202642 AR (BB1AR)

BEIRAISCLT2REEHY
— 2BV PR A A —
A EEERD
SREYTAOY R

BIND'UIDY 2Jsdmerr—o)
BIND'UIDY 2 10mgr—o)

DAPAGLIFLOZIN TABLETS 5mg “TOWA”/ TABLETS 10mg “TOWA”

I R EIERE
AN ¢ 36
) EE-EmFOMSBCROEAT LI L

BAEERRNEES
873969
$E5mg #£10mg
HRFRFEE | 30800AMX00035 | 30800AMX00036
HR e G —

2. B2 (ROEHIC(FFRELARNWZ L)

2.1 REN Dozt U BoE OB D b 2 BE

2.2 EIES b= A, BERGESIEX I ATRIED BE [k,
DAY UK BERN M DR IENNE LT D D TEKID
e HITE S 72, ]

2.3 BEYERRYYE, FivRig. EERIMEOHZEE 1A
FFEHHC X 2 MBEEHENE N D D TAROKZGILE X 72, ]

3. HARE - MR

3.1 48

W% AV AR NS AV PR NS
7t Smg [h—"7] 10mg [b—"7]

ggg; GG Y TADS e Sug| 4870 70 YL e 10ng

HEZ gk, VFonNoY, JOoZXRERY, &
A BEEKT A B, MRt Oo—X, BlkFy . AT7Y
SR TR L FIVT. BRI, RUEZLT
IV a—)b GBIV A . <2 0 d—)L4000

3.2 "H DMK

W% LAV A NS LAV As NS
- 5mg [h—17] 10mg b—7]
IR - FE WA~ EO T IV AD—T 1 T8

AMEFoR (FNXNTZUTOYY 5 h=U|ZNZUTOYr 10 h—1

| g1\TY
i":{ 2635 709y
502/ 10+

Y | = e 035

s | = 5 10+
I = (—

E 2 (mm) 6.1 7.6

JEE (mm) 2.6 3.4

B & (mg) 79 156

4. FHEEX (IR
2BUNE PRYR

5 FMEEXIIZHNRICEAET 5.FE

5.1 AFNI2RBERIG E M S NZBFEICH L TOAFEH L, 155
RFOEZFIIIHEG LIanT &,

5.2 HEDOBMERED S 2 BF IBENFORNBEARLEEHZTIX
AR ONENPHETEIRND, HE5 LW &, [8.2, 9.2.1%
i)

5.3 FEEOBREMEDH 5BHFETIIAFOMENFoICESN
TRWHEEMED D 5 D THR GO EN 2 EHEICHWT 52 &, 8.2,
9.2.2, 16.6.1, 17.1. 1&#]

5.4 RAIDEM D S0 UDBERKIEEDOEARTH 2 BEE, &
ke T o R ETHRDAAR T REAICROEET S Z
Eo

6. RERUHE
WH, AN 7Y 2L TimgZzlHLIERKO#%E5T
5, 5B, IRATHRBETIE. K@z +0ICBERE L NS
10mgl H1ENCHEET 5 Z ENTE S,

8. EELEARNEER

8.1 AFIDOFEHICH=> T, EBFITH URIMFHER & OF OS5 %
ZOWTHAFAT 52 &, [9.1.3, 11 1. 15H]

8.2 AHxEGHIz, MG L7 F=> D LR XZeGFROK FA NS
TENBHDHDOT, BB EEHIIRET 2 2 &, BHRIEREDD S
BHE TR Z T2 ICBIZR L. #65E1912eGFRAM5mL/min/1. 73m2A
ERTLEGAZIRGORIEERFTSZ &, [6.2, 5.3, 9.2.1,
9.2.2, 17.1. 1]

8.3 AKIOFIRIERICE D ZIR - HIRDHENDZ ENH D, £, K
WEIHDT B T &N 50 TERERZ T/, EERK ik %
FOEIIEETZ &, FITRRERDZRILLTVEE (Fifmd.
BHREREE D H S EE. FIRAINFHEES) ITBVWTE. BikoRER
R R 7Y R— R, EREERIMEGR. NEE2S0MmE - %
REZSORFICEZTS 2L, [9.1.1, 9.2.2, 9.8, 10.2, 11.1.3,
11. 1. 422 H8]

