202548 /R (55 1HR)

o BAEEERSRES
B o it EIRMSGLT2REER -2BUERRR AEA- 873969
FNNTUTOI VEE
o FINIYIONYV=5mg P IA
FNITUI0YV=10mg ¥4

DAPAGLIFLOZIN Tablets [SAWAI]
) VR — AR DML £ Y BT 2 &

2. ZR(ROFJBEICIES LBV L)

2.1 RFN ORI LBBRE DAL EE D & 2 B

2.2 HAEST b — T AL HERRO M S HEE 0 B [
A YA VL BHER D RO RIEPLHE 2 HDT
ARFN DI 138 & v ]

2.3 WIEREGYE, TTETR, EEIMEOSH 2 EH A 2 A1) ¥
TEFHC & 2 M BIAYE £ 1% O THRF OG- 1358 & 7o

3. #ERL - MR
3.1 #8R%
0o Fx7 ) 70T v EEbmg 7)) 70T v EE10mg
(471 (74

BRI TRy 7aY

[15EH] 5mg ‘ 10mg
HNFoNTy yUARE Ry fEEEvo—A, BT
yo. Z0BMbE, Ay 50—, AFT Y UEMg, 7V
WKl |7, eraFyTsorbero—2x, KYEZ LTI — )
GBI AAL) . ~ 27 T T— L6000, D-% > = h—)b, %
AT IV VMg, =AY F—)L

3.2 BAIDMER

o ¥ ) 70 v EEbmg ¥87) 71 2 $E10mg
" 4741
LI 7
, e e HIFEAY
A’ TANLT—=T 14V TEE SN AT R
R R~
4% (mm) 7.1 8.6
JE & (mm) 3.2 4.4
i (mg) #9124 #5248
REFIR | 87y 7av 54904 | F7) 709y 1074
4. SHEEXIFZHR
2EUIEFRTR

5. MEEXIFHRICEHET DiFR

5.1 AHNI2BHEIRIF & BT SN2 BHI L COREH L, 11
PERIROEZ NI G L 2w ko

5.2 WEDHRREREDH 2 BHEIIEN PORYEREEE
TRAFNONRPIFRETE W2, FH LRI £.[8.2,
9.2.1ZM]

5.3 MEEOEREEE D H 5 BE TERF ORI RA 12455
N7 W EED D % O THRG- O LEE 2 HE I ZHW§ 5 2 Lo
(8.2, 9.2.2, 16.6.1, 17.1.1%&]

5.4 AF| WML S U OBERIFERDOIERTDH 5 HFH,
B2 T 0T o 72 ETRIRDPA T D G AR ) BE Y
5Tk,

6. RERURE
WL BANIZIE S N7 ) 7a Y v e L Chmg#x LH 1RO G-
T bho BB WRATG LG, F#E T ICBgE L 2
510mgl H1ENZH&ET 5 Z LT E 5,

8. EELEANER

8.1 RHNOMHIZH 72> Tid. BE I UARIHEE R & O DX
MITHEIZOWTHoET 52 £.09.1.3, 11.1.12H]

8.2 KLz, IiEZ L7 F =D EHLIZeGFROKT A8
AHND I EDVHLOT, BT ENNIIRET 2L, B

_1_

& 58 & 5 30700AMX00147000 | 30700AMX00148000
AR 55 FA I8 - -

PBEREE D H 2 BB CIIBME T4 1282 L. #kEYI1ZeGEFR
A¥5mL/min/1. 73m* K 12T L 723 & i3 d% 5 otk % Het
$52&E.05.2, 5.3, 9.2.1, 9.2.2, 17.1.1&&]

8.3 RHNDFRIEHIZL Y LR - HIRDBALNE Z WD b, F
7oy KRR T 5 2 LD 5 O TEE a4,
GRS EAT) L OHET AL, BB 2RI L
L3V EE (ERE. BREREOD 2 85, FIRFIEHES
E)ICBVTUL, BFARRHERFE T b7 Y F—2 A, BEEES
MUPERERERE . Il gE % & it - SERESOBICEET A 2
£.09.1.1, 9.2.2, 9.8, 10.2, 11.1.3, 11.1.4&HK]

8.4 ARALG- I, ML EMIMICRAET 2 & &b, Btk
FICEEE L, HIHGHROLERICOWTEREERIA) 2 &,
KENE3H A5 L COREPA T ala. L) #ETEEz
ONBHEEEETHI L,

8.5 IR M OMEgREge o e = L, BEB 4, Ve &
T DIEC RIS (7 0 = THE) . BRI SR 0 B 7 BEE 12
BLIEND D REEEG R OV IEI DA K O Z O RL
FACOWTHEEZIZHNT 22 L.09.1.2, 11.1.25/K]

8.6 ARANDIEMFE TH LR 7V T — APEIMEEETIZ LY .
M¥ET > PO — VBRI TH o THIRBABATEL, &
M= ADBobIL. T RT Y R AZELZEDND 5,

8.6.1 HF L WIMMED LA XL VG H L7205, LT HIC
BESTDHZE[11.1.451]

(L - W, SRR, I, B2 e, BRI, I
#E, B ESORIRATEED SN2 A 1, i USRP
N REE R G R R A 2 . RENRO S NIE
WG Ik L, BYARREET) 2 L.

