sk 2026 4F 3 HEgE] O 3. HEAH)
% 2024 4£ 12 ALET (45 2 W)

Bl SRR
AR - 34

HEIRNAY SGLT2 PHEH
— 2 BB PRIF UG P A —
et 7 7a Y KA

AAEEFRIEES
873969
ARES 30400AMX00027000
BR5ERA 2022 4 6

e’ -y V4 OD Jrsikdr 2 5mg

Lusefi o fitm2.5mg

E) EEEMEOL LI LY MHT A

223 (ROBEICEBELEVWI L)

210 BHEST b — U A MR IEEIE SIS RTEIED B [ K O
A YA PN K B HR D SIS O RIED LI & 7% B O THH
DFGATHEE 72\ ]

2.2 WEEHYHE, TR, EEZIMEOHLEE (120~
G X 2 MBEE B E F 5 O TAF O 51358 S 7]

2.3 KHN D0t L BoiE DB D & 5 B

3. fHRR - MR
3.1 %
W 5¢ 4 V-t 74 0D 74 VA 2.5mg
I B A A= Sl
HRIT | et 7 ) 709y b LT 2.5mg
v Fefxy ol tbiro—2A
AR TCEIFHEK T A
s v — 2
o m Al Do = b
b7 A=z
WLF s >~
3.2 WHIOMER
#l ® CIRE AR EE 7 1 L 2]
e - R
& N
AT
o W SR
Kox % £ (mm) 4730 (mm) JE & (pm)
20 14 70~90

4. RHEER (32 R
2 BUNER IS

5 MBER IR RICEET 5E

5.1 AFNE 2 BIAERSE & B SN BE I L TOREH L, 1 B4
IRIRO B I G2 LAanZ &,

5.2 KA DL D 57 U OFERIFEROIATH 2 LB, EH)
LA AT 72 ECRIRDPA T 5 B A IR EET L 2 L,

5.3 WIEDOBEEEE D D 5 BE UL EN ORI EH TIER
HOMEPWETE VD, 5 LawI &, [83. 921,
16.6.1 Z:id]

5.4 hEEOBREEEED D 5 BETIRIAK OB RS T I S S Nk
WITHENEDS D 2 O TG O LB 2 B EIHW T2 2 &, [8.3.
9.2.2, 16.6.1. 17.1.3 4]

**6. QERUVARE

EE. AL L0 LEo/NgiciEvetrZry)y 7oy e LT
25mg % 1 H 1 &R U ERICRORSG 35, 8. RN
T aEIIE, Bl AT BIE L 225 Smg 1 H 1 N2H =
TELEIENTE D,

8. EELEARNIE

8.1 RHDOMEHIZH 72 o Tlx. BEI LM E R & OV % O3
FEIZOWT 43T 52 &, [9.1.1, 11.1.1 2]

8.2 AP L, MBS & E A oM L. 3EH o %h 8 % fe
. 3 ARG L CHREIAN TG 2EEI1E, L0 @Y 2 iask
NOEFEREET L L,

8.3 AHIFr5 2LV, IMiE 7 L7 F = 571t eGFR DAL F 254
LNAHZENHDLDOT, BHEE EMIHREST S L L LI, B
HERE BB G ICH > TTEB 2 Tl T 52 &,
[5.3. 54. 9.2 &H]

8.4 JRIGIEGL N U ME g g # i & L, BHEE %, VAT K OV & a0
BRI (70 = THH) . BE S O TS 2 KYEICE S 2
EWB Do THRBIRET) T EREGEY S OSSO FAE |27
B SE L2 A I E AR LE 24T & &b, KRB LT
REREE R ERET D 2 Lo IR ORI G DAEIR T 0N Rt
HEICOWTEEICHHT 2 L, [9.1.2. 11.1.2. 11.1.3 ]

8.5 RAIOFIREFIZ L VLR - BIRDASNDLZEDH D, T2,
KRR T B 2 EDH DD T, WERKSMEEIT) & O HFE
L. B2 1512479 2 ko Bk, MERTEHEORENHD 5N
i, RERLHHEOMY) 2 LE LT 2 Lo FFIcRimsEd =
RILPTWEE (S CARABEHEES 12BwuwTid, Fk
RHERIFVE N7 Y N =V AL IR E S M R AR gE A &
e - ERESEOFEBICERT S 2 L, [9.1.3. 982, 10.2,
11.1.4 1]

8.6 AHIDOIVEHIEFE TH 2 IR 7 3 — AR EER I X 0 o i
I MO = VHRIFTH > CTOIRIERAHAILEL, 7 h— Y AR
Hobi, T ENT V=Y RIZELZENDH S,

*8.6.1 FLWVIKED LA ZED R WHEND L7260, DITFOEIHE

BEToHZk,

(1) s - Mank, ARGEGE. 185, M2 08, B, K
W, R ES ORI SO NEA X, P L3R b
EHSE R SO MR EET A L, B S NEAIZIE
BeGa L, BYRREZIT) 2 &,

(2) HHiz, A v A) YHWREDIRT. 4 ¥ A1) v BH O
1k B BERRIURIBR . AR R, BYiE, K% PR
HFWRT TV F=Y 22T 0T, BlEE 512479
&,

(B) BEIHL, UToHEIHET LI L,

S NT YRV AOREIR GBS - TR, SRR, IR, A
e, R, MR, SRR

S NT Y R =Y ADREIRDFED S N2 A I E B IR
BT HI L,

CIEEDSEE TR EL T T Y R—=V AREHL ) 52 &,

- ]