8.4 AFIREMI. MEZEMNIRET & EHIT. B2 T0ICE
2B, WITHREGMHGEONRERITOWTHEEZILD 2 &, AKIZ35 A%
ELUTHBRNATHGE. KVBEYEEZSNDEEEZEET S
ze&,

8.5 RIKEKYR NS T L, BEBL AR KRR D
eI (7)), BUIMES O EERIRIYEICED T ENDH
Do RGN O BB DR B F DAL R DWW THREZITEH
Bd5Z&, [9.1.2, 11 1. 2508)

8.6 AFIDEAMT CHBRP /)L —AHEMHEERRICK D, kT
> MOV EHTH > THIRIRRAHITUEL. 7 b= 2055
L. TRV R=ARELZEND D,

8.6.1 ZELWIMHED LR AEEDEVWESNHS-D. UFOAICEET
5T &, [11.1. 48]

(1) L - MEM AAREEE. M. GBER DS, BRI, kA,
EAREEE OIERNED 5 NGEITE. W SUIRP S b AR
HEEZZOREZEERT 2 Z &, BENTDSNIZHEITIIHRS
ZHIEL, BEYRALERTS L,

(2) BT, 12 RY CHWREDIK T, 1 22U EF O ERH Ik,
WESEEEEEIR, AEEERE. BYYE. Bikek>5a1C
37 b7 R=3 AZFHL2TNOT, BRETRIfFO 2 &,

(3) BEITHL, UFOmzRETLIL,

T RT7 Y R= ZOER CGEO - TEH, AR, 185, #Ek
Ci8, BEUR. IRRs, ks,

7 N7 Y R= ZDIERDFED 5 NG ITE B I EEER &
ZETHE,

- MPHENESE TR EDT RV R=ANFHHL S5 &,

8.6.2 AKIEZUSGLI2MHEROL G H LM, Mg LN 5> PR
NBEVESREPZIVI—-ZPEI RN 87 > R—2 A0kt U T29E
BIDREIN TS0, BB TREZHET 2 EEHRE T
SIS 2 &, [11. 1. 454H]

8.7 PERNEE, MR, ZRHDVIIREDIERZET 2 BFITBN T,
ZFNE DIRBEEILTDHEEDITMBITOREEZEE/ TS &,

8.8 AHFIRGIC L HAREBPPNHEINT NS0, WEDKRERDIC
BETDHI &,

8.9 (RIMEERZEZTZENHEDT, EEE HEEOELRSIC
NHELTNDEFIHRGTLEEIEETE I &, (11 1L 1B



9. BENHRERTHEEICHT 2ER
9.1 AHHE - BEEEOH5EE
9.1.1 PikZEILLTWERE (MEI> MO—)ILHo TRED
B, minE. FIRAIDNERES)
AHIOFIRIERICEOBREZREZTBENNH D, [8.3, 10.2,
11. 1. 3B 1]
1.2 RESERGE, RO B D BE

EREELSEDBENNDH D, [8.5, 11. 1. 28]
3R EE I ITBENOH BT OEFETIRE [8. 1.
11. 1. 1]

- P EAEREAEIRIEREr 22 6T 28

{=]