@Iz, A VA YHWRROIRT ., A ¥ A YK OFEL T
1k BRI, A EIURE.. BEgUE. DK% D

5z,

@)EHIIHF L, LToSE2EEs5 k.

N7V F—= T ZAOERCGEG - TR, BRGEGE. 18R, 8
JER NG, R, PR RS, Rk L) o

T NT Y R ADIFEIRDFRD b NG E I IEE S ISR
MAstdsI L,

CIMAHEDTEE TR DT P T Y R=V AR H L) 52 &,

8.6.2 AH| % & TrSCGLT2M ESE DL i1l 4, IWHE A 2R A
LTPHEEND LY ELRFA VI — AR O T2 K=
AN L2 EBI DS S ST b 720, BEEIE U CREEE
WES 5% EHEE 012479 2 & [11.1.42 8]

8.7 HERWEE, MR, ZRH D VIIRHORERE T2 EEICH
WX, TN OREBEEBLT L & & IMAI TOREE ZE
TH5IE,

8.8 AL G L A EEBMA DL EN TV L7720, HEDOKRE
WAIEET A L,

8.9 RIMMEEIRZ R T2 DB L DT, EfEE. HEHE®
EIFICHEF L TR BHICHGTL L XEEETLI L.
[11.1.1=08]

9. B¥EDNEREEITIEEICAHATIER

9.1 BHIE - MEEEDHDEE

9.1.1 Bikzi LRdWwEH(MAED > O — Lo TRE
DEF. s . FIRAIGEHEES)



KK OFBERICL D BEKERITBENTH 5,[8.3.
10.2, 11.1.3%0#]

9.1.2 JREGIEG:, HRRIEIDH 5 BH
SERZEAL S L BENDDH 5.[8.5. 11.1.2%K]

9.1.3 R $TBENDDH L LT OBE ILIRAES. 1,
11.1.1501]
T IEAERE R S LIRS R 2R A 5 EE
% 7 NERNI
- FLERIR T
- 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
%o[5.3, 8.2, 8.3, 16.6.1%&]

9.3 FTEeEEEEHE
WEOEEREED S 2 BF 2R & L BRI L <
W7\

9.5 1FiF
FEAR ASHEAR L T\ 5 W REMED & 5 et I I A H] % Fr 5417,
A2 VRIS EINT 5 2 b HRPOKRGICHET 5 %4
PEZFES. STV v, BIER (T v MIZBWT, & b4k
IR AT ORI & 72 2 IR O MR L VA 421 H ~90 H g 75
W& 0 HAER R O B T R ORI OILIRAED &
N L OWENRH 5, T2, REOEWFEER(F v M) ThE~
OBATHHE ST b,

9.6 1Z3.I%
BALRWIEDPET L, Ty F T T AORBATHRE &
n<Twb,

9.7 INE
INBEER R R E L2 R O a2 B & L 22 R
FEh L TV v,

9.8 EiE
BAGEEIR (F1785) OREAIASEN 5 BT NAH 5.(8.3, 11.1.35MH]
10. HEEA

AKHENTEEL LT, UGTIANC X B 7 V7 o v igdas|z & v ea
ENb,[16.4%0H8]
10.2 HREFE(UHAICEET ST L)

FAI

WK - 1T

W - falaA T

B B N 2 85 5 % 3
#l
R R BRIV E >~

AR LM = > b o —
VICTER L, MAEE. &
D EF DKRIEZE 55712

A R 4 A%
5%,

FUIRIR AL £ >~ BB L ok5352 8,
7Ly %
FPREE WBNZ NG AR o i sm | R BR AR 258 5 &
W— TR R RRWBET LR EEET S| N,
A TIHA FRARE (2L

A

.:"]f:
[8.3.9.1.1, 11.1.3.
16.7.2Z1]

PEPN ) F Y AOFEHATRES S ) F 7 A OE B
IR F 7 NBBENDD Do RS D LI
ISV (DR
NREPIRT T 5
DD 2o
1. BlIfER

ROBEWER DS b D I ENHDHDOT, BiE%E 51217\,
BLE SR S N AT & k9 B 7 &) 7 WLiE & AT
3Tk,

1.1 EXFEIER

11.1.71 {KI#E SHEEAH)

