202548 /R (55 1HR)

BARERRORES
B RRNSCLTOIEEA] —2ENERRGARE- Sres
51850709V RS
wrmat INOYIOTII0D#5mg T4
INIOVUI0220D:=10mgI ¥IA)
DAPAGLIFLOZIN 0D Tablets [SAWAI] i e

) ER - EMFOMTEICLYVEHTLZ L

2. ER(ROEEICIFRSLIEVNT L)

2.1 KE DA U sEuE O B O & 5 B &

2.2 EIES b — 3 AL AESRIE IR OV BRI o0 R [
A YA KB ERL DRSO EIEDSWIEE %D DT
ARHN DO 51308 & 720 ]

2.3 WIEIEYE. FTHitE. EERIMEOD L EHIA 2 A1) ¥
FESFIZ X B MR EED L F N A O TRANOE G138 S 22, ]

3. fHRY - MR
3.1 ¥/
T 5 371) 71 »0OD§Ebmg | #737°1) 71 Y OD#E10mg
" (474 ] 474 ]
RIS LAV VA=
(18] 5mg ‘ 10mg

JUARE N fffva—A, ZZbgk, A7 70—
WhEL | A, AF 7Y UEMg, B Faxy oo —2A, D-
U=y AZTATRT VI VEEMg, -X Y F— )b
3.2 REIDMR

v &)X ) 70y »0OD%Ebmg | #7371 710 »0OD$E10mg
AR
LA A
#l B
(<R R
4% (mm) 7.1 8.6
J£ & (mm) 3.1 4.3
Hi# (mg) #5120 #3240
RIEFEIR | #37) 70y OD5 W4 | #737)7uay > OD 10 474

4. FHRENIFINR
CBINERRYS

5. FEENFFNRICEHET DFR

5.1 AHNI2BEIRIG & BT SN2 BFIH L TORER L, 15
HEPRIRD N3G LT &

5.2 HEDOBFAERE D H B EF LILEN ORI TR EH
TRAFOMRPPHFETE vz, &5 LT £.[8.2,
9.2. 1]

5.3 MR OBERREEDH 2 EHF TRIAF OIS T5512455
N2 WITEEMED D B O THRG- O LT 2 HE IR 5 2 &
(8.2, 9.2.2, 16.6.1, 17.1.1Z]

5.4 AFNO#EHIEH 5% COFERIFHERDIERTH 5 FHH,
FEEPE L 7 001247 » 72 B CRIR DA A e 5 IR ) RS
5T L,

6. FHiENUHAE
W A7) 7a Y v b L Chmg® L H AR 135
T5, B, RATHREEIE., Bl HoIcBigg L)
510mgl H1NZ =32 2 & TE %,

8. ERUEXNIEE

8.1 RHNIOMHIZd 7z > Tld. B3 UIRIUHEEIR % 082 o X}
MITFEIZOWTHo#HET 52 £.09.1.3, 11.1.121]

8.2 AFFG Iz, M7 L7 F = ®FLiZeGFROEF A%
HAoNDIENHLOT, B EMMIIHRET 2L, &
FfEREE O H 2 BE TIIREMEE T IcBE L, #kHYIZeGFR
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& 58 & 5 30700AMX00149000 | 30700AMX00150000
AR 7% B 18 - -
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BEThH I E[11.1.428]
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N RIEE GUREEERT L2 L BESRDONLYA
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8.6.2 AHl % & HrSGLT2MESE OG- 1l . II4E v 2=t 2
STMEENDLLYVELIRP IV a—AHEME O VT Y R—Y
ADHEE L 7B ST WA 720, REIE U CREEY
WEST 2% EBEE 512479 2 Lo [11.1.451R]

8.7 HERWEE, MR, ZIRD HVIIRHDRERE RS 5 EZIE
WTIE, FNOOEBREELT 5 & L L ICF ToERE EIE
THIE,

8.8 ARHIFLG 2 L AREF ARG SN TV D720, BEDOKRE
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KK OFBERICL D BEKERITBENTH 5,[8.3.
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9.1.2 JREGIEG:, HRRIEIDH 5 BH
SERZEAL S L BENDDH 5.[8.5. 11.1.2%K]
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T IEAERE R S LIRS R 2R A 5 EE
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- AHLR 7 S EEHL
- AR E O UTEIRE O B E
L WEREE AT O B
CEBEEO T OV O — VB