©

- REARINE

- HARIRAE

* AHAS A E B

- RRHENEOAR XIIRIREO BE
L WETAER) 21T 5 B

CEBEOY)ILI— ) BIRE
.2 BEEeEERS
2.1 EEOBHBEREEREERIERPORPELLEE
BELIRNWZ &, REOREBHEFETERN,
eGFRAY30mL/min/1. 73m2AKiii d 2 WIEKHE R4 (ESRD) D&
FZICBITBERAEIZERL TR, [56.2, 8.2, 16.6. 1]
.2.2 FEEOBHBEREEES
BEOVREMEZEEICHET 2 2 &, AFI OB BRI B
WKTET 5720, #HiAYICeGFRAY45mL/min/1. 73m2ARiMICIL R L
FEBETIE, RHOYENHHTE SN WD D 5. (5.3,
8.2, 8.3. 16.6. 1]
9.3 FHgeEEESRE
;ﬁ!ﬁﬂﬁ%‘%ﬁ'@ﬁ%%’@@%ﬁﬁ%%ﬁ%& U 7B R el BRI F2hE L T
AN
9.5 1F4%
R SUIIEIR L TW A EREM O & 2 I3 A K 2 #5879, 1
DAY DAL AT S I, HIRETORGICHET LM
LI TWIRW, BiER (T b)) KBWT, & hOIEREH
MR OEINC B 72 2 I O MRz K VE#K21H ~90H OREFEICK D,
HA B Je DN B 2 B S O RS D BEBE 2Y3R 8 & 7z & D
EMH D, Flo. AKOBYWER (v ) THRENOBITHH
HINTW3,
9.6 2715
BAHLBNWIENEE LW, Ty FTANNOBITAHRE I N
TnW5,
9.7 INRE
INBEERE LA R O REEZIREE U ERRITE
WL T,
9.8 EhE

BiKFER (V8% ORANENDBENNH D, [8.3, 11.1.3
2]

10. #HEER
AFNZEE LT, UGTIAYIZ & 7L 7 0 Vg Gz L 0 R#fEn
%, [16. 4]

10.2 fHRERE (BRAICEET S L)

o ©O

©

S HRPREAR - L | BT - R T
RS T URIRIED | IR 05
— TR fﬁ%’&%?ﬁ@‘éﬁ& ENo.
PATHS RRfIRE % |[EETRIL

(8.3, 9.1.1, 11.1.3, 16.7.2%

[

I UTDLOIERYH )70 b Os
i) 7 BN BBENND | it E fLET S -
DT 5. D, mi

SETIN T
T 5 A
15,

11. BMEH

ROBWEHDD 50N EMNHHDT, B2 IV, B
MR NGB E 2R IET S E@mUILE Z17T5 2 &,

1.1 EXAEER

111 {RIfE (A
MBI D 5HND T ENDHDDT, (KIMEEEIRIED SN=15
HIZIE, BEZ2EORMREEBNT 2R EHEURNEZTS I &,
727U, a-0 3T —YHEREOMHARI T Rz 57
5T &, [8.1, 8.9, 9.1.3, 10.2, 17.1. 18]

11.1.2 BEBX (0. 1K) T, HIEE RN SIEERDIRIE 4 5 IR
X (ZIZITIEE) GEEAH) D BRIMAE (0. L9RM) &
BRER SETROSEROEEEBHER (7)) ZT8H)
Hobi, BUE BUWEMES 3 v 7 280) KEDIZEDH 5,

[8.5. 9.1.2%:M]

1.1.3 Bk GBEEERBE) #D
O, 2R, HER, IERFSEOMERN S 5 bhiikngEbnsg
BEITE, RESHIRS O#YRIE 2T 2 & BKITs &k
EMMEE Z TG - BRIESZRBL A0 HEIN TN S,

[8.3. 9.1.1. 9.8, 10.2%:HH]

MN1L4 872 R—2R BEEARH)

MEFEENEME TR ED, F T R=2 X BERFETNT >
R—I 2258 Ndbobhd I e&ndsb, [8.3. 8.6.1, 8.6.2.
17. 1. 13MH]

1.2 200 EIER

PR HEARER - FEE R | R - R T
FEFRIR I3 AR D FEHIT IR | (Bl R FF A
oA ToIE, BT, A | HMEITHE®RS

DAY VAL )| BBEND D,
RIID L7 IS
RN 22 5y
WA HE I O I % A
HIBHI L,

ZOVRZIVI L 7 H
F7Y D REH

EJ 7 1 RREH]

a-7)V a3 T —YHEA
BN > 2 R
DPP-4H A
GLP-1Z AR ERNSE &
[11. 1. 12:H8]

(B T YRR 2 858 S 2 354 DFFAREIL RS 01 > 1 | RS RS R IR 2
B S D—VICHEEL. Il | ERana,
B FLEER Bl = OfiEED

RigZ2 +rIcBimL

)73 I =)
%/7 > B AL I 3R BH = A R T b

5%LA L 1~5% A i 1A s W AREA
] T & K gy | RERERGRE (%
JEYIE (A > 2 | %)
Y REE)