RIEED D SN D Z L D3d 5 DT, RILEEER DD Sz
BAIE, BEESTEMT R 20 ERY R 0EYIT) 2
Lo 72720, e VAT T —PREH L OBHIEHT T Mo I
5452k ,08.1. 8.9, 9.1.3, 10.2, 17.1.1=H]

11.1.2 BEBR(0.1%%1) ™, SHEBRUREEDIRIE 4
FEXR (T IV=TIBE) EEEANI) Y BRIMAE (0. 1 9% Aiiiy)
B e SRR VR BER O BFEER R 2% (7 = T ) A3
&b, WiE(BIMEEY 3 v 7 288)ICEL 2 L0
%5[8.5. 9.1.25]

11.1.3 Bk CBEEEASHT) Y
138, 2R, 8RR, MERTEOERD D 5 bk g b
AT, RECHITEE O MY 2 LB Z 1T 2 Lo BiKIZE]
S EWHEL Gl - EBRESF BB LG ST
W5.[8.3. 9.1.1, 9.8, 10.2&:H]

1M1.1.4 5 "7 R=Y R BHEEARH)

MPEEAEE TR LD, Z T Y F=Y ABERBT T
V=Y RAEEL)NHODNDL I LD DH H[8.3, 8.6.1.
8.6.2, 17.1.1=H]

1.2 Z0fDEIER

S BRAAEIR - 358 H Wiy - fEbRET

PR IR I IR O FEBUNIER 3 2 | MU B T 7E F 25

A A v EH Tl RIS A VA MW HEIERT 5 B

ZV k=) LT B, ZANKRZVT LT | ENADH S,

FT ) D REH FI AL HRY R A > A) v

77 F A FREEH] S AR SE R O i i % M

a7 VAT —EHER|THI L,

HHELA A VR

)

DPP-4[H5E%|

GLP-1Z ARy &
[11.1.1Z8]
IR &N 1 ) 2 84509 2 38| OF FH B R I00E = > b o — | MU R VR A3
il VICHERE L, MAEE, Z5mShd,

BT DA EH OIRAEE 43712

) FOVERA B L o535 8,

T T I URALEERIRE

Fl &

5%k 1~5%K:ii 1% A B
EGRE |k A K g (| DR % 8 g OB bt
7YY S RESE) | 5)
iiikii3 ANY b7
) v NN
R & O KRBT | r b =Y A, &
FEmE WaR, ZHUE
ek fHRE, 1178 T B, &
Ly MR
i - BER WA A
B g 395
R i, R, REWN | B HERE, HF
DR PR e
TR UHE. IRER. ©
EA
IS Rz
R S O FEE |SMEREAN LK
TEBRER I, R
Z Dt & T
SEL AR A
L K

QTUREIR IR & oh G & L 72 IR 3Bk (D1692C0000534 8%, D1692C0000654

BT 0'D1692C000125t50) SF o &8I X W Bl L7z,

TEL 2T B R B 2 ok % & L 72 B R 3 BR(D1692C000055% B
D1692C000063t 5% &% U"D1692C0001 254 5k ) 25 0 o # 7: BIVE H 0 & 812
LhEm L7,

TE2) 2T B R B E 2 wh % & L 72 B R 3 BR(D1692C000055% B
D1692C000063 5% J TND1692C0001 2505k “E &8I & ) & L 72,

_2_



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

PTPA DO IEHIIPTPY — 5 L CTIRAT 4 £ 5 4R
WYL L, PTPY — ORI L D . BRCSE AT Al A
AHIA L, L2 B2 LTRSS EE 26 0HEE
BERT D2 DB D,

15. ZDMDEE
15.1 ERARERICE S &R
2RUE PRI R\ BT B BN O B R B O B A R I B
T & TOEMEE OB EE I EAKIEE L o RETHEBETH -
7eD5, B B OYFLIE CTLIEARBIBE CE W EAID D 517z, L
ML %S5, 55RO e i O FLE O I £ TSR
THholzZ b, WINOEEIZBWTHARH & O RERER
ITHES. ST W22\,
15.2 FEERAREIERICE D < 15#R
FEREVED B VIFERFEVEIIFRD ST,
16. EYEhEE
16.1 MsriEE
16.1.1 BiEHE5": ?
R N BEGHI L 4778 7 1) 78 Y 22 51 % UM Omg % 22 1 |2 B [a] 6%
TG L2k &, #8270 709 2 OB |33 54 L .1
EAMICE L. IS8~ 120 T B o 72,
F1 BERORSEO S /S7) 707 Y OEWBHE ST A =4

Eiacn Conax® AUCin*

(mg) (ng/mL) tmax (h)® (ng-h/mL) tiz2(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 BT PINE CEBHRED . b Ll (R/IME, Rk fE) . ¢ SOl P E (iR %)

