% 20234E11HEGET (B8 360 D16
*20224F 6 HUGT (585 2 Wi, ®haeZs)

B SR
FREE - 34

BEIR S SGLT2fEEA] AAEEESHEES
VIySE -|/E S HF5Y 70O kYR 873969
NFT)=100mg
CANAGLU® Tablets AREES 22600 AMX00744
) EE—EIEOMFEICL VT L, BR5ERaia 201449 H

2. 82 (ROBEICEBELEVWIE)

2.1 KHN OB LB BEoE O B O H 5 B

2.2 HRES b — T AL MR IESIE SR EIEO B [HT
BOA A I & 2R 7 M O & AR & 72
% D THRADIGLH S 2\, ]

2.3 EIEEGUE, FATHiR. BELIMEOS LB [ A
) RSN & B MEE AL F 1D O TREOF 51355

S\ ]
3. fHEL - MR
3.1 #8EL
Ry H 7)) 78y KHWI02me
(%) (#+71)7a e L Tl00mg)

Dwry=h—), bFOFrFotltio—2A,
JUAHIVAU—=AF M) L, TIVEBEATTY

wWhgl (vFrU A, Vs BYEZ LT V=) (5
ST AAL) . <7 1 3= 14000, BEILT S v, B
TRk, S bk

3.2 BEI DMK
IR - B DTV - T ANV AT—F 1 VT

B (mm) : 76

W EX (mm) : 34

i

#1327 V100 Hi (mg) : 1443

4. ThEELISRHR
O 2BUYERR
*O 2BIERR & 6T H1RMEERR
2L, KRBT IBRBITROBREZR.

5. MEER (IR RICEAET 5FE
(2BIKEPRIR)

5.1 ARFNI2BUHE IR & W SN2 BF I L ToRMEHL, 18
WERFED BB IREGE LI &,

5.2 B LB RE R B UL BT T ORI B A& BE TEAA O
M FERDPEIRTE vz, &5 LanZ &, [85,
86, 921, 1661 Z:Hi]

5.3 &EEEE R AR IR B B CIIARH O IR T A5 1551245 5
N WHREED D 2 O TR G- O LEEE 2 HE I ZHW 5 2 Lo
[85. 86, 9.22. 1661, 17.1.1-17.13 ]

5.4 KA OEHILH 57 UOMERIFIHROIEARTDH 5 HHHE,
HWER DL T AT o 72 TR T G E I IR Y FE
T5HIZ L,

(2BUREIRIm & T B2 ERR)

*5.5 eGFR7*30mL/min/1.73m?*K il ® & Tld. AHOEFREEH
PHHIEL NG CITRENED D 5 & AH3% T H12eGFRA®
KFS22Ee0H) ., BREREFENLTIBENDIH L2
Eb. FHICKG LanwZ & Eo, ARG HI2eGFRY®
30mL/min/1.73m2 A 12T L7235, $G-akie o 22k
ZIHEIZHIMS 5 2 ko [85. 9.21 ]

#5.6 [17.FREHE ] OHONEZ AL, BRBBRISHEAANDS
h-gHors (RER, JHE3E. BikeS) «hocmlmp
L7z BT BUEBERICSST 254 874 2B 23k
WRLESEE D HEFEESEI, BILEF L ERT L2 &,
(1714, 17.15 ]

6. BiERUAE
HE. A7) 7a Y » k2 LTl00mg#% 1 H 1al8] &
AT ERIEOHG T 5.

8. EELEAXNEE

8.1 RAIDMHIZDH 72> CTid. BH IR LR IUBE IR K 082 Xt
W BIZOWTHaiHT 5 2 & [912, 1111 2]

8.2 KHIOFIRIEHIZ L D LR - BURDBALND bbb, F
7oy KRR T2 2 L03H D O T, B R IRS MR 2 AT
I EIIREL., BIRY 9170 2 L. BIAREERD RS
LR TWEE (B, BREREEEE. FIREHEES
WBWTIE, FRCHERBEE7 b7y =V A, BREERS
MFERE R MNiEZE 2 & T iife - SERESEORBUIEET S
Z & [9.1.3, 921, 922, 982, 102, 11.12 &)

8.3 IRIFIE Y L UM 2 A2 = L, BBk, SER LB
OIS (7)) = TI) | BiiE 2 O TS 7 iYL
WKEDZ WD D, T BlIgaIT) 7 SIRBRG: L O
D FSE IR L, ISE L 2 a I d) 2 LiE 2470 &
LI, REBIZIS U TR A BB T 5 2 Lo IREEEG L O
PG DEIR e O DI LT A D CTHRFITHAT 5 =
Lo (914, 11.14 ]

*84 MfEa > bu— iz HE LTI 25613, KA
Hoix, IMmEEEWMICRAE L. BHOREZHEI O, KH)
%37 A5G L CORRPAT 5 256 3O EREA~DZE
HEEETLHI L,

%85 AAWKGIZL Y, MEFEZ LT F =0 O LA LZeGFROMK T 28
AOENDLIENHDHDT, BERELEMNWICHMAT S L,
EHEREREE RS IC BV TIIREE o ICBIR L. Bk E
DEAIZEETAHZ & [62. 53, 55, 921, 922 ]

*86 Iy Pu—LHEX HIWE LCTHEHL T EHIZBW
T, #HEY12eGFRAM5mL/min/1.73m2 K 1 AL T L 72354
xS omIE#HET 5 2 & (62, 53, 921, 922 BR]

8.7 RHIDIEMMETE TH AR 7 v a — A eI X b |
M > b a— VS EIFTH - T O IRIERASTTEL, &
=Y ZADHobIL, N7V F—=YVRICELIEDND D,
ZLWIED LA EZED R WBEDH L7200, TSI
ETHT &,

c L MR, ERORGE. PENE. B E. BRI, I
W PR B TR SR O SEIRATRR S & A I IE, iR
AR b ARE 2 SO T A 2 L,

CHRICL A VA YHWEEDIRT . A v A YEFIORE
Rk, e MR ICHIBR . AU, Y
Bz BAIIE T b7 Y =Y 22 BH LT VWO
T, BBE 51T T &,

C BEICHL, WFoMEiEETL Lk,

N7V R= Y AOGER GEG - EE, ARGEGE . E
A BERITE. B, PR, ZHREES
T NT YR =Y ADFEIRDED b NI IRIE B IS

R A 22T 52 L,

c MBEEAESE TR ED T N TV F—Y ANEH LD
5Lk,

[11.1.3 &)