9.2 BikEEESEE

9.2.1 EEDBEKERZEEERTENPORPETEEE
BHLwZ o RROMESIHFTE v,
eGFR2%30mL/min/1.73m?* £ & 5 WK HE A4 (ESRD) O &
FII BT BRI ER L TV, [5.2, 8.2, 16.6.15 1]

9.2.2 MEEDEKEREESEE
¥ 5 DB B EICHIM B 2 ko K OFEE R 3 B
BEIZARAE S 5 7200, #k#HEAYI2eGFR2%45mL/min/1. 73m*A: i 12
KT L-BETIE, RBEORESTF IG5 N WD S
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LhEm L7,

TE2) 2T B R B E 2 wh % & L 72 B R 3 BR(D1692C000055% B
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12. [RARRERRICRIETRE
RAENOIERBRFIC L D o RERAH I ZRIER %, MiE]l,5-AG
(1,5-7veFaziy b= V)% RT. MR OS], 5
AGOMAERIL, T Y PO —VOBELII L L2 VOT
HETAZ L,

14. BRALDEE

14.1 ERIZMIFOER

14.1.1 PTPAOEHIZPTPY — s 258 H L TR T 5 &
IRESH T L, PTPY — MORREKIZL D . WO SAEEH
HREEAH A L, I3zl B2 L TR 5o EE 72 &0
ExX T B DD b,

14.1.2 AFNETHO EIZOR THERZIZE S5 & s 5720,
K7z LCTIRHWEE TS 5o F72. KTIRHT A ELTE S,

14.1.3 A#N3E-F TORETIE, KE LTIRHEER W &,

15. ZDMDEE
15.1 ERARERICE S &R
2RUE PRI R\ BT B BN O B R R ER O B A R I B
T & TOEMIEE OB EE I EAKIEE L o RETHEHETH -
7es TRl K OV FUE CTUERAIE TS WIS Sz, L
P LA 5. #5562 o BEE X IR OZ W £ THET
THhozZ b, WINOMEEIZB VT HARH & O KRERER
ITHES. ST W22\,
15.2 FEERAREIERICE D < 15#R
FEREVED B VIFERFEVEIZFRD ST,
16. EYEhEE
16.1 MsriEE
16.1.1 BiEHE5": ?
R N BEGHIL 47787 1) 78 Y 22 51 % UM Omg % ZEH I |2 B [a] 6%
TG L2k &, #8270 709 2 O PR 133 54 LI .1
EAMICE L. IS8~ 120 T B o 72,
F1 BARORSEO S /S7) 707 Y OEWBHE ST A =¥

hE Cinax® b AUCinf® e
(mg) (ng/mL) tmax () (ng-h/mL) tiz(h)
2.5 29(14) 1.00(1.00, 2.00) 103(30) 8.1(4.78)
10 124(34) 1.25(1.00, 1.50) 489(19) 12.1(7.79)

a AT CEBIRE) . b il (/ME, Sk ME) . ¢ SEAFTSME (kRS

16.1.2 R1EH%RS
QRUHE PRI B F OGN /87 ) 70 Y 82,50 K O 10mg#& 1 H 1M 14 H
IR Lz & &, #5140 B2 B 255 O Craxd 348 T
191ng/mL. AUCZ157% 0727ng - h/mLTd 1) . BRAREIE1. 28 % O
1.21TH o712V,

16.1.3 BEDE
TR R N206112 728277 0) 70 T v §E10mg % ZeE R i S ie i o o
U —AEIE () IS G Lz & & IR 5T B BRSO 8
I871) 70T Y DCmac i FAUCKD AT P35 e (90%ETX ) 1. 41
Z110.550(0.499, 0.606) /2 1°0.973(0.943, 1.004) TdH - 720 HEERIEG
DtmaxDFRAFIL, 22T & ] 25B EHRAE L 72 (DR T — %)%