16.1.2 R1EH%RS
QRUHE PRI B F OGN /87 ) 71 Y 82,50 K O 10mg& 1 H 1M 14 H
MIREROIRS Lz e &, %5140 BIZ B 2354 DComaxl 48 L Y
191ng/mL. AUCZ157% 0727ng - h/mLTd 1) . BRAREIE1. 28 % O
1.21TH o712V,

16.1.3 BEDE
TR R N206112 728 2770) 70 T v §E10mg % 22 R xS ie i o o
U —AEINE () IS G Lz & & IR 5 B BRSO 8
I871) 70T Y DCmac i FAUCKD AT P35 e (90%ETX ) 1. 41
Z10.550(0.499, 0.606) &% 1°0.973(0.943, 1.004) THh o7z, HfAIx5H-
DtmaxDFRAFIL, 22T & ] 25 EHRAE L 72 (DR T — %)%

16.1.4 £YFHEIE MR

FNNFUz7OYVEIMmeg[HT1 D)
FIX7) 70 HEIOmgl T A & 7 4 ¥ — FEE10mg % EHE A S
ICZFNENLSE(F /87 ) 703k LCl0mg) 22 fE R R 1455 (7
O A F—N—=1E) L, MRy /87 ) 709 VilELRlE L7z, H#5h
723 IRE /S5 A — & (AUC, Cmax) 122\ TI0%EHHIX 2 THEaT
EHT % 4T o 7245 H. 1og(0.80) ~log(1.25) DEEFHNTH V) . WiF D4
SRS EDHERE S 7z,

2  HHHN eI G RO FEE NN T X — 5
Cmax Tmax Tz AUCo-18nr
(ng/mL) (hr) (hr) (ng-hr/mL)

184.3+44.1 | 0.8%0.4 9.4%£2.6 |512.7+108.0

F87 ) 70T Y EE10mg
[471]
7 4 ¥ — H$E10mg

175.4+48.5| 0.8+0.4 8.9+2.9 |498.7+x111.8
(Mean*S. D., n=31)

o 207 e YRZU T O G IOngTH T A )
i : --0-- 7 = §El0ng
;1 200 | Mean=£S. D. (n=31)
B |
7150 A
>
=}
> 100
H
b,
B 50 rf
(ng/mL)
[ERNT I I S
01 2 3 4 6 8 12 24 36 48
%51 DR (hr)

AR 72 5 ONZAUC, Cmax&E0/35 2 — &, Bibeg ok, &
TEOFRI L - WS O RS X > TR D W R D 5o

16.2 ORUY
fERE NBETEINC 728277 ) 70 Y v EE10mgx ZERE R ISR %S L.
Z DR RIZ[MC1 #7877 ) 70 ¥ 80ughk 140 AT TR 5 L
TEELNAFTRATEY F 4 1378%TH - 72 (FHEAT— ),

16.3 91
In vitrol\Z BT 5 5 371) 710 (0.5 Ubug/mL) DI E RS A5
CEENTE) 137991% T - 729, fEHEERS . BHEREIE® B8 N O
BeAEmEEE 2587 70 Y 2 §50me™ # % G IR [ O
BEREREEH 12487 ) 70 Y U Eil0mgx k5 L & &, I EARS
(BT ) | RS Clai92%, BREREIE R B . B E
HH N O AERE 3 TH3991%~95% T d - 72 (FHEI A7 — 5 )09,

16.4 X34
o) 7a Yy OFARHIIE-0-r vy a v EBREERTH Y,
ik Jz OV i CUGTIAC & 0 ACH %2 21 29, AhE A HE A T M
WMMCI #7877 ) 70 Y v50me® % BRI G- L 2 & &, i
1X3-0-7 v 7 v v ida A0k (e B U fE 0 #942%) . RZE0A (R
39%). 2-0-7" v 7 0 v BRI E R (F95%) B SR & 2 OV K ERAL A (£94%)
DR E N, RAICIZEI3-0-7 v 7 1 L ERIEAE (355 D #61%)
BRSO b7z (FHEA T — £ )10 10,
In vitrolZB\WT, ¥/371) 710 Y IECYP1A2. CYP2A6. CYP2B6.
CYP2C8, CYP2C9. CYP2C19. CYP2D6J% (FCYP3A4% [H & & .
CYP1A2, CYP2B6J% USCYP3A4/5% 8 L 2o 72e #8277 1) 70y
YIZUGTIANC i L TV BEEH % 7% L 72 (ICs>50uM) 2. [10. &
18]