8.8 HIIRINEE, MK, ZIRD 2 VIR DFERE 2T 2 EHIZH
WTIE, TOEREERT 5 L LB ITMA ToOmEEER T
5T,

8.9 AH G-I X B FEIK AP HE SN TWAHD
WANEET HZ Lo

810 RIMBEERZ R T2 A H 2 DT, EHEE, HEEDE
BEICHEL TV AEIIRG T L ETEET LI L.
(1111 ZH4]

I JE O R

9. BENEREEI2EREICHATIEE

9.1 &HHE - IERZEDH 2 BE

9.1.1 DFRE (NYHALEEESEIV) DH 3 8E
fHRRERD 70 < . REVEDTHESL L T,

912EM$&E_T%%h®§6uT®$%2m&%

RN LRI A
-*%$E&M‘M%&M\¢ﬁw&ﬁ$ﬁﬂ\ﬁ$§m
BOREITFETFIRAE

< WL WA EE)

< BEED TV O — VIBRLEE

[81. 1111 =]

913 WAZEI LPTUVEE (EI> FO—LVPEHTARR
DEE. SnE. FIRAGHAEES
REOFBEEMIZ L W BARERTBZENRDDH S, (8.2,
102, 11.1.2 1]

9.1.4 [RIRRRL., MEBRELEOHDEE
JERZ AL S BENNDH S, (83, 11.14 ZIE]

9.2 BHEEREEERE

%921 BEEREREEREIBENPORPERLEE
(BUPEIRIR)

Mz > ba— e x HICHES Lawvwa & RFlolm
BT R 2SR C & 2w, [5.2, 82, 85, 86, 1661 £
He]

QCEIFERR & &6 T 2 184 BRA
eGFRAY30mL/min/1.73m?#{i O BH TEHH IS L
ZEo T, RFFGHIZeGFRAY0mL/min/1.73m2 A 12
T L7Ha1%, Mo LEME 2 EE T2 2 L,
KA OBARE A+ IS N WITREED D 5. F 72,
$§&5¢~dﬁRﬁﬁT?él&ﬁ%U\%ﬁ%ﬁ%ﬁ%
1bdaB8EN0H b, [65. 85. 1661 HHE]

*9.2.2 FEEBHREEEEE
(QRIPERIR)

B G- O LFEE R EHEIHM T 5 2 &0 RH O MK T 1E
MAHcBE S N WITREMED D 5. [5.3. 82, 85, 86.
1661, 17.1.1-17.1.3 1]

9.3 FHisEREE RS

9.3.1 ZEMHEREEERE
INB0EHE (ChildPugh/ I THEEIA I 7)) k5L
L 7z B EER T R L T vy, [16.6.2 ]

9.5 1117
TR SRR L TV B TTRENED & B 0 I3 AR K] % #5457,
A VA VEFHISE RGNS L, BiER (59 ) B
WADRITAME SN TEY ., b bOEIRPH R ORI S
7o M OBREEIC L0 A BB R ORI O YRR A

MG ESNhTn5,
9.6 B3I
BALBZWI EDNET L, BiER (59 ) T~
OBATH S SN TB Y . WE B A AV o R n#p
B WE B OB LR, RHEOIIRSBD 5N TV D,
9.7 /NR
INRE R R E L 72 BRREBIIER L Ty,
9.8 EifE
BEORELZBR L2 OMEEICHRG 52 k.
9.8.1 —HRICAEFMEHENSET LT E I LA%n,

9.8.2 LAAEIR (IM18%) ORHPENDL BLZNDH D, [8.2,
11.1.2 ZH]

k3K

10. #HE{FA

AHNE, E& L TUGTIAIR UGT2BAI & h R &b A

FNIP-HEE T E O
165.2 2]

EHETHY

10.2 fEAZEE (HRAICEETS )

SOWHEEH Z AT %50 [16.4.2,

e

E 77 A FRIEH
FTIN) DV REEH]
DPP-4fH#E3E
GLP-1 7k EBh 3
A VA vEFHIE
[11.1.1 =H’]

WEGHT 2mE. K
MAED 1) A 7 A3
LHBENDEH DO
NS DOEK D E %
Matd a2 &,

Pk FRAREIR - 5B F - fabriiF
PR I FH 24 B IR AR ASHE 2 2 B | 10 B T 7 H 2%
ANVKRZNT LTHNEND D Do I, A |HHlRSNhb,
SR A > A a4 v A YA ALK
WM ESE YRS | DaES )
a-7NVayy—LR|E A 2 oA

[16.7.2 2]

Ty agxy ol

Cmax . FAUCH 21
TN36% K 20% -
L7t oW&ENDH 57
EOIN R e 2 = 3 )
Zk,

I R VR & B 83| A 2 o il B3 o IR

% HF) BETHBELRNVD

B - whvnz k.

1) FOVERF

T/ 73 UPRLREE

H £ 71 45
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BB AV E

FIRBg AR L F o

TvIFT L ARHIZ00mg & O PF I | AR K O P-HE & H

BRI &
%)0

V77 v¥EY Y, Tz

vy -,

[16.7.1 2]

) hFEV

MY, 7NV HIC

V77 ey EDN
X ) AFH D Cmax
K OAUCHZENLTN
28% L O51% T L 72
LOWMEDRD DD
BY) Rl ET) 2 L,

RHN O HEEE
T&»AHUGTIA9
J O'UGT2B4 %
NS DOIEH] )

JEET L Z LS

L0 FA DR
MRS,

FIRVER % 43 5 35
o— TH R 5
FATHFA FRFR
gLy

[8.2. 9.1.3.
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FERLEEFH & o fif
12 &b AR
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DNDYEIZIE, RERHREOBY 2 MEZIT) L.