*8.6.2 K| % &ty SGLT2 FEHI 0P -1l 5, M4 N2 5 F
MENDLYECRP 7V a— 2P RO 732 F—32 Ah%%E
W LRI IS ST WA 2o, LEIDE U CREZNES %
nEBRE 5T 2 L,
[11.1.5 1]
8.7 AANLGZ X 2 RE W ARG SN T L7720, BEOKRERA
HEETHI L,

8.8 HERRMHEEE, MR, ZHRbHAHVIIREOEREZT 2 HBFI2BWT
k. ZOHBEEELTLEEDIMAI CORBEEEEBT L L,
8.9 RIMHHERZR I T2 LA H LD T, HinlEE, HEH @KL

R LTV A EFIHRGT 5L 23EET 52 &, [11.1.1 1]

O HENERZETHERBZICHT AR
9.1 &HHE - IEEEDH 2 8BE
911 RINFEFERITHEZThDHBUTOEEITIRE
- T AR REA A IR E R R A 0 B
AR RUIREE, HLECIREE, AHHIZ AFER, AFENEOR
JE I TEGYIREED B
S LWEAEE A 4T ) B
CBEEO TV O — )V R EIE 5 B
(8.1, 11.1.1 ]
9.1.2 RIBERE, MBRBLEOHIEE
JERZEAL XS BENDDH D, [84, 11.1.2, 11.1.3 ]
913 RAZEBILP®TVESE (IMEI> FO-ILIFEBEHTRRD
BE. g, ARSIGHHRES)
AHIOFRERIZ X WK ERZSTBENDH 5. (85, 10.2,
11.1.4 1]
9.2 BipERESERE
921 BEEDEBHEEREE (eGFR A 15mL/min/1.73m? B _E 29mL/
min/1.73m* A F) D& 3 BEXIENPOKRBBERLEE
B LAV &, RAORHENMETE W0, [53, 8.3,
16.6.1 1]
922 MEEDBHEERE (eGFR » 30mL/min/1.73m? 2l £
59mL/min/1.73m* LI F) D& 3 HE
P50 DB A EE W 5 2 o REIORESTFITE SN
VI EENED D Bo [5.4. 8.3, 16.6.1, 17.1.3 /]
9.3 FfHpElE=EE
9.3.1 EEDIFHEEEEE (Child-Pugh 948 Class C) M& 3 8%
EIEOIFHRERE D B B BFILRRER TR SN T 5,
*%95 117
TR SOTIER LTV B TTREVED & 2 PEIid A~ A ) v 3K 5 % 4f
MTaZ e L, AANIHRG LA & BFER (52 ) 128
WO, IEIREY 1 150mg/kg/H (i R EEEHESR & (10 10
5mg) *x5 L7726 oRER (AUC) O/ 47 15) DL Ea#0#%
U881, BEWORERTIGER L /28K ER, BILEIE
TS PR RS A ST v b, BIER (5 b)) T &
#%21 H~91 HOBEZIZL D) . YEBY CHERILREIME S T
Lo T, WEE (5 ) THRENOBITIRE SN TS,
9.6 ®ILIB
BILHOLHICEAFE G PRI L 2w 2 F L v, BiE
B (99 b)) CTHITHPNOBITFHRE SN TS,
*%97 R
AR IS, BB, FLIE. SV 10 B R /N B % 5wk 5 &
L7223 OV A 2 40 b L - B REBRIZ M L T\ v,
9.8 S

9.8.1 BFOINELBIS L 20 BEIRGT 52 L. —RIZHER

B TIRAEBERESET L TV b,

9.82 BiAKDFEHIEET 5T Lo mlE EHKEREI LT .
F 720 BKEER (He5E) ORMPENS BZNDDH 5. [85,
11.1.4 2]

10. HE1EHA
10.2 AR (BERICEET R L)

A WEAREIR - FEE | B - bR
R RS il ¢ B2 | IR TIER A
ANKZ Iy LT H] VBT, MAEHEZ | WiEShb,
VU7 A R DOHLEE OIREEE 55
FTN) TV B 2D o&k57T 5
DPP-4 fHE 3 Sk, ANK=ZLyL
-7V y—YRHEE TH. A A1)
HNELA >~ 20 VA MEESE | 31k GLP-1 % 28 1k
GLP-1 Z A AEBh3E BSEO P& MY 5
A ¥ A1) ] Z.
[11.1.1 7]
AR T 1R % 38503 2 387 MAEAEZ OB O | s TR 2
B - e BETOBIg L A0S | Mikshb,

) FOVERRIEFH]
MAO [ g5

T4 7T — FRIEHA
S

BHyaZ L,

MRERE R & 55 5 35

IS 2 Ot EE DK

BRI AS

7RV BETOBRLADS | REEsShb,
B R AV E wEyHZ L,
FUIRAR AL €~
I PR VEZIG CRIRSEDOH | FIRIEH A
)V — TFREE wENET AR EEE | Shb,
A THA FRFRIE THI L,
5
[85. 9.1.3. 11.1.4, 16.7 ZH4]
11. BIfEA
WORWERDH H b D 2 E05H5HDT, Blgxr T T, By
SRR NI AT G- 2 Ik 5 5 7 Y R LEEZ T T &,

11.1 EXLEMER
k11,11 RILE (1.2% )
(RIMAESEIR SRR SN 7HA 1, E 25 aR v BN 5 7%

EEYIRMERAT) 2o 2721,

a-7NVvavy—EYHEEL

DUFAFFIZIE T Pz &59 5 2 &0 [8.1. 89, 9.1.1, 10.2,

17.1.2 2]

FRIPI12 BEER (01%) . BUME GHEZEAH)
BRI d bbb, BUiE (BUMEEY 2 v 7 2856) I2F5
Db, [84, 9.1.2FH]
*¥11.1.3 SRR RO ORFEMHFIRX (7 ZTFE) (0.1%)

HLEE R O RBEE OBBEIER S (70 = THHH) Ao 5 b,
B (e 2 v 7 2 8 8) LELZEDH 5. [84,

9.1.2. 17.1.4 1]
11.1.4 K (0.1%)

[, Z0R. B, TR TEEOREIRD D S bk A EEDIL L

Praizid, IREERHIHEF D

WY R ILEEATH) 2 &

o WAKIZH| & HE

S SE & S T - SEMAESE & S8 L 2B 0S s ST w b,
[8.5. 9.1.3, 9.8, 10.2 =]
MASHF "RTIR—2 X HEARH)
FRTYR=VA (BERIFEET VTV F=v A%ED) HSD
NHZEDH5H, (86, 861, 8.6.2 %]

) Vvt 7 1 EORGRRE T TORMNBERE (MoOBERBAEZEH L2V
Yie) ROVNEHEMAERER (2 bRV I Y IEGEAB) OfERIZES T

%0

11.2 ZOOEIER

1~3% Ay 1% Aiif LN

I el 4% PSS ¥ Y A, R

e VTR
MR E AR MRS I
e R AP T, FEIED | IRA

F v, B
B OV kg gzt F
A& EE I
o i AL TR, W AR | B, TR,

b N AT JEHEBAS T
B2 1§ I OBz T . WL ) FERE. EE
i IRIE




12. [BFRRERBRICRIEY

AHNOVERBEF I L0 . RARHE P X RERE M. E 1,5-AG (1,5
Treruas iy =) KEZRT, R, IE 1,5-AG Ot
R, M PO— VOB E LI RV TEETLI L,

14 BRLOEE
14.1 ZHZMEOZE

1411 7TV IWELZOL D FH (74 va) 2I) L TIRH

HEHETHZ L,

1412 RHNTTHFO IO TR Z B S5 E BT 5720, K
HLCIRATEETH 5, 720 KTIRATH2ZELTE S,

15. ZOMDER

15.2 FERREREABR ICE D  15#R

MRS » Mz vk 7Y 7 0P 2 4, 20, 100mg/ke/ H % 104 FEH
BRI G L2 A EMERER I BT, HELZ 100mg/kg/H (i
KERHESEH = (1 H 17 5mg) %#%5 L7z5&0ER (AUC)
DR 184%) G L7-& &, RIBICEGMIBIE. R
KO RG> 2 NG S RSSO S AR B INASRED B 117,

16. Y BHRE
16.1 MeigEE
*%16.1.1 BEEE

B ARV F 7Y 70T > 2.5mg % 225 1 B RE T4
G L7z & & o RZEALR R OTEHEACHY) M2 OFREEHERS J OY
B ST A— Y I TOLBY) Thor2Y,

120 A
100 A
80 A

60

1 3% o EE (ng/mL)

40 A

20 A

—o— LA yoRdy

—— M2

FHELRERE

/\Q\img)

e e, SN
4 8 12 24 48 72

1~3% i 1% i S EEASH] pr5e | BEH Cx tma™ ! tize AUC™
AT O PP, (ng/mL) (h) (h) (ng-h/mL)
Al 1HH | 119+27.0 0.500 924+0.928 | 864=132
S 2.5mg (0.500, 1.50)
EH I ORI E | MR EZ (n=8) 0.500
*k| AFAROAE | BT ) i LT % THH | 1365420 | (500,300 | 920%0710 | 899148
il 1HE | 243+457 0-500 896=1.11 | 1690%271
— ik - ALy 18, B iRk, ZE0E 5mg o (0.500, 1.00) D -
*&| AR M2 b o4k | CRP 3. HIMmEREH | AEEA. 1 =8 7HE | 299+503 0.500 9.54+1.26 1880 + 318
IR B2 | M. N k) M| LT (0500, 1.00)
Iyuazus | i, ~NEZ O UL D25 P + R R
UL R | RN B, R KL Rl (RIME, B
R MERREYE | R A . TR P ¥ 2:1HHIXAUCr~, 7 H HIZ AUCo-24n
. RAPEREBE. R .
FRIMERBE. NAG B, *%16.1.3 £EMENREM
JRT VT > Bt BREASBMEIC, V7 1 OD 7 4 VA 25mg (k7 LIEAKT

M) 1ALE vt 7 1§ 2.5mg OKTIRM) 1§27 0 A4 — N
—FEICE D FNENEER RS Lo s o, m¥EhRE
ALARIEEHERS B OSSETIRE S5 XA — Z I ILLT D E B Y TH o720
Vt7 10D 7 14)VA 25mg i, K LXK TIRA L 7284
DVFIIZBWTL, )Vt 7 1 §E25mg & AWENICFEETH
BT EDHER ST,

(1) 7K7% L CHRH

120 -
100 1 -0-JLE 7 4 OD7 1 JLLs 2.5 mg (n=36)
—_ =)Lt 7 1 §& 2.5 mg (n=35)
-}
£ 80 1
2
#® 60
A
7
B 40 -[q
20 EHEZERE
0 6 12 18 24 30 36 42 48
BEHOBERE (h)
3 Cinax AUCo-48n tnax ti2
un 1%
A (ng/mL) | (ng-h/mL) (h) (h)
VET 4
OD 7 4 VA 1.50
2.5mg 100 £21.1 1020 =196 (0,500, 4.00) 10.0+0.981
(n=36)
Wt T 1§ 1.00
2.5mg 95.3+20.3 | 1000179 : 10.1+0.951
(n=35) (0.500, 4.00)
S + R R

¥ PULE (M, SRRE)
(2) AKTHH

0
258D h)
. Crmax [— 12 AUCo-
% =N <ﬁ|c"t A
BER| WENR | gmy) i) () | (ng-h/mL)
o 1.00
mg |77 | 1002223 | 500’y o) 12105 | 1000 163
(n=9 M2 398+0538| . 000 lisss111| 122+159
980538 (150, 12.0) [ 1347 =15
SEI M + R

X AL (M, JeKAiED)

*%16.1.2 RIEHRS
BN 2 BUBE R EE ISV 4 7)) 78 Y 25mg Xid 5mg % 1
H 1M 7 HMREROKG LzE EOREBIEROIEDEFE ST 2
—Z U TFToEBY) THhole B, 5 7 HHD AUCoom 2>
SEM L2 EEAH Y M2 O RZLEICH T 2 E VI, 2.5mg
T O 5mg #5512 BT ENZN 14.0 LU 14.8% Th - 722,

120 1
100 1 0~ Lt T 4 OD7 4 JLLs 2.5 mg (n=36)
~ =)Lt 7 1§ 2.5 mg (n=35)
E 80 1
2
60
I
3
® 40 4
=]
20 FHE 1ZHERE
0 6 12 18 24 30 36 42 48
B5%OM (h)
Crnax AUCo-18n tmax ti2
b 5l
BIEA | (ag/ml) | (ag-h/mL) (h) h)
PR
OD 7 1 V4 1.00
2 5me 1085176 | 10202185 | (ol o | 9980727
(n=36)
Wt 7 18k 1.00
2.5mg 1025222 | 1020192 | (oot | 9.820.757
(n=35) U
SRl + R (R 2

# Ll OR/ME, oK)

_3_




16.2 DRI
16.21 BEDOHE
TR AT (96]) [Cvtt s 70 25mg % 22,
A5m (AR IFEA30 5% (B ICHEREOHS Lz
L &, Cmax MU AUCoa2n D FATFEIGME D I & 2 D 90% 15 FA [X ]
&, frtk/ AT T 0.790 [0.670, 0.933] % 08 0.986 [0.958, 1.01].
22 I /A HT T 0,922 [0.781, 1.09] J% 08 0.980 [0.953, 1.01]. &
/72 JE I © 0.857 [0.726, 1.01] Jz OV 1.01 [0.977, 1.04]. £/
Zefg T 1.08 [0.919, 1.28] K UF 1.02 [0.991,1.05] TH 72",
16.3 9%
16.3.1 EAKAE
M ILEEIZ BT B &K A X, 50~5000ng/mL o #fi B T
96.0~96.3% TH - 72" (in vitro. FHE) o
16.4 154
R ARV S 7)) 702 v 2R O%kE L7z L Xk o
RO EEAH W E LT, OB F ik (M2), =5 VEEEm DK
BILO D HEAL SNz VR VKR (M17), Vved 7)) 7ay »
OrIVrayBRAGHE M) RUM2OZ Vs yBiask
(M12) #0572, %8B, M2 13 SGLT2 HEMEH %A %1%
PERBWTH Y, b N SGLT2 2 L7z 7 )b 3 — ZHLY A HIF I
(SGLT2 #F S BIAMNL) 1259 2 KRBT O M2 0 50% B
(ICs 1) 1E. 2N 2 2.26 [ 1¥ 4.01nmol/L Td - 72" (in vitro)
VlF 7Yy 7aY y offFIZIES & LT CYP3A4/5, 4A11, 4F2,
4F3B % U° UGTIAL 5B 55 % Z £ AUR &N 72® (in vitro) o
Lt F 7)) 7Y 2 1F CYP2C19 124 L T W BHENEM (ICx fil
58.3umol/L) %7 L7225, CYP1A2, 2A6. 2B6. 2C8. 2C9. 2D6.
2FE1 J2 UF 3A4 1203 B BHEVERIE R E 2225 72 (ICs0>100pmol/L)®
(in vitro) o W+ 7Y 783 2% CYP1A2 K UF 2B6 % &5,
CYP3A4 (ZxF LESWFHENEM 278 L 722 (in vitro) . IR 2 BUBEIR
FEEIZBOWTRA6L-L FEF L aVF Y — VREZIER L LT
Ma L72f 3, CYPSAA 2B L 4o 720 (SHEADF— %),
16.5 Bttt
RSB (9F)) 12Vt 27 ) 70y 2.5mg % 22 HakE
C#%5- L7 & &, #5672 B0 £ ToRELED R k=R (F
WME) 1% 4.47% TH o7,
VA7) 7ud ik PAEEEE (Pgp) DERETH 7255 A
HAMMEEEAE BCRP), HH T =F Yk R X T F F
(OATP1B1, OATPIB3), #H#§7 =4 > + 5> ZAK—4% — (OATIL,
OAT3) RUEHAF A+ bT v AK—%— (OCT2) DY TIE
Hholze T2, WbF ) 70V v ik OATPIB3 (24 LSV RE
£ M (ICs f : 93.1ymol/L) % /= L 7z 7% P-gp. BCRP.
OATP1B1. OAT1. OAT3 % UF OCT2 (23 % FHEMEHIIR X 2 h
572 (ICs5>100pmol/L)® (in vitro)
16.6 HENHE4ET2HRE

*%16.6.1 BREEEEE

FHRENES % ) A 2 BRI B R OTE A TR 2475 2
N2 BB RIGEFZ IV A7) 70~ 5mg & HEHRE#HS5- L
728 &, Con XEHREOIL T IS VR T4 2 2R L7202,

*%16.6.2 FFri%ReEEE

FREERE F T A NTHBER B I OV IE TR 2 5 2 1 A\ BB
BV A ) 70Y y bmg & B HES L7z & & Coa X
IEHIFBETE 2 A 2 BBl & ik L Ch S IR e 5 5 Ty
23% T L 7251,

B RERE B DR Cnax tmax” tue AUCo-

[Child-Pugh 4548 (ng/mL) (h) (h) (ng-h/mL)

EH 0.500
(n=6) 228+80.6 (0,500, 4.00) 11.0+1.17 | 1800+427

B [Class Al 0.500
(n=8) 228 +54.9 (0500, 0.500) 10.9+1.14 | 1720+523

& [Class B] 0.500
(0=5) 170 +28.4 (0500, 0.500) 12.9+1.85 | 1780260

I E + R {2

gLl /M, oK)

16.6.3 E#E
mEE (65 Ll hoR 24 F)) \ZvkA ) 7aY Y bmg &
BRI G- L7z & & D Co L AUCoo CEIME = {ZHEF )
1% 256 +63.6ng/mL & UF 2050 =307ng-h/mL T& 0, BlzExC
DR 5 20~40 FEOfRHER AN B (861) 1CvtA+ 7)) 70
D 5mg & HE RS L7z & & D Coax Jo U8 AUCs 1E 205+
53.5ng/mL % UF 1930 £290ng-h/mL T& - 72",

*%16.6.4 /N

ANE 2 BBEIRIGIBE (9~17 1) 12 &4 71 709 > 25mg X
13 5mg & ENZNEE RN B RS Lz & & oliEhRE
fLIRIEEHERE T Y BIENT A —FIZUTOEB) THo
7217,

-o-LteA 51 78T 25mg (n=6)
= )LtA 51 78TY 5mg (n=7)

FHERERE

0 6 12 18 24
BEHOERM (h)
’ . Cinax o ti2 AUCo-
U =N .ﬁl P S
BeSRE| O WENR (h) (h) (ng-h/mL)
e 0.500
- Nt 7aYy | 114+ 34.6 (0467, 0.983) | 789 =0974 | 787193
(n=6) M2 4.55+1.49 3.98 16.7+3.88 | 131+363
e (1.95, 4.08) R e
I 0.500
e VAT TRTY | 2262700 (o 467, 1.00) 8.22+1.49 | 1500+ 365
(ﬂ = 7) 3.97 %2 w2
M2 8.91+4.03 (0,983, 8.00) 16.4+4.95? | 266+ 36.1
Sl + R R
10 e GR/IME, SRKAH)
¥2:n=5
16.7 EMMHEEIER

R A BV 7)) 70 Y v b FREEH & O %S L 73
By HMEIE ST A — S ~ORBIUTOEBY THo 72700,

BEX Bt )ﬁﬁ - V ]
Yo | G | te | AUCh- |JREEHRIE™
ecpRe | (me/mb) | (h) W |ogh/mD| (@
I 0.500
[90 PA L] |272+86.4 © 00,1 00) 10.4+0.832 | 2010+508 | 88.3%36.9
(n=11) -oU0, 1
I 0.500
[60~89] |244+53.4 (0.250, 6.00) | 109%0.752| 2070395 | 69.7+19.1
(n=17) -49Y, B
" [é] 5:15(%] 222675 o s0) | 1122268 | 2160878 | 5732149
fg [(31?:14’;)] 21625 5%5’0;)2 o) | 110149 | 2060 =414 | 353108
T 1.50
[15~29] |195+63.1 : 13.1+3.62 | 2420+657 | 21.8+7.10
(n=6) (0.500, 4.00)
S = R (A

¥ 1 HERGRERIREEE (mL/min/1.73m?)

2 e (R/ME, ROKE)

% 31 L5 24R5 M % F CORRIRBHERE O N2 1 v (501 H) 205 0% b

o
RIS EO
— PR | AF _— (BRI 565 / e 515
PR | IR T T e
[90%E M ] | [90%1E HilX ]
Vet 7)) 7u 1.00 1.00
) . img | smg |¥¥ (n=12) | [0.898,1.12] | [0.977, 1.03]
FYAEY R 0
Hm | HEL L g vy R 1.03 1.07
(n=12) [0.949, 1.12] | [1.04,1.10]
Vet ry 7o 0.925 0.985
| 250mg | smg |¥¥ (n=12) | [0.845,1.01] | [0.964, 1.01]
A MRV o N
TlOEE | EE [ g 0.999 1.04
(n=12) [0.897,1.11] | [0.953,1.14]
0.2mg .
e 5mg |Vt 2y 70 1.09 0.999
RTVA=A 17HE|3FH WE |V (=12) | (0984, 1.21] | [0.957, 1.04]




SRTIEEOL @) 7T RMBoEEREBRE (RERR/S 1ERR/EN)
N R . (B PRI 565 / M Al S5 AH - GEREEC T T~ N O — VAR 2 A 2 U SRR
o EE | geR| TN o I AUCs- I, B (158 B1) #HRIC. VEFr) 7Yy 25mg iz T I+
[90%ETEIX ] | [90% (I )] KA 1H 1 24 BEEERIRIORS L EEEUToL B
NkF sy Tu 0.851 0.953 D Chor2?,
<y ey | omg | smg | ¥~ (n=12) |[0761,0952]] [0.931,0.975] HbALc (NGSP fi5) MBI | o 2 W IR
il HE 3y p— 1.02 1.04 (%) (mg/dL) (mg/dL)
(n=12) [0.915, 1.14] | [0.938, 1.16] Ty e .
Vbt 70 116 0.939 &;fﬁi o0 7; ’c;f A 7; ’ij P 7: ’C?j
vy (n=12) [1.04, 1.30] | [0.897, 0.982] iy % P pspp P ek P
S IRV 0.884 0.896™ e 0.13 -0.8 11
(n=12) | [0.746,1.05] | [0.774, 1.04] TR 8T A hog | — | [-54 | — |[-80 | —
30mg | —— (n=79) | £080 )~ o 3.7] 10.1]
sy |1TH 1| he | €A 70 5y 1.04 01* : : :
Hilal | f iy Mo : 1 Vet
7HR R m2) [0.973, 1.11] | [0.945, 1.07] D ome| gia | 7063 | —075* | —283 | —275° | 568 | 568"
. : * osme| oop | L7079, [ [-099, | [~329, | [~339, | [-647, | [~695,
R AR Lot 103 i m>g UM —046) | —052] | —23.8] | —211] | —46.8] | —44.1]
HIMN 0047 1077 | 10977, 1,00 il
(n=12) ol L DL F G FIAIG © TIOE = fRiE (2
- BEERID S OB, 7T R E 0% NI
rr ’f( 7_')127) "l ot o1l o oy . # ¢ p<0.001 (BRSO % 325 & LCHABOMT,L TR 95% (IR
spoyrgy | 0mg | Smg |V 7 N7 i 0 ~ i . .
7 Bl | HBE |y 5y s 0.983 1.03 BIVEHSEHEI G IV 7)) 70y V58T 7.6% (6 161/79
(n=12) [0.922,1.05] | [1.01, 1.05] ) T, I L -EIERNEHEIR 2.5% (2 61/79 B0) . b HE NG TG TR
Vet sy 7 1.07 1.13 BN, AR N RN, RIEEE. £k, BEEE O FEES
S 14F(|)Hllg 5mg | ¥~ (n=12) | [0.980,1.17] | [1.08,1.18] 1.3% (1BI/7961) Td 72, 7B, MIHERE O RIEH 5 BLE
spp | FE | ToesE 136 L14* Bl TTEAREGET% OBI/796), LEF Y TuY s
m=12) | [119,154] | [1.07,121] BeGRET 13% (LB1/79 1) T o727,
_— peds el 116 L11 (3) REPESHB (5T HER/ER)
Eimymnl | ome (Z2 010 DOL LA | DOLLIG FT - BRI CILBE T > b 1 — L ATR 5 A 2 BB
7Er snm | };“ﬁf:ﬂ; [0971409123] [135111'151 B (29 61) ZXRIT, b+ 7Y 70V 2 25mg Lid Smg
- Z s I L oL (W) % 1 H 1 52 BHEAN RIS Ui 5 Bt
o Ao HbAlc (NGSP 1) : 7.670.66%]. Nt 71 7103 v I3H%55
1G9 &V HbAlc (NGSPfii) #fKF S+, 52 HEFIZBIT 5%
17, BB 5B 5 0 HbAle (NGSP i) Z{LH# (T34 (7 95%

171 HIHERCREMICEET 38R
17.1.1 BiEEH

(1) 7o eRMB_EEREKHAR (A

B/ ER)

EREHR/RAE 1R

A SEENEE I TILEE T > b O — VSR e A 2 BB IR I
B (280 %1) xR, vkt 70 Y Img. 2.5mg.

5mg. 10mg & 77t R% 1 H 1 12 # M H AR RO S
L7 SREUTOLBY THo2,

BIEKE)) 13-050 (—0.6, —04) $THV., 52#-IZb72oT
ZEE L IMEE T v b O — USRS e

BIE S AL 16.7% (50 517299 6)) TdH Y. D FEREIE
A, B OVBEIR 4% 3.0% (9 B1/299 B) . 119 1.7% (5 f51/299
B, R g2 I rza a7y O ImAEE % 1.3% (4
517299 1) . R TIVT I VRO b RN 1.0%
(3 B1/299 1) T - 722,

17.1.2 REE

FECHEIR 5.6% (3B1/54 1), IR B2 I 7 a7 40 3.7%
Q2 BI/54 61 R 7 V73 VR OIRF T N RS 1.9%
(A BI/54 ) Th 72" %, IRIMEEORIVEHFEEHEI G,
7o REGHL, VA7) 78T Y 1Img, 2.5mg. 5mg.
10mg G HWFROEEIZBWTH 0% (57 B, 5561, 56 6, 54
B, 58l 0 ) ThH -7,