16.5 HEtt
AVE R A Z50mgd [MCl &8 7 ) yu Y v RS L L &,
U REDTE% AR A IS, 219% 253 P Il S 7z #5135
B ORI RZALE L UCHRES 2z (BRI 7 — 2 )10 B R
ANBHE6FI 870 70 Y 2. 59K N 10mg % 22 BE I 2 BRI #E 1% 5
L7zk &, RZUEE L THRGEDL.0%K% 1. 1% 51200 i # &
TIZ SRR S 7zl 2RI IR B EIBIC /87y T a Y V2 51
KO 10mg#x 1H1M14H B RAESHRS- L7z & &, K2k E LTG5 80
1.7%K O] 9% 4 5-24 15 1% F TSR Pk S ozl
In vitrolZBWT, FX7) 70 VIIAERT =4V N TV AR—Y —
(OAT3) K UEKT7 =4~ N T ¥ AK—% —FK1) X7F F(OATPIB1
T CFOATPIB3) 124 L CTHI WV BLEAME M 2 7R L 72 (ICsofiEl 12 2 2
33uM. 69uM. 8uM)o ¥ /87 ) 70 Y Y IFP-HEL O WIEE L 2 5
M P-HEREZ HE L o721,

16.6 HEDERERITEE

16.6.1 EEHEREIEE
TR N e OS8R FRIF B2 773 771) 71 Y 2 §E50mg™ % HAl S L
7ok &L EARREDNIE R e B (fE R A (81) K UFCLer >80mL/min
TdH 5 2UBE IR G (1200)) 1R 3 5, R g AERE & % (50<CLcr
=80mL/min"C & % 2RUHl JR 7 [ & (861 ) v & 18 B B e e 5 FE 4 (30
=CLcr=50mL/min"C & % 28U R 55 B (8M51) ) e ON T B e e s 5 A8
# (CLer <30mL/minC & 1) BT % 52 1) T\ 72\ 2BUHE fR B (451) )
D Cinas & WAUCH D FATF 39 D 0 (90% 5 FA X ) 1%, Z 241,142
(1.052, 1.239) K% UF1.278(1.189, 1.374). 1.256(1.091, 1.445) J& O°
1.523(1.346, 1.724) It 0° 121.355(1.123, 1.633) Jz U°1.753(1.486,
2.068) Th o7z JrEIANT— )7 W,
2RUBE R R\ /7)) 7 1Y v 5E20mg' & 1H 1E7H B R ES L
ol &, EEIREEICBIT 2248 0 RAEFEME R 1L, BARRES ER TH
% 2T R A T 85g/ H . BRFE 0 BAR E I E & B0 2T IR R R
TI352g/H .\ ML O B AERL E 2 Fr 0 2RI R B % T3 18g/H .,
JEE O BB A R & RO 2RI R B Tldllg/H T o 72 (PHEA 7 —
Z)W, 5.3, 9.2.2%H]

16.6.2 RHigEEE=E
TERER N S OSFRRRERE 512 778 7)) 7 1 Y v 4E10mg % Bl 5 L 72
L&, RN (661) 129 % B (Child-Pugh4 S CA (661)) . H &
Ji (Child-Pugh43#CTB(651) ) J% O°H J¥ (Child-Pugh 4 TC(6/1) ) D it
BB EH 2 BIT 5 587 702 Y OCrma & NAUCHD AT 15



T (90% 5 HE X 1) 12, 21 #110.882(0.598, 1.301) 2 1'1.033(0.765,
1.396). 1.122(0.761, 1.654) K ©°1.359(1.007, 1.836) if OF 121.395
(0.946, 2.056) J U81.669(1.236, 2.255) Tdr -7z BREIANT— %) 1),

16.7 ZEYMEEIER

16.7.1 #ERRAE
EF 7)) gy 000 0 g g 00 ) A8 RO X kR
IVOEDFEHICE D, ¥y Ta Yy LTINS QK DY E)
REIBRIICIE L 7 5 BB T o 2 (HEAT— %),
RN RE=2WLDftHIZE ), F37 ) 70T » OEYEHREILHE
BT Rro 7z,

16.7.2 FFREE
vroyzoaF7yy RY, 7X&~Fm&®ﬁmuib‘ﬁﬁﬁu7n
VAT I NS OHEF O ERE I IER A IR & 7 B BB R 2T
oz (BHEIANTF — %), [10.2508]

16.7.3 ZDithDZEAI

MW ILE B YR F -2
BEFHICE ), o3y 7a Yy T2 NS OFH OFEY B RE X R
W 2 BB 2 T e o 7z (BHEIANT— %)

@UIFYEY YD, AT F LED
BEFIC & 0, Foxr ) Tu Yy OBy BRI & 2 bR
TRz (WHEANT— %),

@)IIWTFUVD, IOdFIU?
BERICE D, #8770 Y Y IEING DK O BIREIHE L K
& hho7z(MEAT—%),

16.8 ZDith

FNNvuzoyrsesmglvo» )
Fox7 ) 7u Y sEEbmel A NEEHEEIc Ao X, y3r ) T
T UEE10mgl T A | & WIS L A S,