16.1.4 £YFHEIE MR

(FI\FUTOY0DiEI0me T 1)
Fox7 ) 70y YODEELOmel 7 A [k 7% L IEKRTIRM) & 7+
¥ — #EE1I0mg UK THRA) % R A B2 nlE (587 7
vy e L Cl0mg) IR IR OG- (7 8 A+ — N —) L., I
he 7)) 7ay vigEaflE Lz, BoN-EYEE T X -5
(AUC. Cmax) {22\ TI0%1E #E X ] 5\ CHRERTRRAT % 17 o 728
log (0.80) ~log (1.25) D#IFANTH 1) . WA LW 0 [F SEPEATHERR
nzrv,

F2 BEHNGEH G OEMBIE ST X -5

Cmax Tmax Tz AUCo-36hr
(ng/mL) (hr) (hr) (ng-hr/mL)

Z757) 7Y 20D g gay3 1 |1.1+0.5(8.7+1.8| 540.5+115.6

% |sE10me 47 1 |
L
=3

") 7 4 ¥ — J§E10mg 190.8+44.5 |1.2*+1.1|8.7+1.8| 531.0+105.7

Fox71) 71T 0D

$10mel 7 1 | 202.1%£53.3 |0.8+0.5|9.5+2.0| 524.4%118.9
"

(n=30)| 7 # ¥ — #§¢10mg 196.0+58.8 [0.9%£0.5[9.9%£2.8| 510.9+110.7

%7 o+ ¥ — FEE10mglE K THRA (Mean+S.D.)

W 250 F (7% U CRRAB O MoERE fR)
*{E —e— &X71) 70 2 ODSEI0ng 7 1 |
5; 200 --o-= 7 o =781 0mg K THR]
A i Mean+S. D. (n=31)
7150
7
D ®
> 100
7%
b
50
(ng/mL)
L1l 1 — b
0 1 2 3 4 6 8 12 24 36
5% O (hr)
“ 250 (K CHRAAEFDIMSEERR)
i | —e— &)%) 70 2 ODSEIOng T o |
sy 20010 --0-- 7o = 10mg
75 ; Mean=S. D. (n=30)
7 150 ff 3
7 o
=} Foy
o 100M &
;‘é i H
50
(ng/mL)
[NNN N N 1 RO
0 1 2 3 4 6 8 12 24 36

5% ORI (hr)

MAEFRIEEE 7 5 NCZAUC, CmaxS50 /87 A — 71, WERE ORI, 1K
ORI - WS ORBREMIC L > TR W HEEL S %,

16.2 MRUY
TR NB T 7287 ) 70 v 581 0mg % 228 e LRS- Ly
Z DI [MCI #7877 ) 70 > 80ugk 140 A T TEIRHE S L
TRl . NATTNRATE) FAI3T8%TH - 7= (JHEAF— )7,

16.3 £
In vitro\ZB T 5 537 ) 70 Y v (0.5 U05ug/mL) O M4 & i A
CPRENTE) 135991% TH - 729, MRS . B % B8 O
BEREREEEFZ 124/ ) 700 VH50mg™” & 4% 5. EBEREERE [ O
BERERE EH 12487 ) 70 Y VEEl0mgx k5 L & &, EEBRKS
B CPEREAT ) (B RS C13#992%, BRI H B . Bk E
B O e EE TIER91%~95% T d - 72 JrEI A7 — 4 )09,

16.4 {38
TN 7a Yy OENRBEWIZ-0-7 Vv a v BEERTH ). BT
i B O CUGTIAC & 0 R 2 520 290 A1 HE e A5 1
WMCI #7877y 70 Y »50me™ & BRI G Lz e &, mEEdIc
1X3-0-7 v 7 v v A& 0k (i RO RE 0 #942%) . K2R (R
39%) . 2-0-7 v 7 1 ¥ ERYEE 1K (F15%) B O & 2OV K ERAL AR (£94%)
DB E A, RFIIETNC3-0-7 0V 7 1 v AR (P 5 0 #961%)
HFED BT (FHEN 7 — 4 )10 10,
In vitro\Z BT, ¥/57 1) 70 Y I1ZCYPIA2, CYP2A6. CYP2B6.
CYP2C8, CYP2C9. CYP2C19. CYP2D6J% (FCYP3A4% [H 4 &
CYP1A2. CYP2B6J USCYP3A4/5% FHE L eholze 37 70y
YIZUGTIALIC A L T B EME % 7% L 72 (IC50>50uM) 2. [10. 2
]

16.5 HEttt
HHE R A B EZ50mgd [MCI 7)) 7y v RS L &,
BT REDTE% AR IS, 21% A3 F b ICHEME S vz, FErp 2 5 13 5
FOMI5%AREALE & Ul S Nz (FREN T — 2 )10 B fl g,
NFBEEGEINC #2327 ) 70T 22 5% K U 10mg % 225 K5 |2 B [l 8 3% -
L7z& &, REMKE L THGEDL 0% 1. 1%05 512005 (i 4
TIZIRAHRIE S 7zl 2B R B EIBIC 787 ) T a Y v g2 5
KO 10mgz 1 H1E 14 H MRS G- L7z & &, KRBk E LTS ED
1.7% M O°L. 9% A4 5- 2405 # £ F TR P HEM S huzy,
In vitrolZBW T, X7 ) 7ad JIZEKRT = b T U AR—-F —
(OAT3) R U BT =4 > M F ¥ AK—% —FK1) X7 F F(OATPIBI
K O'OATPIB3) 128} L CH WL EME A % 7R L 72 (ICsfli 1X & L2
33uM. 69uM. 8uM)o ¥/87 ) 71U Y Y IFP-HEEH DT WIEE L 2 b
M. PHERAX HEL o721,

16.6 HEDEREZERTIDEE

16.6.1 ESHEREIEE
TEHER K OS2BIBE IR R\ 47877 ) 7 1 Y U $E50me™ & B L
7o b &L BARREDSIE R e BioE (R HE R (861) K ONCLer >80mL/min
TdH B2 BE IR EE (1200)) 1Ok 5, R B RERE & % (50<CLcr
=80mL/minC & 2 2RU4E JR 95 B # (81) ) . Hp &5 P B Bk B B 5 B 3 (30
=CLcr=50mL/min"C & % 27U Hk bR 5 B (8M1) ) B OV EE B B H e I 5 iR
# (CLer <30mL/min T V) BT & 52 1 T 72 W 2T 5 83 (461) )
D Cinas & WAUCn D FAT -39 D 1 (90%15 B X ) 13, 221,142
(1.052, 1.239) J& ©°1.278(1.189, 1.374). 1.256(1.091, 1.445) & O°