L AN by
- \ REERFAED | o h— 2 X,
A [7146) PN
g e BREHER. £
*%Bﬁm ﬁkﬁ
alt L0 fFfB, 98 | TR, BEE.
{%'ﬂ:ﬁﬁ WL TR

L BT B W
i - BHER 4
K& &35
Bk BEIR. PREYE | B B e PR
= il HER R
H T,
A R Rz A5
A THER il S FEAE | SR REA PR
p N =301 2 EO (1
PEBR A IF

BERk. ®H
Z DAl JiE, REPED
L

ISR 1R 208859 2 3551 ﬁﬁq%gim%i\/[& ﬁgﬁﬁfg}gﬁ)ﬂﬁs‘
BB EERIE: O—)JVIZEEL, TR R
Eﬂjﬁéiw%y/ B, TOMBED
7 RLFU Y % ReEZ o lcig L

BINRETHT L,

2RIBE R ERH xS & U R BR  (D1692C0000558%k. D1692C000067% 5k
& U'D1692C0001235) HFOHRICIDEHL /2.

TED 2RISR R 20t G & U 2R ER  (D1692C0000574 5%, D1692C00006
bR K \D1692C00012785%) S0 EERBIEH O GHEIZKX DEH L 7=,
2) 28U R TR 2t R & U 2B RE B (D1692C00005:5%. D1692C00006

B & UD1692C0001235%) FOAHEICK D HEH L /.



12. BBERRERERICRIETHE
AHIOIERFICE 0. AFIRAPIRIERS . miEL, 5-AG (1, 5-
7>oeROZ)Iy k=) KilEZERT. REE&ROIMEL 5-AGOMHE
FERL MO hO—)LOSE LIRS BNDOTERTSH 2 &,

4. BRALEODEE

14.1 BERRMAREOEE
PTPAEEDEHNIZPTPY — SO MU TIRAT 2 L S 589 %
Z&, PTPY— hO#EMKRIZE 0, LS A AR~ A L
Egg%ﬁ%gzLfﬁ@ﬁ%%@é%@éﬁﬁ&ﬁ%?é:a
DB 5.

15. ZDhDEE

15.1 BEBR{ERICE D < B3R
2HINE IR R I BT B ENA DER RSB OIS EITICB LT, &
TOEMESE ORRENGIIAFIR SN BHETHRE TH > 200, B
EHE B LI TIEAAIRE T WHEMDSED S5 iz, L LD 5,
P 5B S B R VB OZE L THENM Th o 22 &
5. WTNOEBIZBNTHAK E OREBERIIMELI N TN
Uy,

15. 2 JEERARALER [CE D < B3R
FIEMED D VIFARFEIZFED SN TR,

16. EHBHEE
16.1 MAEE
16.1.1 BEEZE
R N BYEGHIIC 4 /827 ) 7 02 22, 51 K TN 0mg % 22 i 17 B[]
BOBELEEE, 7Y 7092 OMEHEEZ 51 RIS
IR EICEE L., TN KIS~ 12K T o 7z, V-2
£1 BUERE SO S )87 1) 709 > OSEMBYIE/S T A—5

K2 EMBEENT A—5  (CEWFENREERR)

HIEINT A—F BEINT A—H
AUCo-18 Chnax tmax ti/e
(ng - h/mL) (ng/mL) (h) (h)

FINTVTaY

10mg [ ~—"7 577.27+136. 74| 188.63+49.04 | 1.0%+0.5 | 9.80+£5.78

7 4 —7§E10mg |583.60+136. 06| 194. 38+52.28 | 0.9+0.4 | 9.87+3.51

b= Cinax® AUCin® ¢
(me) (ng/mL) tmax (h)P (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 BTV EERED. b hoMiE (R/ME, Bk . o ST (RS
16.1.2 RiEHRE

2T R B F T &N 7Y 70 P 282, 51 K TN 0mg %1 H 1[H14
HRREROZREGE L&, #5140 HIZBIT 2355 D Cnaxld48
B UM191ng/mL, AUC - 13157 % U727ng - h/mLTdh 0. BRFEEBEIZ
1. 28K 0. 21 CTH > 7=, P
16.1.3 BEOEE