1) AFN O EE5~10me/ H TH 5,

17. BRIRRNEE
17.1 BAMRURZLMEICEEYT 555
17.1.1 2EUERRIREBE EWR E UIiER
(1) EPERARERER
EN DR REBRIZB VT, #8271 70 v §bmg X 1310mg#1H1
[A145%5- L 72101260 7017261 (17.0%) W BITE A 25380 & 7z 2 EIER
k. HEIR3661(3.6%) . [181861(1.8%) . P& 41761 (1.7%) . WRi%
Y1761 (1.7%) 5T - 720 (H) KGRI
- FASRINGEER (BIEE. D1692C000055858)2) @
Foxr ) 7a Y v EEL 2.5, 5K O10mgD 1238 [ #% 512 & 1.
HbAlcld 7' 7 B RIZHARTHBEIET L7z (RFIOKGE S L7z ik
1H1E5X1210mg) s HbAlcD 7' F 4 K (5461) & 07 (FIfH = ik
87213, SmefE (5861) T-0.74%+0.10%. 10mg#t (5261) T-0.80 =
0.10%TdH > 720 RIBEDH EFRRFEBEEGIE. 77 L RETL.I%
(151/54%1) . 5mgihf T0% (061/58%1) . 10mght T1.9% (161/52%1) T
B0, EEOMRIMAHIZED SR h o 720
TS ERMNBIE SR &SRB & A D1692C0000655
Eﬁ)zs)‘ 29)-31)
FIX7) 70 Y 285 UN0mg D 248 512 & ) HbAlcZE (b ok
BIEIUTOEBYTHY, TILRIZHENTHEIMKTF L2, 72,
RED T TR OFECEYME £ ZHEERAE) L, 5K 10mglE T2
Zi-1.29+0.35kg M 8-1.38+0.35kg T d - 720 KIULHE DA EFH R
FHEE L, 7T REET0%0F1/8761) . 5mefE T0% (0%51/86f1) |
10mgHET2.3% (261/8861) TH Y . EEEDIRIMBE LFED SN ho 72,

K1 77 LRI E R (248 ) O R

HbAlc(NGSPH) (%) ZERERF IR (mg/dL)
NI P I T
St sp | o0 | TIIGE | wroon | LIS
L™ (SE) - 1L (SE) -
75k 7.50 ~0.06 B 58 B
(n=87) (0.63) (0.06) (2.17)
5;,/\;%5,;713 7.50 -0.41 -0.35* 8.6 -14.4%
(o) ©.72) (0.06) (0.09) (2.19) (2.90)
f’/‘;{f};“ 7.46 -0.45 -0.39% -13.7 -19.5%
nss) 2| .61 (0.06) (0.09) (2.15) (2.89)

¥p<00001 SD : ffEfE, SE @ RiEatE
TED R AP (LR

ERBER OHbALCE L EDORFIILLTO LB Y TH - 72,
F2 EHERER Q4B D55

HbAlc (NGSP1it) (%)

R=2T A D
DAL
[ 195 % {11 ]

TIEREDE
(SE)

NR=AFA
P (SD)

eGFR 602 -90mL/min/1.73m*4i

77 K (n=57) 7.59(0.63) |-0.01[-0.15, 0.14] -

5871) 703 Y4iEbmg(n=61) | 7.52(0.79) |-0.37[-0.51, -0.23]| -0.37(0.10)

F757) 703 Y §E10mg(n=61) | 7.43(0.58) |-0.50[-0.64, -0.36]| -0.49(0.10)

eGFR 452 1:60mL/min/1 . 73m*4i

77 &K (n=24) 7.34(0.62) | -0.10[-0.32, 0.13] -

37 ) 703 Y §Ebmg(n=23) | 7.44(0.53) |-0.46(-0.69, -0.23]| -0.37(0.16)

87 703 »§El0mg(n=24) | 7.55(0.70) |-0.31[-0.53, -0.08]] -0.21(0.16)