1.523(1.346, 1.724) A OF 121.355(1.123, 1.633) Jz U81.753(1.486,
2.068) TH o7z (FHEIANT— )7 10,
2%&%&%% /\7 yzay /f,zzomg'i #1H1M7H M EES L
7ok &, EEIRE T%>24H¢Fﬂ@Riffﬂ?3F(Lg; I, BHRESILEETH
52@*@’?&4%‘%‘%‘? 385g/ H . R DB FE BE R E & F5 D 2R BN
i52g/E| T RE O BB RE Iéé%%hozﬁ‘l*ﬁﬁ&r%%f 1318g/H . E
B R REm 2 FE O 2B R B E Tl 1lg/H TH o 72 (FHEA T —
>1‘*>o[5.3 9.2.2% ]
16.6.2 AFHgERES
f&f‘ﬁﬁi}\&mﬂ%&a EREEF IS8 ) 70 Y L EE10mgk WA S L 7=
o R (661) 125§ 5 48 ) (Child-Pugh4> 3 TA (651)) . mik
r'?(cmld Pugh%3$ B (661) ) J 0" J¥ (Child-Pugh#3- 4 TC (6f1) ) D i
R EZIC BT 5 537 1) 70T ¥ OCuat NAUCKD AT -39 D
H(90%EHE X ) 12, Z 1 2410.882(0.598, 1.301) J% U1.033(0.765,
1.396). 1.122(0.761, 1.654) K% ©F1.359(1.007, 1.836) i U8 121.395
(0.946, 2.056) }U°1.669(1.236, 2.255)Td - 7= (FLEIANTF— )8 19,
16.7 EYHEEER
16.7.1 FEREAEE
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16.7.2 FIRREE
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16.7.3 ZDfthDZEH
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16.8 ZDith
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(1) EIERFREER™ 2
EINOERKREBICB W T, #2877 7102 ¥ §ibmg X id10mgx 1H1
[E455- L 7210126071721 (17.0%) (2 BIVEH AS38 S 7. £ EIEH
1. HR3661(3.6%) . [1181861(1.8%) . PE2R S ge1761(1.7%) . IR
JEGLTHI (1.7%) T - 720 () [ AR
- AERINGER (BEE. D1692C000055858)%) 2
F 87y 7 a3y vl 2.5, 5% 10mgd 1238 B #5112 & b
HbAlcld 7' I B RIZIRTHBEIET L7z (KA 0K S Lz i
1H1E5313210mg) o HbAlcd 7' F + K (544]) & 07 (P34l + 1 i
32713, 5mghf (58f1) T-0.74+0.10%. 10mghf (52f1) T-0.80 =
0.10% CTd o 7z RIMHEDFHEFLEHEGIZ, 77 L KRETL.I%
(161/5440) . 5Smght T0% (0%1/58%1) . 10mght T1.9% (151/52%1) T
H Y. EEOMRIFEIZED SN h o7,
TS ERMNBZE SRS R(E & A, D1692C000065H
Eﬁ)zs)‘ 29)-31)
FIR7) 70 285K U10mg D 24 B 512 & ) HbAlcZE (b Rk
RiEUToeBYTHY, 77 Jcﬂf‘c:kt«“’cﬁ BT Lz F720
RED T TR OZECEE £ R X, 5 10mglt T2 h
Zi-1.29+0.35kg M 18-1.38+0.35kg T d - 720 LIULIED A EHR
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N T N A T 2
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‘ L SE) | P e N
CEETT 7.50 ~0.06 B 58 B
(n=87) (0.63) (0.06) 217

i’;%ﬁ:“ 7.50 -0.41 -0.35% 8.6 “14.47
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’\";7%‘7/( v DA TIEREDHE
TEMED) | rmmosos amxn | OF)
eGFR 602 F90mL/min/1 . 73m25 i

75 K (n=57) 7.59(0.63) | -0.01[-0.15, 0.14] -
7)) 70y vbmg(n=61) | 7.52(0.79) |-0.37[-0.51, -0.23]| -0.37(0.10)
& 371) 703 Y§E10mg(n=61) | 7.43(0.58) |-0.50[-0.64, -0.36]| -0.49(0.10)
eGFR 458 _F60mL/min/1.73m?4i
75 K (n=24) 7.34(0.62) |-0.10[-0.32, 0.13] -
y37) 703 Uibmg(n=23) | 7.44(0.53) |-0.46[-0.69, -0.23]| -0.37(0.16)
737 ) 703 4E10mg(n=24) | 7.55(0.70) |-0.31[-0.53, -0.08]| -0.21(0.16)
SD : fRiff7, SE : fEiERE
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(SD) DZALSD)
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Y87 ) 78 Y G AR LR (n=249)
Ak =)vy L7 #IGE B (n=122) ( (0.70)
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a-7)va Yy —BHEHBEHE (h=61) 7.59(0.73) -0.81(0.67)
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( (0.76)
( (0.65)
( (0.80)

F 7)Y RIERBE R (n=64) 7.94(0.92) -0.86(0.76
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B AEG G248 %0 78 7) 71 P v §ES K O 10mgh O i
BEHEAFYELRED T T R e 0 CEYME £ il iim) (X, 2IEE
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