praT—— AP (1) #OMmyERETEEOHARBRSHR FEIHEHRR/ER)
HbAle Eg)csp ) Ieliﬁﬁﬁ £tk fﬁ;ﬁﬁg% B BN O L IR T OB (A VA= Ly L
Py Py Py TH (150 ), U7 T FA K Q76D FT7VY Y E (95
ke i e on [ g I B @-7 V3 vy — CHEE (1056), DPP4HEHE (111
LAtk | A | &M - B HERHE A 2 2 RS (59 6] I TilEa >~ b o
Sowx| 700 | 022 8.1 37 — VBTN 2 BRI EE 2 W RI2, ver sy 7aY
(n=57) | +0.84 E)Oéﬁ' - 1[3?2] - [1;?;]8’ - > 2.5mg X i 5mg (W) % 1 H 1101 52 8 F&] AR I R L
: : ' ' G L7z #RIUTOLBY THo 71255,
v7es s | 0RO R | .
7o | =0T 027 | o) | ~113) | <170 | 419 | -413] OFsE) 5 Bt i;g %@%ﬁi‘ﬁé’;
i;’;cii 756 | 046 | —068" | —210 | —2017 | —554 | —59.° (7;1 v Tsoi}w LA 8.07+0.85 ~0.63 [-08, —05]
> 5mg +0.60 [-058 | [-085 | [-267,| [-37.0,| [-66.5, | [—74.5, — —
(n=54) -034] | —0.51] | —153] | —21.2] | —44.3] | —43.8] (Ei;;;/f ES 784+0.71 ~061 [-07, —05]
e BEE © I = P L
NN s NE L T I XE YNy Totr a-7 3% ¥~ CHER 7855077 | —0.68 [~08, ~05]
# 0 p<0001 (RSB M % 328 & L2 Wil LSD ), [ ) (i (n=105) ’
95k AR [ROAaas. 7954092 | -060 [~08, —04]
BIE B 56 BLE & 13 2.5mg B T 16.1% (9 61/56 6 ). 5mg # T —
16.7% (9 B1/54 B1) T - 720 % % BIFE I 13 2.5mg B THIUR o 788078 | —052 [-06, —04]
89% (5B1/56 ). R 7 L7 3 Btk O L1 % 3.6% (2 TR PEUPT
/56 B1). R b o R 1.8% (161/56 51) TH Y. 5mg i 800+0.88 | —059 [~08, —0.4]

e G-hinnay © SPIgNE - EE(R S
B 6 OZALE I, [ ] 1w 95% 5 X

IRIMBERE O BIVEFISE N &d. AR = v L 7 KIBEHIES: © 8.7%
A3 BI/150 1), ¥ 77 F A FIEPEHIES : 2.6% (3 B1/117 B1). F
T TSGR C 2.1% (2651795 f51) . DPP-4 FHESEAE Iy
0.9% (161/111 1), #HEHE A > 2 ) 4 AR AESEBE T © 1.7%



ABI/SIB) THotre a-ZNaY ¥ —PHESE L O T
AR (23060 & LTz o 72277

(2 122V EAEOHARPRSHR (BOERTHRERHAR/
ER)

- EEEE RO A P TRE D Vb — VSR
SN 2 TR (233 B1) ARRIC, LAY TEY
v 25mg Xix 7T AR%E1H 116 EE AR ISRE%S L
720 BERIFLTOEBY TH o722,

HbAlc (NGSP ) (%)
g | HIMDEO | 5wy o
?1?:724?; 881083 [0%,2(?.51 o
e R Ty it

Pe5-BaRE © T = B R
B 5RI S OER., T ERE D% AT REE
# 1 p<0.001 (3% 5 BIEHE O % 4E25 8 & UCIE5 AT, [ TN mifel 95% {5 I
RIMAHE O BIERSEHRE S, 7T v R 5T 10.8% (8 #1/74
Bl), VtF ) 7aY o HREEET 18.9% (30 #1/159 1) TdH -
71228),29)O
16 MO~ FEERHIC VL E 7)Y 70y Y OFHBEICE D AT S
. 36 EMOIEFEMIFICEAT L, 52 B MG S (bmg ~DiE
BEEt) LERICBWT, HbAle (NGSPH) OZfbE (F
1 (T 95% fEHEKED)) 1£-1.00 (—1.1, —0.9) % Th-o7%"*,
I E O BIE S EE A1, 52 MV 4 7)) 70y V6
P GHET 29.6% (47 B1/159 Bl) Ty - 7222,
(3) GLP-1 RARKREHELDOHARPRSHER (RERTHRER
HER/E M)
- EEYHR L O GLP-1 2 2R E B e o0 BU 16 12 CIfp =
O = VRN 2 TER RS (76 ) ARSI,
Vet 7)) 7uYy 25mg ik 5mg (BEEE) % 1 H 1 52 3
FIRIARC RO S L 720 ERIEDTOLEB ) TH-72Y,

HbAlc (NGSP ) (%)
e e 15 52 MEFS B0 5
H B B S OB
GLP-1 S22 B 852+1.08 ~0.68 [~09, ~0.5]
(n=176)

P 5-PAaRE I fiE + AR (R
BRI 5 OZALE TN, [ ] 13X 95% X R

R IMUBERE O BIE I 5B 412, 6.6% (5191/76 ) Tdr -7,

17.1.3 BHEREERE CH (T 2F50M4HR (FIHERAR/ER)
SRR O BB BE R E (eGFR % 30mL/min/1.73m* L £ 59mL/
min/1.73m* DLF) % 4E ) A 2 B IR R R E (145 61) %A%
12 ved 7y 7ayy25mg XiE7 7 R% 1 H 10 2480
BRI S L72e FRIEUTOEBY) TH- 712",

HbAlc (NGSPfH) (%)
gty | HIHRSO | sk on
7T R 0.09 o
(n=50) 769065 [-0.1,0.3]
Vet 7)) 7Y 25mg -0.11 -0.19°
(n=95) 772088 |1 09000 | [-04,00)

5B © TIME + e

BENPLOB(E, 7T EREDE AT RETIM

b © p<0.05(F% 5 BRI O % H25 b U IO, [ 12059 (& < 1
B O —EE R VES 7)) Ta Y VRS EICE DA S
. 28 M OIEEMIICRAT L. 52 ARG S (bmg ~DH
mhEt) LRSSV, HbAle (NGSP1E) Zfbi (FFiy
(G 95% SHEXRT)) 12 -0.30 (—04, —0.2) % Tdh-o72",
BRI S BLEI &2 52 MV £ 4+ 77 7 0 Y v #% 58 T 25.3%
(24 B1/9561) TaH Y. F o F 2 EIEH I 5.3% (5 51/95
B) . BEIR 4.2% (451795 1) . RILBEAE 4.2% (4 51795 1) . Fzht
45, R B2 I zuza 7y LN, M N o ARBE, i sE
% 2.1% (261795 ) Td -7,

*%1714 NREFEICH T I T 7 ARANB_EEHRLER/ RPREHER
(55 MHExER/ER)
EH - BRI TIE T b O — VA 2N 2 BB B
B (10~171%) 486 * x5z, Vt+27) 713~ 25mg
E 772 R% 1 H 1M 12 BB LTSRS Lz, vet
770y 25mg ORI TOEBY TH Y., EEM
HHEHTHS [tk F 7)) 70y v BICBIT 2H%GHGH» 55
12 38 F To HbAle Z1LE | 122w T, MW 95% EHEX ok
PR 2R 12 508 & N7 BFAMZEHE 0 0.00% % T 1l - 7%,

HbAlc (NGSPfH) (%)

g | 5 12 AR SR
e #0 DEALR (D)
Vet sy TuTy
25mg (n=31) 8.79+1.04 -145 [-1.78, —1.11]

G BAARIRE © SPIME + R

512 FEE O R MMEIL LOCF 1 X Wiz d 5 2 & & Shzhs, Kl
BENLhoT

[ ] &t aAmic o il 95% 15X

Vet 7)) 7a Y YERDT 7 e REORRIILUTOLE) TH

5723,
HbAlc (NGSP &) (%)
PG-GIARE | BGRI b 0%k | ST REDE
?nz?; 901135 [- 0.%5,80.87] o
}DEQLZ?Jigf;y 892100 | 0P 0 | (Coue o102

e 5 BAARE | TN = B R

BHHPLOEE, 7T REDE  R/ATRTSM, [ ] TN 95% {51

X
12EMO-EERMICVEd 7)) 70D G EICE D 1T 5
. 40 B OIEEMENCREAT L, 52 Bk GEH S (5mg ~ D
Erat) L7ERIZBWT, HbAle (NGSPH) Z1bE (B3
fitf = BEHE(RE) 13— 1.16£1.49% Td - 7%, BMFHFEHH &1
52 AEVEF 7)) Ta Y RS EET35.5% (1141/3161) TH-
72o FOELRFEWERIIMER, B, sy v Y FiE. LR
% 6.5% (261/31 %) THH., 7V =THEIHA3.2% (1 41/31 1)
R SN, [11.1.3 BHE]

HMAANSNIBEHEORE (kg) KU BMIOH A [/l Hkfb]
L £ 7500 [36.2,110.4], 27.85 [17.0,41.1] Th -7z,

18. FEahEeE
18.1 fEAHE

FhE ORI Z BT 7V — ZAOFEWINEZH S F ) L=

7V 3 — A g%k 2 (sodium glucose cotransporter 2; SGLT2)

OEERAE L, MHAOBE 2 7V a— A2 RPICHRtd 22 8T

A 2T &2 %,

18.2 SGLT2 BHEIER
b b SGLT2 %A~ L7z 7 v 2 — AHY sAAGEG M (SGLT2 i FE 3L
fa) % EIREYICHE L 72 (Kifii : 1.lnmol/L)**" (in vitro) o

18.3 R¥EHE A

18.3.1 JIltiii 2 TUBEJR € 7V (Zucker Fatty 7 v h )2 0¥ db/db ~ 7
2) 2BV, HEFREOH G &) RAEEE (5% 8 Xk
24 FFRE) Z N & 2% F 2o JRA 2 BUME R E 7L
(GKZ7 v M) IZBWT, 20 HMOEEEG 2 X0 RbEE: &
(& 5-1% 24 W) 2RISR 72Y,

18.3.2 A 2 TR SR E A X RIC, VAt 7Y 7u Y~ 2.5mg,
Smg LE7 I R%1H1RE7HBEAERISREORS Lz, Vv
YA 7Y 7AYo F T T RIS 24 BRI F T o JRAEE
ity IR B A

18.4 MAERET1EMA

18.4.1 i 2 BUBEJRIE 7V (Zucker Fatty 7 v b) 2BV, H
[l % 512 & 0 BEEMT R o s 5 2% L2 E720 1
il 2 RUBEFR 5 E 7V (db/db~ 7 ) I2BWT, 4HMD1H1
M ERORGIZE D EANE O E Y DN=A T4 U P HD%
fERAET 872" & 512, I 2 BpERFE TV (GK 7
v M) 2BV, 20 B ORI GICE D HbAES T e i
BT s 72Y,

18.4.2 [\ 2 BUMEIRFEE 2 3 RIS, V4 7)) 70T 2.5mg.
5Smg X377t R% 1H 107 HMEHARICREROKS Lz, v



A7) TuY LT T RN, BRSO K R

A EERC BT 5 MAEAE AUC, 3If UNIC 22 15 B IR fif % 23t & &
7:2),3>O

19. B3R ICEAY 2L FEMFR
— IR veE ) 7 a Y kAT (Luseogliflozin Hydrate)
b4 : (2S,3R 4R 5S,6R)-2-{5- (4-Ethoxyphenyl) methyl]-2-methoxy-
4-methylphenyl}-6- (hydroxymethyl)thiane-3,4,5-triol hydrate
(= v

" XHzo

4328 ¢ CasHs006S + xH20

Sy 43455 (EKP & LO)
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BRI, 7RI DMNY N, A5 =V IETS ) — )
(99.5) 1ZRREITITL L KIZIBEALET v, i
Lo T2 ICMIEHB L 2 %,
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