Bk IZ 5] & #t & B 2E 2 & T il -

A SN TS, [82, 913, 982, 102 2]

11.1.3

TRPIR=2Z (01%)

HERAE S & 5B L 72

TETYF=v A RIS b T F=v A2 EE) 28
HobNDLIENDH D, [87 ZH]

11.1.4

ZIRE) GHEARY). BUE CHEARH)
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BZEX (01%) . SHEHRUIEEIOREEGRRX (T

SRR R R ORI 5 (7 = 138

JH) 23 bbb, Mg (WIEES 5 v 7 2 &) 128
LT ENDHD (83, 914 ]
*11.2 ZOMOEHER
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ANgx, BRI
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LR S E

1%L F | 0.1~ 1%Ai 0.1%Ad  |BHEAH
YT B & | RIS |7 > ¥ M BTE R . e B
O U g5, WEMEgE. BB k. M.
EYe, SEEIR (2R 1 v T S E .
TR, B|OWE S V8
B EVE SRR e L E . B Z5. il
SVEIRELI s | 58 . e 0 1T
AN I N AN
xR, vy
i s & o ARIMERIGIE £, i EkR
UIPZAT 3 TIIE
B & O EREMEYE |2 o ) v A Ik E BT, e
SeARREE |IMORE E . R R | A, s, K
E 7 M= F MU T AL
AL BRGEGE  PE. I R
iE. REHET >
F—=2 A, £k
SiE
R TR F o BRI SR BE| S
HAEED v | RFEE= 2 — 1
UH e INF = R
HFE WV, BRI
(SN SO [ I
Za—uNF—
AR T DR e HEE |
Y AE
HB L% RS T | H W, Zess
Ao BliE . NEE

1%L E | 0.1~1%Am 0.1%Adm | BHEAH
FEEB LD WIB . ) B RS g, 3
BT L iE. FE. KE B . 2R
HhEEE R B &g E S E
e PRI PE L
iR B RERi HEBRE . A
LU AL T
R
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HEFR B X SHEL R 98, B | Bk Rl 2B A K
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L SRERAEE | S, ik 7
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N NV || R N 183
PR PR3 N, R 7w 7
n IV/VT T
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B LA
BE, s, BB
B L OMLE I
A BHAE

12, ERBRERRICRITTHE
RAOVERBEFIZ LD . RERHA AL RBER . MiE15-AG
(15-7 e Faz iy h—)) BMEZ2RT R OIELS-
ACOMAAERIL, MET L POa—VDBE LTI LR VDT

13. BERE
13.1 L&

TEET L2 L

KETEAERE TR, AR OBENIZE>THF 7y 7md >y
I EAEBRESN oL OWmERH 5. [1661 B

HRAE e

MAE MRIME RS S IE
JESINAR

[ E N ] % I Lk

B XUt

I i

ks R N R Gl L IR IR P, B
Fas T DI |IEER . 181 E
Wk, B H%, WETREE.
P R R AL B
B G, TR FEfRE

JFFH 3 7 JFpERE SR
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14. BHEDEE

141 FHZAEOER
PTPUZEOHEFIPTPY — b 25 L THRET 5 & 9 38
B 5T L, PTPY — FOREMKIC X Y, T EEATATAER,
JEAFIA L. BICI3EIle B2 L CHRA 2S00 EE 260
EXIET LD D,

15. ZOfDEE
#15.1 BREAREAICE D B8]
WAV - CIERBOBEEEm Y A 2T
B M > o — VAR Z2BBE RIS EE 5 & L2 RH
B RHERIC BT, AF 7Y 7y > & LT100X13300mg
ZIH1EHRS SN2 EE TR, 7RG Sz 88 L
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1.97. 95%EHIXM1.41-2.75) L OHEDH 5V, RHF DKL
FA&13100mg/H CTH %,

WK DN CAT D 72 28N R & A 009 2 12 B R B
Extg L L RHBERRBRICBWC, #F7) 7y vk
L C100mg# 1 H1[E#% 5 S /- B T F I oo Se B4 EE
DT TR T BT — FI (95%EEXM) &, 1.11
(95% 15 HEIX [#10.79-1.56) TH - 722,

JEREPR BRI H D < 154

WeEZ v & V7224 B SR G- 28 AR R (10, 30/ O
100mg/kg/H) 12BWT, 10mg/kg/H LAl M CHEH 2 R0
HalE . 100mg/kg/ H o MM T8I 1288t i i 1 OV 12 IR
MEEE O ESHEOBMMARED Sl 7 v MIARH
10mg/kg/H (H) 1%Z100mg/kg/H () # BUEROHRS L
7oL EOEFER (AUCoem) (. foREERIESRH= (101AE
100mg) D665 X ILH8AE TH - 720

15.2

16. EMENHE

16.1 MAiRE

16.1.1 B A% E
2RI IC, A7) 7Y vk LT100mg% AF10
SYETICHARE %S L 72 & & o IfAE il EHE RS T OV B))
HERTA=FIEUTFOEBY) THDEY,

(ng/mL)

i "]

4% 1400

th

# 1200

F

7 1000

') 800

7

O 600

7 400

>

B 200

E

0 . : :
0 12 24 36 48
B 5% O (h)
CP4E+HEERE. n=12)
Cmax (ng/mL) | AUCo« (ng-h/mL) tmax (h) t12 (h)

1126 (228) 6561 (1305) 10 (10-15) 102 (1.9)

n=12, ‘FIE (FERE) . tmaxid Il (R/ME-RKHE)

16.1.2 REHRS
2RI, A7) 7u Y e LT100mgx LH 1A
L4H W AR 9 G- L 72 & & O3B RE ST A — FIZLT
DEBYTHY ., LEEGMIGRIE B T TIOERIKEIE
FTLLDEEZ LN,

Cmax (ng/mL) | AUCo2sn (ng - h/mL) | tmax (h) tiz (h)

1136 (330) 6635 (1367) 10 (1.0-15) 118 (32)

n=12, *FIH (BEERZE) . tmaxid P el (R/ME-R K MH)

16.2 B4R

16.21 N1 FTNAZEY T«
R (9f) 12, A+ 7y 7uy e LT300mg# Hlnl
LG L7z & 2 OMMIINAF T NAFEY T 1134
65% T > 728 GHEADT—%)o

16.2.2 REDHE
RIS, #+27) 7ay v L LT200mg% Z2HE IR 1%
BFI007 (ARES) ICHERELHRS L7z & & OCmax
UAUCh-DFAT IO (Ffk/ZEiE) & & DI0%IEHH
XHE, 0.843 [0.790, 0.900] £ 1r0.977 [0.945, 1.011] T
otz BFRLELBL T, #7709 Y OtmaxD
PTG TR LORF M E R L 725,