TREERR 296112 )N 27 ) 7 02 > §E10mg & Ze iR S d s e o
U—BERE (BB KRS LEEE, ZEERGICNT 2 8%
5OF)INTY 71022 DCmax & FAUCniD R L (90%(5 HE X
) 3. Z8HEH0.550 (0.499, 0.606) KTr0.973 (0.943
1.004) THhok, BEEG DtnaxDHRAEIL. EERRE & AN
1. 25K E L 7= MEANT—4) .3
16. 1. 4 EZRIE R

FnNgYzasegEiomg k=271

)XY 7Y EI0mg [h—"7)] &7 43 —H#El0mgz, 7O
AF—=N—jEickoznznlgE F)X7)7oP &L Tl0mg)
fREE RN B I AR B AR O % 5 U T R A LA 2 HE
L. 556N=HEWEEE/NT A—% (AUC. Cma) 12DV TI0HZHEX
RVEIC THEEHRIT 217 5 72 %5 5. 1og (0. 80) ~log (1. 25) DEIFHN T
HO. WEIFIOEYFNESEESEREI NP

(ng/mL)
250 -

—— AN 7Y EI0mg [h—17 )
—o— 1 7% > —H§E10mg
I ARRER A, n=27

200

RS

100

0 4 8 12 16 20 24 28 32 36 40 44 48
FEH O (h)

SEE RS n=27
M CNTAUC, CondED/NT A— 4 1E, WSO, AHEOIRIRENL - 1
DRI & o TR B AR B 2.
16. 2 TRYR
fREERR A BYETENCF )87 ) 7802 2 §E10mg 2 Z2JERT R 3 5 L.
ZO1REIC [MC] #7712 280 1 gz 1IN THEIRN
BELEEE, NMATRLSEYF11Z8TH>7= FrEAT—
),
16.3 9%
In vitro \IZBWF 257 70P > (0.5 U5 ng/mL) OMEEHA
AR CEEBHTE 3R TH o/, HERRE. BHAELERR
FH R OBHRERERFICY N T U 702 2 EE50mgh) 2 ¥ 5, R
B R O BERERE RIS H ) 70 Y U EEl0mg 2 & 5 L/ & &,
MEEAREEE CEEBEITER IR E TIIR92%, BHRELE
B, BERERE B K OB AR E S TI3R91%~95%Th > =
HEANTF—5),9.7.8
16. 4 35
FNXZY7aT > OERBWII-0-7I)V 7 a BlEEkTH 0. IiF
it B OV ik CUGTLA9IC & D R & 21 5., SVE A EEERR A B I
[4C] )87 702 2 50mgh #HEREO#%E Lz & &, miEdhic
133-0-7)v 7 0 BEaE (ISEHRIREEDRI42%) . RELIK
(#139%) . 2-0-7)Vv 7 0 U EuaER (5% KON D)V KEE{kEK
(#94%) i n, Rz xic3-o-27)V o gieik %5
BEORKI6LY 2RO 5N GHEAT—5),9.10.1)
In vitro I2BWT, #3571 710 213CYPIA2, CYP2A6. CYP2B6.
CYP2C8. CYP2C9. CYP2C19. CYP2D6}% IXCYP3A4% [HER T,
CYP1A2, CYP2B6% (NCYP3A4/5%#FE Lixiholz, /N7 7oy
SAFUGTIANC K LTIV EMER 2R L7z (IC50>50 M) .12 [10
ZH]
16.5 HEft
HLE N ERERRE A BAEIC50mgd [14C] #5870 7Y EEESLEE
&, RBREED TSR, 2190 RICHE I Nz, B 5134%
HSEOKBYMREAKRE LTSN GFEAT—5), fEFERA
BPE6FNZ A 87 D) 70 22, 5 KON 0mg & 22 G T BAEI % 45 5
L7zE &, REAKRE L THESEDL 0% L. 147348 51201 /114 £
TR Nz, 2BIBERFERFZFIFIC S /)N ) 70 > §g2. 51
K O10mgZ1H1E4HMKERG L& &, REMUAE L THREE
DL 7% L. 9% A5 $% 5245184 & TIT R Pt & 7z, Do 1013
In vitro \ZBWT, X7V 70V 3HEKTY =4 > hT > AR—
% — (OAT3) KRUHHTY AL I AR—F—RUXTFR
(OATP1B1J C*OATP1B3) 1zt L CHWHEERA 2R L7z (ICsfE
FFNTN33LM. 69uM. 8uM), F/37 1 702 IFP-HEEAD
BB 20 PHEEHZEHEEL N> /.12
16.6 HEDEREZETHEE
16.6. 1 BigREREE
R FE AR N\ R CR2 B FRI% R IC 4/ 7)) 7 0 2 2 8E50mgt®) & B [E4%
L7z &E, BREDESREHRH (EHERA 8#]) KUCLer>
80mL/minT & % 2BIBERIFEE (1261)) 19 5. BEFHAER
¥ (50<CLcr=80mL/minT& % 28U Rym B 8f)). Fs%
R EEY (30=<CLcr=50mL/minT& % 2% R BE (8
Bi)) KROEEBHEAERERE (Cler<30mL/minTd 0 B 22
FTWARW2EIBERFEE (4F1)) D Cmax X PAUCint® 2 F3 D
e (Q0%EFXR) &, F=hEnl. 142 (1,052, 1.239) KA1 278
(1.189, 1.374). 1.256 (1.091, 1.445) fKUr1.523 (1.346
1.724) MiTNiz1. 355 (1.123, 1.633) KA. 753 (1.486, 2.068)
ThHolz GHEAF—%),0-19
2RI RFFHRE 1T A N ) 70 2 §E20mg™ 2 1 H 1187 0 R 18 4%
HL&E, EHIREBICHT 224 O RE P21, BHEENIE
W T H D 2BIPE R BE TI385g/ H. B OB HEREIR E & fF D21l
BER IR Tl352g/ H. & OB RERE & 1D 28 B IR i
Tl318g/H. HEOBHAERE % D2 8B [RW B #& Tldllg/H T
Horz GHEAT—%).1® [5.3, 9.2.25H]
16. 6. 2 FFH&HEREE
Bk N\ Je M RERE =212 48 7 ) 7 02 > 4¢10mg % Hi[E#2 5
U7z& &, A (66 1I2xd 2% (Child-Pugh%3ETA (6
#)). F%E (Child-Pugh/ 8 TB (6#1)) KUEE (Child-
PughZ$ETC (661)) OIFHEREREFICH T 54/)X7 )70 >0
Cmax&UAUCinfGD%%{ﬂqzji‘]@tt (90%1%*;:'2:&5) Li\ %ﬂ%no 882
(0.598, 1.301) K 7r1.033 (0.765, 1.396), 1.122 (0.761
1.654) &% Tf1. 359 (1.007, 1.836) WiTXiZ1.395 (0.946, 2.056)
KU1, 669 (1.236, 2.255) THhoiz UEAT—%),8.19



16.7 FEMBEIEHA
16. 7.1 ¥EPRBAE
Ex 705 A TUTF. FUAEY R, ARFRII &
DOPFRIICE D, F)XT7 ) 702 > X TS QKO IRy BhEEIL IR
RENCRIE E 7 BB a2 oz GMEAT—4),19.1D
RTVR—ZAEDHAICED, 7Y 702 QEYBIEEITLE
2 ho .19
16.7.2 FIPREE
EROzOoOF7P R, JAYZREDOHHICEKD, FXFU 7O
TR TN S OEFIO Y EHREIIEE R B & 72 D 8 % 21
ol GHEATF—%),19.20 [10. 22:H]
16.7.3 ZTDDEHI
M NIBIE . SUONREFY
BERICE D, AN 7Y 2T TN S OEF O BRI
IREVICRIE & e 2 B2 2T laho - GHEAT—%),2D.2
@ U7rrEYY. AT7FLE
BERICE D, FRTY TOY > OEYEHEEIIERIICREE D
BEEZTIRNOE GEAT—5). 2
@) INTFUr PaFPr
BERICE D, T U Tnv i3I ns oK Oy eI EE
E2RIFS BN GHEAT—5).2
16.8 ZDfth
(FNgI)z7ad fEdmg Tk—71)
FINTVUT7OP  egbmg [h—1 ) 13, TE & 50 0 E R
DEYFHRISEERBR TN RS54 > (HM24ESH19H HAKER
0319551%5) JIcEDE, ