB8.7% (7561/7661) AAI 0mght | oA~ | o 6100 089

100% (754l/75f1) T 0  EEE DAL MREIE  AFHISmg#E2.6% (24l 7641) - PODAZIES | oo 00n - ) | (9.6/100A - %) | [0.73, 0.92] | P=0-0008
A7110mgBE6.7% (5B1/750) T - 72, i

R b7 3 B — o RS ORBHE G AKAISmEBE2.6% 281/ 7661) A D)

a: EEAEMIBFO2EERBOAHOFETHEN L. 582 KT & L7zCox AN
PF—REFIICKOHEE L2,
b @ AR OB B R O EME % L8 L Clifl0.048 L sz,

AI10mgH#1.3% (161/7561) Tdp 572, [7.2,11.1.1,11.1.45H]
EQ) M HIERBRTHIRRY b7 ¥ F— Y AELHES I AERR
17.1.3 BELFEBEERNRE UIEER

(1) EEERY SRR -ESHRESER (D1699C000015158) 34 251 N\FRL [95%(RMER] 0.82[0.73, 0.92] B
NYHADKEBE AT~ [V, 2 BB (LVEF) A40% L T . e GFRAS p=0.0008 -

30mL/min/1.73m2 k. » O ACEMES#  ARBXIZH 7 € b U LN L+ 201

VE G v T LKA, BERTEET OUMRAS 2 Fl WL 72 Z R R IC &L D #E
PHTEBES N TV L BE LA L2 EE 2 BIERET T L CRA10mghE
237361(5> BEHAANL1644) . 75 L REE237161 (5 5 HARANL7H)) . 7
B 2EIBERIR A OB E ) I ARHKI 1 0mgBE 107561 (5 5 HAAT36) . 75
T ARBEL06461 (5 5 HARNTTH))  2BIRE R IE & OF B IIARH 10mg B
129861(5> 5 HARAILH) . 77 2 REE130761 (> 5 HARAL026]) T -
7o AR 10mgx 1 H1EHRKR28 7 A (FREL18 7 H) M5 Lz & 20D 0 4 r r I P e A T I S "
ifﬁiﬁf;';fﬁ; & ; Dr ;L;F%’z: &2 AR DAL & 2 RAZL) O N AR DSDER

oLETH N 2 leo AH|T0mg 3131 3040 2949 2885 2807 2716 2401 2147 1982 1603 1181 801 389

1E9) BBHE SR I 2BURE IR L BW S NIZFEER D B B BE U AT ) — = TR & EIERE

TS5tk 3132 3007 2896 2799 2710 2608 2318 2080 1923 1554 1140 772 383
D 2EOHDALCOEAS WT NS 6.5%LL L TH 2 HBE X2 EEHE TSt A E S R B o k5
#R8 EBRIFET 7 AR - EERILBHB O

ARFERICB W TARF10mgz 1 H1EHS L72312661(5 5 HAA21001) K&

A#I10mg

(%) F&HH TV A
5

##110mg 7R A S IS U7 5 R &5 L7z312701(5 5 BAA21200) d kil D 2 R 3
(n=2373) (n=2371) | [95%(RHARR] ZEELEEHRRED PAF10mgRE35H (1.1%) RO 7T £ RB3 14

D MEFE 0 (1.0%) RS b7 > F— 3 ZED AR 10mgBE26 (0.1%) RO F 5
NV h 3861 5021 0.74 p<0.0001 & RBEOBI, BB DR MM 25 A 10mgBE6H (0.2%) K OV F 5 & KBTI
O e, | L&A (610048 | 1065, 0.85] (0.29%) TH > 720 2 B AKHBE T IEHRILICE > 1 HEFR, GINT . I
el CE o AERER THMOY 27 Lk 2 EERR MR, 7Y F—

a: WOEREITREO2EBERBOSHOERTHEIN LIRS ORI X 2 AREEZ R
F& L7zCoxbBINT— REF NI K DHEE L7z,
b : RN OB B/ R O EiE 2 5 H L Clifll0.04992 & S hiz,

30 —

S ADOTHEMEN B 2 HREE OIS DREMEA X b (DFHZE AR
TERRIDVE) B O VABRIE OB I I E - 2 HEBRICHY T 256
DHIFEELHEERZIE L.
TE13) A E IR 4 ) [ E | [ ) T i ik e | TR MR I P ] TR (S 3
2115 > MAERFREE TR 3 v 2 )
B ESHEBBATEIRRY 7Y F— Y ARSI TTHEEAS S HE S NS
2
17.1.4 ENERREEERRE UTHER
(1) ERHEEYS ERMR-ESREEEER (D169AC000015H58) 37
eGFRA%25~75mL/min/1.73m2, UACR#A200~5000mg/gCr. %>
ACEMEHIZARBZIRA L TV 2 BB B E 1S 2 A ST L
7= (BHI10mgRE2152(0 (5 5 HAA12861) . 75 £ REE215261 (5 5 HA
AL166)) o 72 B 2BIBEFRIR & O & 16 1L ARHI 1 0mgRE 145561 (5 5 HA
AN67HI) . 75 & REE145141 (5 5 BAN66H) 2B RIRIEA PR EH 1A
AI10mgEt697Hl (5 5 HAAN61HI) . 75w REE701LHI (> 5 HARAS0H]) T
B o7z AFI10mg% | H1EEE39.20 H (hJfE28.57 A)E#EG L &
ZFOHEATY RRA Y b (eGFRD50% L LD FE ) 72 & R . ESKDA D
JBELD (B AL UL DB SE) OFIE A XY s OFEFRFIED TO LB T
B o7z, B AKFIH 5 H12eGFRA25mL/min/1.73m2AK i 1K R U 7215
BLRAEES ZHMGETE L. SSICBERPREE L > LIGATHARAIKRS
ks & L7zo
TE15) VEURERIR e (A B S R A B S RBIE L — 7 AB R TICANCA
B % 5328 5 N 72 CKDEE R ARBOME L SISt S 7z
TE16) BB I 2EIBERR & BT S W72 i8R D 5 B BE T AT ) — = TG & RS
#H IO 2EDHDALCOMEA VT N H6.5% L LT 2 B
1%17)eGFRO 15mL/min/1.73m255 0 Hif M HEBATIRE X I3 B Rl
#£10 EBHET T L AR B ERERR O

NF—RE [95% fE#8XR] 0.74 [0.65, 0.85]
p<0.0001

25—
PN
20—

ZH| 10mg

ANY FFIRE (%)
[

0 T T T T T T T 1
0 3 6 9 12 15 18 21 24

EERBU RO SDBE

2305 2221 2147 2002 1560 1146

TSR 2371 2258 2163 2075 1917 1478 1096
R EREEE 7 5 & AR E e R O G R
AR ICB VTR 10mgE 1 H1EH#S U72236861 (5 5 HARA1636) K&
T REHE L12236861(5 B HAANL7IH]) H EEH T NEHEHR
AR R BT A 10mgBEL 7061 (7.2%) RO F 5 & REE15361
(6.5%) HERIE A b7 ¥ R —3 ZED RH10mgBE3H1(0.1%) RV TS
& RBEOF . B FE DAKIMKE A AH 10mgBE4H (0.2%) K O 75 & REE4AHI
(0.2%) TH -7z 6 B ARRBETIEEDEOEBENZI Y RAL Y P AR

Patients at Risk
A% 10mg 2373 612

593

210
210

VM EELAEEROREOHBIMN VIR ETILICE > L HEHR, 11 0mg S N R .
ROEHTREAEHEZENEL. COVTRICH Y L WIEEE LA (n=2152) (n=2152) (osommxp | PE"
EHRUIIE L 25 o Too (BIEORRDORAE - B0 FIBIRFRRE)
4.6/100A - 7.5/100A -
VE10) S G [ I | [ i s | TR T2 i) 62 A T o PR e (19751 : QGF‘;E(,) (31201 : ?GFE;@
B[RS 3 v 7 )%
%L S5 %L ey 74
ELDHSTHERRLCHIGT h 7Y K=Y AREEHES N AERS #Hary ;0{;{;;;\@?3 ?{éﬁ;ﬁ *f;ffg " 0.6l <0.0001
(2) ERLRTS AR ESMRLERR (D169CC000015HER) 3530 RO oems3n. g | owrlosp. g | 00 072 '
NYHADKERE S AT ~TVE . SRR (LVEF) 7840%# . e GFR# BEFEOR . D I E TE | FE2 D i B FE69
25mL/min/1.73m2bl L8 AR 2B E % BIEAEIM T L7z (KR#H10mg 5541) )

BE3131H (> 5 HAAN2106) . 75 RBE313261 (S5 5 HARAN2126) ) o A

#  HEREIT TR O2RBERFEO A OFE KV UACRTREI L BE5#2HFE L.

FRERCIZACEESR ARB. Y Z ¥ MY LN LH LY > F kU w7 A7KHIM.
BERTEE MRASENHRE SN TWIZEBENEAANS NIz 2B, 28K R

eGFRTHEE L7-Cox BN — FETFMC LD HEH L.
eGFR : #ERIR(AUEEBE ESKD : RMIBAL UACR [RFT LTIV /7L TF=r

FEPHBETEIDZAH10mg#E 140161 (5 5 HARATSH]) . 75 £ K #1405
BI(> 5 HANTTH) 2B FRIRIES O - E I3 AH10mgRE1 73061 (5 5 H
ARAN13560) 7 Z 2 RBELT274] (5 5 HAN1354]) T > 7z A 10mg %
1H1ERRA27 A (hRE27 7 A)Bi5 Lz & 2 00mEE DA
ANRY B DAREIC & B ABEIZDARIT & 2 BRZZ) ORI GIZLT

24

_6_



204 =L [95% fE#XRA] 0.61 [0.51, 0.72]
p<0.0001

Z#l10mg

SHSERE (%)
~

T T - .
0 4 8 12 16 20 24 28 32 36
No. at Risk EEREITINSORK

&#&)10mg 2,152 2,001 1,955 1,898 1,841 1,701 1,288 831 309 31
JSt#R 2,152 1,993 1,936 1,858 1,791 1,664 1,232 774 270 24
3 BT T AN A B R HRORE

RRBEICBVWTAHOmgZ L H1EHS U7z214961 (5 5 HAN12841) K
CT T REHE L2214961(H B HAANLL6H) R EH T RNEAEEHR
AR E IR AT ARA 10mgBE1 2001 (5.6%) R VT 5 & REE84HI
(3.9%) HERIE A+ 7 ¥ B — 3 ZELD 3R H 1 0mgREOFI K ' 75 & REF2
B1(0.1%) « B & OARIMBE A AH] 10mgBE 1461 (0.7%) e VT 5 & REE280
(1.3%) TH 2 7z 2 B ARB T AMMEDOBEN LT Y RARA 2 F AR
VM EELTAEERBBREORBMBHRN GRS RILICE > 2 HEER,
FRUREHIREEEHERZNEL.COVTNICOFIY LA WIEEELE
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17.2 SRR AESE

17.2.1 BLEARFEEERREER

(1) SRR _ESHRLLEER (DPP-4AERLDHAEST A VAV
VBB & D FESE.D1692C0001 351ER) 38):39)
eGFRA*45mL/min/1.73m2Ll LD 2RI FRBEEE 2 RE LA > A~
BIF (FEh B R AL R A B BB K OBE B O W3 2/ £ T.0.2
Bifz/kg/ B B> 1584/ H L B 0 B IZDPP-4RHE SR & O ft %
BT Z ARFISmgHEH 1638512351 2HbALCE(LBOFERIZLL T O
EBVTH - RMEORERFRABE AR 16AMO —EEREIHT
WEAHIGEREE19.5% (2461/12361) . 75 & RHFREE23.3% (1441/6061) T
Holzo

F11 A >R 2 BIA E OPRFEERE (163ER) DOF5E

HbA1c(NGSP{#) (%)
R=AFA VP | R=AFA VEPSDE | TIEREDE
1 (SD) {820 (SE) (SE)
7?@%{#@% 8.49(0.925) 0.05(0.0904)
(n=60)
-0.60%(0.1053)

Zﬁ_ﬂﬁ i 8.26(0.792) -0.55(0.0638)
(n=122)

#p<0.0001 SD : FE¥EfF2E. SE © fRHEaRZE

TH20) RS 4 P LR
1638/ O —EEREICAF HFREICE D M1 5N 36RO IEE I
17 U ARHI 2 52 Bk 5 (RA 1 Omg DR %2 &) LIDEMICB WL
T HbAlc(NGSP{#) D&t & (FE¥FZ) 13.-0.74(0.746) % (12261) T
B o 7z ARMBE DA EERFAFEN A5 2B B AF O 58 T35.0% (43
B1/12361) TH O EEOKMIEILRD SN ar 57z,
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F R UL - 7L a— ZHERAK (SGLT) 213 B R E IR RAICHI L
THY GEMRME T I — A2 HRINT 51%E %2> FELERAT
H 540, 8)87) 71 Y 1% SGLT2 DB A A D Al 33 i 72 AR A FH E A
THHV N7 70V E BICBY 7))L a— ZAOFRINZIME L.
R 7L a— 28kt 2T 5 2 LIC kD EEREROCEZOMEDT > -
a—)LZRET S,
7 Tu Yy OBELREICHT HEEERICIE.SGLT2HEIC K S
1235 R PR R T O AT A MPERNSIN 2 C L DR L~ IR
HPEE L TWAaEEETH 542, £ 7o NLRP3REEA > 757V — 4
OFEHEIIHT B 587y 7a Y OWFHIER S DENOERZERZ
L7126 THFO—ETH DAREEIREI N,
8T 7a Yy OREBEEICN Y B EEERICIESGLT2MEFICL D,
FEMRAEICERET 5 MU T LBSEMURIERRET + — RNy
TSNS Z L THRIMENENSETT 2 2 LA BE L TWw S ATREED
B2 F iz LR OMERAMZBEERIRIC & 2 ARBGRE OFIE. MEKT.
HI B R RO BRER OBHEOMTHROSGEER EHAGD S > T &
MEWET HZEAPHEELTVWLAHEESH 59,

18.2 SGLT2Icx39 B PEEIER
In vitro BT #8770 Y ik e FSGLT2 2 BIRMICHE L (K
& : 0.55nM). Z DZERMEIESGLT1 (KifE : 810nM) & @ Lh#g T 14006%
B 7240, SGLT 1 B RME DI A BPICTEIE L T 7L a2 — AU
BI59 % EELHHRATH 50,
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7uYr10mgE G Uiz & & 851X 14H BOR5%24H £ TOR
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T BRRIE DAL ET N7 A TOHMROBHEIE RO T R =2 2%
WHILDIDEY ETY Y TICENTH B ENRB SN,
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FR7)7uvr7aL y 7y a— LK (Dapagliflozin
Propylene Glycolate Hydrate) (JAN)

{E%%

(1S)-1,5-Anhydro-1-C -{4-chloro-3-[(4-ethoxyphenyl)methyl]
phenyl}-D-glucitol mono-(2S5)-propane-1,2-diolate monohydrate

SFR
C21H25ClO¢ - C3HgO2 + H2O

SFE
502.98
ARmEHE~MEACOMEKTH DI NN-DAXAFLTE 7 IR XY
J=NVIELH ) = (95)ICBE TR T 7T F= MY LICRRBETRT
KVKIZEITFIT W,
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1408¢[148E(PTP) x 10]
5008 [108¢(PTP) x 50]
5008E i, /N7 BE/EAIA D ]
(T #Y—HEE10mg)
100#€[10%&(PTP) x 10]
1408 [1488(PTP) x 10]
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