Cmax AUCo-e tmax
(ng/mL) (ng - h/mL) (h)
ZE G I 2026 (458) 15316 (3135) 20 (1.05.0)
£tk 1740 (435) 15140 (3572) 30 (1550)

n=22~24, VMl (EEHEREE) . tmaxidh gl R/ ME-5Rok )

16.3 91
HFry TRy roe b ImEEN
(in vitro. FRAL28E) o

4ok A
=S

1Z#998% T - 729

16.4 X8

16.4.1 fEHER A (FHEIA, 661) (2. [MC] &k h F 27y 7ay v

192mg % HIAFE3% G L7z & &, $& 5122400 £ T o

HARITE L 15 0 2 RA LR CRE o #E &, H T 7

) 70Ty (454~98.7%). 7V O v A HMS

(1.9~29.6%) JO'M7 (16.0~28.8%) K UHRILA#HHMI

(242~370%) Td->727,

v MIBFAAF ) TaY o )V a s BIEsHEIC

&, FIZUGTIA9 M 'UGT2B4AY, BRALACH 2 1 T

CYP3A4. &K\ TCYP2D6A S L 72. CYP2B6. CYP2CS,

CYP2COK OFCYP3A4IZA L THIWIHEMER 2R L 724

(ICsofl = 16, 75, 80/% U827 umol/L). CYP1A2., CYP2A6.

CYP2C19. CYP2D6Jz USCYP2ELICx L CHEEH 2R &

irolze £720 WENOCYPHFHEIIH LT b Bk

WL EEH 277 3. CYP1A2, CYP2B6. CYP3A4,

CYP2COK UFCYP2C19% i3 L 72 5> 720 UGTIALIK O

UGTIAGIZ L THRWEHENEH 2 7% L7278 (ICsofl © 91K OF

50 umol/L). UGT1A4, UGTI1A9 °UGT2B7IZ%F L CTHKH

EEH IR E 0> 729 (in vitro) . [10. Z1]

16.5 Bttt

16.5.1 fEHER A (FHEIA, 661) (2. [MC] ik h F 27y 7ay v
192mg#% HIERE#% G- L7z & &, %5 %1681:H F T2, #%
B &N ERED32.5% D R A1 60.4%D3HE H I HEIE < 1
Too 51248 E TORPIZAF 7Y 70T L IZED S
g, M5 (133%) KUM7 (17.2%) i85z, 7z,
#Fziz, AF Y 7Yy (415%). M7 (3.2%) J O
M9 (7.0%) HFBD>H N7,

1652 7727 70y v ZP-HEEHE. LA EE&E N H2
(MRP2) M UAMSAMMEENE (BCRP) OEETHY
P-HEE FVE K O IR A P 2026 L CHS W BILEE
(ICsofiti © 19.3 u mol/L K U°21.5 umol/L) Z#7/RL72% (in
vitro)o [10. ZH]

166 FENEE4H T 8%

16.6.1 BigemEE

(1) BISEEREE% 5 28I RRRE

FhEs R BRI S A 2k ) QTR IR IR RIS, A ) T
Ve LTI00mgk BIaEOk S Lz & 770 7
02 2 D AUCo b B HEEIE 1 2B R 8 & il L T
#26% LA L7z F 7o, EREREIEE K OV S B e ks
A bk QFME R B2 BT B G R4 F T B
R 7V a— A RO R— 25 4 Vb ofte (OF
BiE [95%EMXHE]) 1386.592g [75.612, 97.572] K O*
61.017g [49.362, 726711 TH-7219, [53, 922 BH]

16.4.2

HREREREE O Cmax AUCo.0
n
(ng/mL) | (ng-h/mL)
NNy T 12| 1214 (338) | 6929 (1734)

FP S R AR IR A 1 5 2B PRI B
(eGFR 30~49mL/min/1.73m?)
IEFEHEERE &L ORMPHHEOIL (%)
[90% 151X 1]
Tl (Bl )
(2) BiREEEE
BRERE =SS, A7) 7Yy kL T200mg % Hi A
BORG Lize &, BEERRRED. bR
XK O EEBREREELE D) F 7)) 709 2 OCmaxid
IEH B RES & B L C. 2 NEui27%. #99% 1 U
10%ET L7zo F72. AUCo-lZIEHEHRES & LB L €.
FNENHIL5%. #929% % OFI53% 4 - 720 KN A 4
BETIE, AR OBITICE > THFZ) 7Y v idIE s
AEBEEN P> 72 [52. 53, 921, 922, 131 &
]
T/, IEEEARREE L, PR OV B R R
FNZ B BG4 £ TORRER T 7OV a2 — 2k
BONR=ZAT 4 v0b0% be GREFAEHMHE) £,
5304, 3832, 1711 U427g T - 7210 HEADT—% ),

12| 1197 (311) | 8766 (2551)

98 [82,117] 126 [106, 149]




HHReEE O Cmax AUCo-c
t (ng/mL) (ng - h/mL)
IEH B RERE 3| 1880 (475) | 14862 (5380)
P iR B s Bl s
kil . 10| 1469 (669) | 17172 (6075)
(eGFR 60~89mL/min/1.73m2)
B EE L ORI EO (%)
. 73 [50, 1081 | 115 [84, 159
[90% 15 HEIX [H]] [ ] : :
rh AR R R R
1717 (42 18715 (4504
(eGFR 30~59mL/min/1.73m2) v 717 @2n 8715 (4504)
IEE B RES & ORMFEEHEo (%)
~ 91 [61,134] | 129 [93, 178
[90%15 X 1] : ! : !
BB
(eGFR 15~29mL/min/1.73m2) 10] 1746 (665) | 22304 (5666)
IEE B RS & ORI (%)
90 [61,133] [153 [111, 211
[90% 5 FEIX 1] [ : : :
KB eRE GENR) [ 8] 1287 (277) | 13587 (3216)
IR B EE L ORI EO (%)
i 69 [52,90] | 94 [67, 131
[90% 15 HEIX [H]] [ ] : :
KBRS GENH) [ 8] 1433 (509) | 14205 (3648)
IEFERRES & OBl (%)
~ 75 [52,107] | 97 [67, 141
[90% 15 FE X 1 ] : ] : ]