SD : (R, SE @ BUERE
eGFR 90mL/min/1.73m
70 v EEsmg2fl, ¥87 D) 7 ¥ v §E10mg2hl)
TE2) A A L
FERREABRSHBR(BEARUMOERRAZEE OHAEE.
D1692C0001 2§ﬁ,5§) 27). 32). 33)
Z 87 70 Y v EEbmg (10mg DO HE & % & &) O MM OB ik
LJ:%HbAlc ALEORERIILUTOEBY THoro Tz, HAHE
BB BT BE2BE D R— 2 T A Ul S OZeEIE AL E (P
il = AR 7)1, -14.3%2] .4mg/dL. AEZEILE P MH + ik
fE7)1%, -2.58%2.29kgTdH o 720 KIMBEDAT EF FISHEN A 12
B B2 4% (661/24961) . A )Lk = )by L 7 KI6E 6. 6% (851
/12261) . DPP-4FH 2% B FH 3. 2% (261/6261) . a7 NV a v ¥ —¥
[SEL 2 1) 6 I #E0% (0B1/6161) . & 777 F A N SA3EHOF 1 52, 8% (2651
ST . F 7)) D SRIEFIBE L. 6% (161 /6461) . #EpRIA > A
V2GR E R PR 6 . 19 (351/4961) . GLP-152 %5 1 {8 25 ff: 1 B
6.0% (361/5081) Td - 720 FEDMIMMBEILFRD SN h o 72,

K3 IFEREMIRG- R (5258 ) DR

DWW T BIED A 7% b*f_b(7“‘74271‘€'5%\ L aava)
3ED LR,

HbAlc(NGSPE) (%)
N=ATA P | R=ATA DD

(SD) DZEALE(SD)
§o87) 70D L GEHR L (n=249) 7.53(0.76) -0.66(0.71)
2V =V LT FIGEH B (n=122) 8.02(0.84) -0.65(0.70)
DPP-4F1 ) B B (n=62) 7.80(0.91) -0.60(0.57)
a7y — B IHEHIGEH B (h=61) 7.59(0.73) -0.81(0.67)
C 77 4 FRIEAGE R (n=69) 7.63(0.85) -0.63(0.69)
FT VN D L REEF B (n=64) 7.94(0.92) -0.86(0.76)
FRNTIA 2 A0) 53 A B n=49) 7.49(0.73) -0.76(0.65)
GLP-1% 2R EBYSEDF I BF (n=50) 8.11(0.92) -0.49(0.80)

D R
F87 ) 70y G RAREETE O Bk B OHbALCZ LS D 13
UFoeB) ThHo7z,
F4  Hkhes (52:EE) OfE R

HbAlc(NGSPfH) (%)
N=AF A M7 5D EALR(SD)

eGFR 90mL/min/1.73m?2 I+

F57 ) 70T ST (0=13) | -0.86(0.78)
¢GFR 601 -90mL/min/1. 73m? 4

587 70D L GeiaEER (0=175) | -0.73(0.63)
eGFR 4520 E60mL/min/1. 73m? ki

587 70D L G ER (h=61) | -0.43(0.85)
D @ IR

(2)B51BRPREER

SHEADHEEBREESEEENRE LIS ERARNBIEER

SHER (HhEE. MB1020295£58) % ®©
ﬂl/\@ PP S R R B I S R (eGFRA™30LL L60mL/min/1. 73m*4:
W IZB U HHbAICZ LR DO RIIUT O L BY) Th- 7

5 77 AR I E LR (24k) DR

HbAlc(NGSP1#) (%)
N—=2A T4 UEHh s

N=RTA L g | 7T EREDRE
TEED) | rposo ]| P

ik

77 4K (n=82) 8.53(1.29) |-0.32[-0.66, 0.01] -

§87) 70 »4ibmg(n=83) | 8.30(1.04) [-0.41[-0.74, -0.07]| -0.08(0.14)

37 703 Y §E10mg(n=82) | 8.22(0.97) |-0.44[-0.77, -0.10]| -0.11(0.15)

eGFR 302k 1:45mL/min/1. 73m*4ii

77 K (n=33) 8.23(1.20) |-0.52[-1.08, 0.03] -

y87) 703 Y Ebmg(n=41) | 8.49(1.16) |-0.47(-1.01, 0.06] | 0.05(0.21)

y87) 703 Y §El0mg(n=45) | 8.12(1.00) |-0.450-0.96, 0.05] | 0.07(0.21)

eGFR 452 60mL/min/1.73m?*4i

7 7 K (n=40) 8.78(1.32) | -0.11[-0.57, 0.35] -

5871) 703 Y4Ebmg(n=35) | 8.13(0.93) | -0.47[-0.97, 0.02] | -0.37(0.23)

57“/\°7"J7D9‘V§ElOmg(n=32) 8.25(0.89) |-0.44[-0.94, 0.07] | -0.33(0.24)

o

R AE, SE ¢ ARk
(£3>rﬂﬁ AP R
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F 72, eGFR2%45L) 1-60mL/min/1. 73m> il > rfr &5 F& B 1 ik s 5
BT ARG RME24R GO ¥ 87 ) 70 Y V5K (10mghE O
BHEAEYEALRED T 5 bR L ORI £ i) 13, 2
M T2 N2 -24.8+12.4mg/dL % 1-24 .4 +12 7mg/dL. AE T
ZFNZEN-1.9£0.7Tkgh 1'-2.3%£0.7kgTdH - 72,
(5.3, 8.2, 11.1.1%:M]
17.2 SR AES
17.2.1 BHEERSTRERARAER
M 7S eRHR-—EGRESR(DPP-EERE L DHAESTA VR
U VEIKI & DAL, D1692C0001351KE58)%) %
eGFR7%5mL/min/1.73m? Pl L O2RIERmEEE 2 RE L, £ VAN
> BIFN0. 2840 /kg/ H LL_E A D158 47/ H LL_E) o Bl L IZDPP-4FH %
#EDUEHBREICMA, ¥/387) 70 v 5i5mehf 16 M #% 512 5
1 AHbALCZAL R OFERIZUT DO EBY THh - 720 KIMBEO G EHHR
FEBEA G IGAR O —EERER G Cix sy ) 7a D gt
19.5% (24451/123061) . 7T & R HIEE23. 3% (14451/6081) TH - 72
F6 A A YK E PR (168 E) ok 5

HbAlc (NGSP#) (%)
. = | N=RTA UME| N
N=AGA Y|, | 7T R E DR
wmsp) |70 02 IE (SE)
7' 7 L ARG (0=60) 8.49(0.93) | 0.05(0.0904) ~0.60% (0.1053)
7)) 70 v EEff R (n=122)| 8.26(0.79) | -0.55(0.0633) ) )

¥p<0.0001 SD : fE#efF#=, SE @ fEdEFR =
TE4) TR AT LR
16EM O ZFEEMRIINC Y87 ) 70y VEEHHBECE D AT 5, 36
B OIEFERICRIT L, #8270 70T 52520 M ki 5- (5
N7 70 Y Y EEIOmgN O E &) LZAERNIZ BT, HbAlce
(NGSPME) D ZE AL & (R kR ) 12, -0.74(0.746) % (1226]) TdH - 720
RIS O A EFRISHE A IZ528H 58 7)) 70 Y vt G5HC
35.0% (4361/12361) TH Y . EEOMKIMAEIFRD SN h 572,

18. ERHEEIE

18.1 {EFRER
F MU A - 73— ASEEAR(SGLT) 20%, B R IZHFRAYIZE
HLTBY., EMRME TV — A 2 HRIT 5 5%E %35 F5n
R R TH 5%, ¥37 ) 710 »id, SGLT2D M4 A2 1] 3 1 72
BIRMAER TH B0, y3r7)7uay vid, BB s7va—2A
OFWINZIFEI L, K7y a— 28z ek 2 2 Lok b, 228
B O EROMET > ba— v axET 5,

18.2 SGLT2(Cxd9 BBE=E/ERA
In vitroi{BET, #87) 7a Y vk, b FSCLT2% BRI HE L
(Kifiti © 0.55nM). % @I P IZSGLTL (K : 810nM) & o i Ty
140085 55 70 - 72, SGLTLIE. BIRME DI A, BWNICHFEL Tov
9 — AU 53 2 EELRRATH HY,

18.3 RepJ )L O—REEHBEE RN U IER TER
SEAZHE RIS E TV OZDF T v M2y /87) 70y v & BEE kS
L723BrC, R 7V o — Akt ok & e icimdEh oy o — AR
DT DD SN2W, £72, ZDFF v My /7y 7uy v %215HM
SRR L 23T, #5150 HoM AT colRm 7 a— 2k
M A EAAEICEM L, %580 B R OHS140 Bz Z i
TFTROE FToMmEER 7 )L o — AEEITHERENICET LY,
FAR N2TURE SRR & 0b R & L 72 S5 R GBI BV T 8y
)70 10mgx x5 Lz & 5 1ILO14H H OG- #%24% 1
TORMIRER 7V 3 — A 38N L. #5130 HOOGTTH M Il
HEEOAUCHadME T L7220,

19. EHRESICET BEE2HME

—f&% - ¥ /37 71 (Dapagliflozin)

{E%% : (19)-1,5-Anhydro-1-C-{4-chloro-3-[(4-ethoxyphenyl)methyl]
phenylj-D-glucitol

SF : CaH2Cl0s

DFE : 408.87

BiEx

07 CH;

M R ABEOBETHL, NN-VAFLTEIT IR, 25—
IFT 4 7 =V (99.5) 12T T L KIZIFE A EET RV,

20. HURV EDFER
HLEPTPY — P2 HIUY L2503, Bl - SR8 5 2 ko

22. G
(FIKFJUTOIEEdmeY I 1D
PTPHZIEAIAY ]+ 1008E (108E x 10) . 5008 (10 x 50)
N HEBFIAD T+ 5005E
FIFUTOIVEI0mMe[T D1 D
PTPEZEEFIA D T 1008E (105E x 10)
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