Fgfi (B

16.6.2 FHREEREH

fFgpelE g 1c, 2 7Y & L T300mg % Hilml %
5 L7z e &, BEFERRESES (Child-Pugh/HT&
FFA 3 T75~6) ROHEEFEREREE (Child-Pughs i
TERIAATT7~9) OAF 7)) 70Ty OCmaxid IEH TR
fed L WL C. ZNENHT%D 15 & H4% DT 75580
bz, F72. AUCo-lZIEFFHRES L L T, 212
N#10% M ORI 11%E Ao 7210 (MEADF— %) B,
BT % (Child-Pugh I CARIA I 79#) To

16.7.2 HHRAEDEMEEICRIF TR

1) ydxs>r

R VIRV OOEYHRBIIKIETTAST) 70T OB

HHEADT—%) [102 1]

B3 13)

=

BSOS BIFE/ ST X — %
O BERSE (AT FATEIGE O [90%12 HE X 4]
HE By R B/
Cmax AUCo-24n
SEED) 136 120
> 025mg | 300mg [121-153] [1.121.28]

(2) ZDthDZEH
FRYT)TFLE TR TSI ()T

K\

ANENI Y, BOEEE (ZF= VAT IF =V

FOLERINVFANLIV), e FazuoaF7dF,
INAZF o, TR INTI )72 ROTINT 7~
T AE, WERL A F ) 7a Yy oS

P
71
+5

W15 7 BILRD S N s o 1219 BHEADT = 5),

E) TR TFVIRHAAND TS
ARHNOAGEE12100mg/H TH 5,

17. ERERRIR

171 EIMROCREMICET 555k

17.1.1 iR

(1) ENEIHERR (77t RAHB_E5RILEKHAR %
A9ELER)
SRR M ONE B FR L CILNE 2 > b 1 — VA5 2 28
WERAmEE (27161) ZHRIZ, #F 7Y 7uy e LT
100mg. 200mgX 37 7 K% 1H1R248H 5 L7z,
FRIIREO L BY) Th oz 20HRFIZ BT 255 2

16.7 EYHEEIER
16.7.1 AFF V707 0 OEMEIREICRIFTHE

S

MmuzrrEYY
AFT)TRY Y OEYEERTT) T 7 Y O
GHEAD7—%) [102 ]

B

HF7) TaYy OEYEEINT X — 5
AT D [909% 13 X R ]
B/ Ml

NI 7
oYy

e
il

AUCo-0

Cmax

DRV NG
SV

0.72 049

600mg 300mg

[0.61-0.84] [0.44-054]

(2) DDA
TRV TFE ARV I Y, Y7 HARY U,
TONA Y N, BEOEEE (ZF =V A N TV F =
BOVLAR I VrFEA L) ke FazouaF7Y Fid,
WIEhbAhFrY 7aY e 0HEGICE WS NR
BB LN o728 GHEADT—%),

FER BRI T O TV, [931 BE] 5OFEZELHE (RIEFEAR M EERE) &, 7
IR B 2 o T feE Crnax AUCoo Y AR EGH (9361) T-076+0.35%., HF ) TuaT v
" (ng/mL) (ng - h/mL) 100mg#x 5-# (90%1) T-376=0.35%Tdh > 720
AR AE 8 | 2844 (794) | 24632 (7132) RIS ORI SBH T, 77 RETL1% (161/93
AR R D G SR B). 7+ 707022 100mgBTLI% (161/908)) <
el 4% Al S35 L (% _
WFRIE [900/?%%?;3] MO 107 184, 1371 | 110 186, 1407 Hot0- 15, (1111 B
R B [ 8 | 2810 (1037) | 26566 (5788) K TTRAHM_EERILEGUER (2481) OfR
EE RS & OB FEIEMEot (%) 7R A7) 70 »100mg
0% R ] 96 [75,122] | 111 [87,141] 03 o0
Il (MR . a) AUCowldn=7 - ?"i%;:!m;% o ?”y:%;fufj: 73:%;:‘):@
16.6.3 BlE ICH (T 2 EYENE DALk DAL f£i£§
QRINEIR AR AR L L HERERAR,» S, EiE (65 HbAlc (%) | 804%0.70 | 029007 | 7.98=0.73 | 0.74%0.07 '[ 123‘ 0'83]
MLl 71~7301) L IEEEE (65K, 217~22561) T T 3532397
ICBWTHEMIELZ2I4Em s 7)) 70y ViEED 5 (mg/dL) 1630+326| 37%27 |157.7+357| -31.6*28 (430, 276]
TR O 5128 % D AUCam % W L 720 T DR, & BT 14 8444804
BE O NS 7IEREOVMEIZIEERE L) b H10~30% QRERIIEE |3030+664| 0558 |311.7+724| 849+54 [—1061776‘87]
Wz R L7212, (mg/dL) - 0O

PGRD P  RERE, BG5S OELEN T TR
fbim o7 « AEE A PIgE + BREERGE #p<0.001. [
fEMIX . HbAlc : NGSPME

(2) ERFIHHE (RERSHR)

o)

1 12 195%

FHRE N ORI R L TIE > b 0 — V)3 +55 7 200

WRALE (3790 EHRIS, HFyY TuY YL
100mg X (3200mg % 1 H 11523 [ ¢ 5- L 720 # A
DEBY Thot BEHADOBTEILE (F1

LT
fili +

TR AE) (X, #2770 Y r100mei G (12761)

T-442+306%TH -7z,

B B o IR 6B B4 123.9% (561/1276H)) Tdh -

721017 [11.1.1 2]
# RSB (5288 offR

J1+ 27 710 »100mg
n=127
I 5HI PRI b D% b

o N 0.80+0.70
HbAlc (%) 784%0.71 (092, 067]
P+ e, [ ] (Xmos% S EX . HbAlc @ NGSPfE

F 7.
922 ]

BRI ORI KEDOE B TH o7z, [5.3,



® BRI ORNRS (5208K) OffR

771 78~ 100mg
BB ﬁ%&%‘%ﬁ%ﬁ%%i%‘ m#fi%%ﬁﬁlﬁﬁjﬁ%‘
(eGFR %0mL/ (eGFR 60mL/min/ (eGFR 45mL/min/
e 173mBE0mL/ | 173m2BL E60mL/
min/1.73m2}L L) . .
min/1.73m2Ai) min/1.73m2Ai)
n=77 n=8
HbALc T | 8012069 7.73+073 796037
) RS | 102=062 068074 0.74+026
Y| omeE | 121, -083] [-0.85, -051] [-0.95, -052]

FIgE = R, [ ] (395%EEX M. HbAlc : NGSPIHE

1712 ERNFE MR (fhOROMPERTREEOHAEE - RE

B5HER)

A N OSE B SN 2 CRECTIMBE T 38 Tl o >
b E— VARG 2 2T R B (918%1) A xSz, A
Fr ) 7aY e L T100mg¥i3200mg % 1 H 1[I 5218 i 4%
G L720 #HRIEIREOEBY) THo T2,

IO RIEH EHEE X, ANVE= vy L 7 HEBEH T
16.1% (20451/124%1) . #EupEIA > R 4 ESE o ©
4.6% (361/6561), a-7 Va3 ¥ —ERHEEHE T0.0% (0
Bl/6261) . €77+ A FRIEHIBEH T5.6% (461/7261). F
TV Y SREHIGEH T4.8% (361/6361) . DPP-4RHE A
JAT28% (2BI/7161) Tad - 721010, [11.1.1 ]

£ RSB G2HE) ORfR

CidiiES #1927 71 »100mg
n 124
U +
A= LT A ¥z 5w 8.18 +0.99
BEHPLOLLR | o009
o [1.08, -0.84]
n 65
HETLA > 20) ¥ 551 825+091
SR L _ 106+ 101
%7 S OZEALE:
e AL [-131, -081]
n 62
a-7nvavy—+¥ P51 802+0.84
[E= e . 091=081
L B O LR
HbAlc BT 6OR{E [-L11, 0.70]
(%) n 72
5 787+075
CUT A SRR B —
poissontE | o 00
[1.02, -0.73]
n 63
%51l 810+ 104
ST U R 5 Hi -
BENrLOLLR | 08
B [1.26, -0.82]
n 71
%45 19 =0.
DPP-ARE Al 819 +0 85
poiroonR | 0t
] [-1.22,-0.86]

A+ R, [

1 XHI95%EHEIX . HbAlc : NGSPAl
T, BHERERI O RIIREO L BY) TH o7, [63, 922

2]
# BRI o BIG (52:8KE) OHbAlc (%) OfEHE
J127) 70 »100mg
BRETEEY TR e E%%’ﬁ TR %%:m%
(eGFR %0mL/ (eGFR 60mL/min/ (eGFR 45mL/min/
min/L73mbLE) 1.73m2p) 1-90mL/ 1.73m2p) 1-60mL/
" min/173m2ki) min/1.73m2f)
n 158 279 20
. N Fe 510 8.31+0.96 801 +0.87 787+091
B s H5ains | -1.08+095 -0.93+0.67 0.76 =0.89
0%t | [-1.23, 093] [-1.01, -0.85] [-1.17, -0.34]
EREES]
k= E 23 98 3
LT Mx’tﬂ-HU 812+092 819+101 817+1.32
A '}xijAlIJ 6| -086*085 -0.98=0.65 -1.00£0.92
0FftE | [-1.22, 049] [-1.11, -0.85] [-3.28,1.28]
R R A n 34 26 5
A v BGET | 841+0.95 811+0.78 792+1.20
SR s | SRS | -1.10£1.20 -1.02+0.64 -1.00+1.37
£ 0%fLE | [-1.51, -0.68] [-1.28, -0.76] [-2.71,0.71]

71271 710 »100mg
T %E‘E%K%E‘Eﬁﬁﬁ'%% I B %‘Ei'é‘
(eGFR 90mL/ (eGFR 60mL/min/ (eGFR 45mL/min/
_ , 173m2BL90mL/ | 173m2b E60mL/
min/1.73m2pl E) ) . . .
min/1.73m24:) min/1.73m2A)
a-7 )1 n - 22 36 4
s B | 824+097 7.94=0.76 7.55+0,64
i’ ;: Clsins | 1022077 091£082 025+082
BER | g | 1136, 068) [1.19, -0.64] (155, 1.05]
o n 30 10 2
lj i ; ; 5T | 817=078 761=059 865+ 134
RIS | 102065 078=061 0,65+ 064
Al OElE | [1.26,077] | [-097,-058] (637, 5.07)
Fr Y 21 % 3
Lo | ®5an | 8s3=127 793=0385 727+032
¥R RS | 127= 115 094+071 070030
OEE | [1.79, 0.74] (117, -0.71] [1.45, 0.05]
n 28 40 3
DPP-4f| #4571 | 836+092 809=081 797+032
RS | -121+093 0.92+060 090£087
oBfLE | [157, 085 [111, -0.73] [-3.05, 1.25]
P = AEAERRE, [ ] 13MHI95%EFEIX M. HbAlc : NGSPfi

1713 BAENEFR (BRERT 24 52BERREZEENRE

L - ZEERIIEEEHER)

FFHRE N OEBREE & L G e K OSE R 12
A TR T3 CIfpl o > b g — VAR5, Ao,
&R (eGFR 30mL/min/1.73m22 F50mL/min/1.73m2%
i) OEFEREEE & 1S 28R E  (26981) & XTI,
AFrY7uaY LT TR EIH1IRZ6EE KRG L7z,
HERIIRFEOLBY TH- 7219,

BRI O BIVE A S EN A2 75 & RHE5-HT2.2% (261/90
Bl). A7) 70Y 2 100melET7.8% (761/9061) TH -
72 BHEADT—%), [63. 922 ]

£ 77 EARNMHEMLEGUER (6HF) ORFR

77 ¥R 7127 7Y »100mg
n=87 n=88
 ESEab | . |BGEhb | TR ED
I oew | PO | o | aemox
HbAlc 030=0117%
8020917 |-0.03%0090 | 7.89+ 0898 | -0.33+ 0,090
%) (0529, -0.066]

PR P R RE, RS OB T TR E DR
b7« HEFAPIOM  BAERE, Fp=0012, [ ] ZWIHI95%(E
HEIX . HbAlc : NGSPH
17.1.4 EFHEFEIHERER QCEERKE&HTIEUERKEE

ERRE LTI RNBIEEREERRAR)
eGFR%%30~90mL/min/1.73m? UACR%*300~5000mg/gCr.
P OACEMEIEIZARBE IR L T3, 2FNEIRNG = &
B9 e EEOR RS (440161) #xfRIi2, A3 27) 70
DT REIHLIE, 115AM CEEl) #5 L7%k
(ARSERE2202(60 (HARNSTH) . 77 L RHE219961 (H AN
53f1)) 0 FHERIFKEDEBY THhotz, B, INERFEE
OB & Bl S I BE R s iz, F 20 REIFS
H1ZeGFRAS30mL/min/1.73m2 A 1A L 72354 D ARANH%
Lafiksen & L7z,

FIE S AR FIBE220000 46961 (21.3%) KUV T £ KEE
219761936161 (16.4%) 12788 biv/ze 3 2 FIVE R X
FEASARFIFELO0H] (4.5%) KT T L REEI260 (4.2%). R
BB DSARFIBESOH] (3.6%) M UNT T L REEAIB (2.2%) .
E A ) AEAARFIEESSE (1.6%) KT T & REE24%4]
(11%) . I 2 L7 5 = 2 A AR #3061 (1.4%) KO
7T REE2060 (0.9%) « S ERIRUE 8 =GR A HI A HE22061
(1.0%) KUO7Z 2 RE216 (1.0%) Tho722, [656 Sk



F EIBEALE S A SR D R

#F71) 7877 100mg 77w AV R

n=2202 n=2199 osostrenn| P

432/1000 N F 61.2/1000 N 4F

i | QISP IS L | (GI0R i L
T rrov o | 7R =y ofee 0.70
L S ~ <0.0001
N %, ESRDP) ~oif | 5], ESRDD ~oik| [0.59, 0.82]
79, EIEOM, | 10161, BIELH.

LN AE9261) LA IEL1661)

a) A7V —=rZ7HDeGFR (mL/min/1.73m?2) (30LL 455K, 45

LLE6OAG . 6081 E90A) % R BIA T & L 72kl Cox Hufl /N4 —

e

ETWMAS X D HEE, WA Rk HEE0.022

b) eGFR<15mL/min/1.73m2, VBT #E: LIRS fil

eGFR : #EHAERAUE A S, ESRD @ REIBFA 4,

UACR : JRHET IV T

I/ oVvTF=U

30
gg 1 /" — Kk 0.70. 95%1EFEXE 0.59~0.82. pfE <0.0001
A 241
A 224
s 204
r 181 5
16 i
% 14 4
$ 12 4
10 4
o, 8-
\/g 6 -
44 —— 7 TtR
g' c--e- HFFYTETI100mg
Subjects at risk © 26 52 78 104 130 156 182(:8)
77K 2199 2178 2132 2047 1725 1129 621 170
HFI) 70T 2202 2181 2145 2081 1786 1211 646 196

ETFHE H o %) 11383 O Kaplan-Meier 7’10 vk
1715 ERNFEIHERER CRERRFREZAHTIEMHBRRFEEZ N

RELAET I RAMBR-EEREEHER)

eGFR#%*30~90mL/min/1.73m? UACR#*300~5000mg/gCr.

M OACEMESRIZARBE A LT\ 5, 2BUFE IR G CHE
PRIGVEHE S 3H] (BAMERHER]) oBE (30861) % K5I,
AF 7YY T TR E1H1EI04EB %5 L 720
RIIREOLBY THotze B IR IR
LB E N B IR SN, T2 AHIFG-F12eGFR
A330mL/min/1.73m2A i AR T L 72354 b ARFHS % ik
e L7z,

BRI IAFIRELSAB 355 (22.7%) YT T 1 REE154%4]
3B (20.1%) 1CRED Bz, F 7 BIVE AR IS 23 A5
FE1360 (84%) M U7 T REEI0H (65%). MFF7 N pk
IRAHIARFNEELIB] (8.4%) KUTT T L REETH (45%). #E
FRISARKIEEAB] (2.6%) J 75 & REOBI, Mg b 1
BINASARFNEESE (1.9%) RO 7T REE26 (1.3%) T
Ho7219, [56 ZHE]

FEINE AR O R

. #F7Y7EY 2 10mg | T TR
AT
R n=154 n=154
eGFR30%IE T REH E (%) @ 182 295
M ZE [95% 5 X H ] b 11.3 [12, 215]

a) M

ultiple imputationi 12 & ) Rl ZHfise L7720, #H L 72wk aE

BIFIR L T,
b) Farrington-Manningi:
17.2 RERTERAEE

17.21

SUEERFE R (1 AU RHEDHAES: 75
T AMB_EERLEBHBRR R ARG 5HER)
AHEBI R OCEBEZIINZTA A 3K GREH,
PRSI R RNE RO WSR2 - N2 CRER)
RS AR AL 0 5 B1F 2 G, 1H 5= E8HAL L 160
HALLDLT) TIifEa > b a— VR4 7% eGFR 45mL/
min/1.73m2PL E O 2B E IR B E (14661) = k%2, 7
7)) 7Y e LTI00mg it 7 J v R%]1H1R16H M
G L7z fERIFKEDEBY THo T2,

B pE O BIE RIS B S 41 75 & R %58 T15.5% (1161
/T . B F 27y 70 »100meglECT18.7% (1441/75%1)
/G%OK’_ZO)‘ 21)0

*

A 2R YRGBT T AR R e ILEGRE (16:88)
DFER

PAA SN
n=70

Be G5
DAL=

A7) 7 8P 100mg
n=76
BeG-mia 5
DEAL =

TITeRED
A D7

FG-H e - 110=011%

(%)

HbAlc

[-1.33,-0.87]

885+0.84 | 013+0.08 | 889%0.81 | -0.97=0.08

P00 I £ BRI SR D OEMER T T 2R E D%

Ll Dz - B RE ATl + ke

#p<0.001. [ 1 (ZMH195%

X HbAlc : NGSP1iE

B #kmEx G RBICBWT, #F27) 70T LT
100mg % e K52 Rk Fed 5 L 720 ML s ERE o
HF7) 7aY R (7661) D52 BT A ARFI G-Fil
75 OHbAle (NGSPMi) 2t (CFIf £ i F2) 1%,
088 +086%TdH - 720

B IUAE O B VE S E4 1%, 29.3% (2261/7561) THh -
722, [11.11 BR’]

17.2.2 BUERSFTARERR AR (GLP-1 SEMBEEIE L OGHAES

R 5 HER)
SRR OB BN 2 CGLP- 12 AR EEh3E
VFF) CTIifET » PO — VA T4 7% eGFR 45mL/
min/1.73m?P_EO2RERFF LS (T16]) Zu5ic, 2+ 7
J)7uayye LC100mg#x 1 H1m52: /%5 L 7zo 528k
2B B ARG A 5 OHbAle (NGSPfE) »Z&{bE (°F
W+ EEEEE) 1, -070£082%TdH - 72,
AR B 0 BIVE I SE BB 5139.9% (761/7161) T - 7229,
(1111 8]

KRH DA E12100mg/H TH %,

(s

18. FERhZEIE

18.1

18.2

18.3

18.4

1ER¥F
F b ATV a— AMEER2 (SGLT2) 13 EBIE T hi R
MEICHRBLTOMALTBY ., REREAES N7 VT — A
DRES % M P EFRIN S A% EHE2H> TW B2, H
7V 7uY ik, SGLT2% #RWICHEL, BiKTo 7 v
I — AW EIHEIS 5 2 & Ty MPICERICELET S 2V
I — A K RIE L L CHEME LM TR & S5 5, F 720
F ) AFPIGHNC XD mALRMEND S I ) 7 A pkE
HHEINT 5 & RAMEREKIR 7 4 — F Ny 7 OBlifE T LR L
TRARERRE M T L. @A #IC X B RP 7V 7 3 R
BIMEH 2 &2 5N 55 20, 12T, R A bW
HAHIHIRe A W 2 7 A5HIE K O], R TOMKEEE A
MU AR & 2B o REIHIE, HEeEWA2ERNICL), &
TR 2 B ORREAE RS S EAMEE SN DY,
SGLT2FEE/EA
HFr)T7uY ik PSGLT2% EIRMICHET 2 (ICs
fifi © 4.2nmol/L) # (in vitro).
EVEERIEE/ER
2RUHEFR % € 77V T d 5 Zucker Diabetic Fatty (ZDF) v b
IZBWT, 57 70y VIEHBEOERSIC LD, B
W PR k7T Rt 7V a — ZAHE-E o8N % o8 L
7228 2RUBERRIRHE IS ) 7a Y vk L T100mg % HAl
RO L7z 8 &0 BHERERINHERD LA K OR: 7V
I — AHEEE OB AFRD &7z,
MEETIRIGE GREMEZ VO — X5 BE L RER 7L a— 2
PRl = 0 7) OB G § % [HER
ERE%EER
ZDFZ v MIBWT, A7) 709 VIFEAEREOES X
D MR TR AR L%,
FETIVIZBWT, #5270 78 Y V24BN TR 512
L0, HbALE TIEH AR L7z AR G- oI & TR
BRcid, MAERE A o BIH 520 5 iiz®),
2R RIR B\ 7)) 7a Y vk LT100mg# 1 H 1[R124:8
M AERRII PG L 72 & &0 HbALcORT M OV 14 55 MUbE g
EINHR ST,



185 RFT7IVT I EBIETIER
2RMEIRIRE TN CTT VT I Y IREFET Hdb/db< 7 AND 7
F 7)) 718 0003w/ w128 MRS ) Rb T
N7 3 YRl ORERER BN 2 H0H] L 7220,

19. BRI ICBE T 2 EB{EFRIA R
—fg% A+ 7)) 7a Y vk (Canagliflozin Hydrate)
%% : (15)-1.5-Anhydro-1-C-(3-{[5-(4-fluorophenyl)thiophen-2-
ylJmethyl-4-methylphenyl)-p-glucitol hemihydrate
SF 0 CaHzFOsS - 1/2H20
SFE 45352
s

B = 1017C
21. A& H
[R5 ) A 7 ERIETEH & HE 0 b BUICHE”T 52 &
22. A%
1008 [10%¢ (PTP) x10]. 5008 [10§E (PTP) x50].
140%¢ [14%¢ (PTP) x10], 5008% [/¥7]
23. FEXH

1) Neal B, et al. : N Engl J Med. 2017 : 377 (7) : 644-657

2) Perkovic V, et al. : N Engl ] Med. 2019 ; 380 (24) : 2295-2306

3) ML =ZE83E () « 2RI RIR RS &t R & L 7z RS et B
GEPEE (20144E7H4HAKZE. CTD276.12)

4) W =28 8088 (k) Mt N4 F TR 58 7 1 Rkl
(LR (20144E7 H4H 7GR, CTD2.76.2)

5) M =228 (FF)  BERAZHRE LZAFO
(LR (20144E7 H4H G2, CTD2.76.1)

6) HIL =383 (bR © BEK AT 2ME GENERD (2014
#£7HAH A, CTD2644.2)

7) HL =283 (Rk) © ~ AN T » 2B (s (20144E7
H4H AR, CTD276.11)

8) =25 (#k) - AN 25 (P (20144E7
H4H&ZE, CTD26455. 264.7.1)

9) HB=2E33 (KR 1 b I v AF—¥ — 1T MG (g
) (201447 H4H &7, CTD264.7.2)

10) HIH =288 (Fk) @ EHBERE S 101 2 S BheaEs (1
MR (2014467 H4H #&FE, CTD2.7.6.14)

11) HIN=ZE88E (F) © ITHR RS 12 3 1) 2 BB e abs (1
MRl (2014467 H4H #&FE, CTD2.7.6.15)

12) HIL =288 (bR) @ 5 TR ERE GFENERD (201448
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18) Yale JF, et al. : Diabetes obes metab. 2013 ; 15 (5) : 463-473

BHRR

19) A =ZE8% (BR) © 2BUFEIRIR 1S BT A M IRIm IR E S5 3

BEENG L LRS- RE LB ED (2022486 20 H %K

#. CTD25)

A= () - 4 > A VKRR —EEMRILE

AR (HENEED
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AR (HENEED
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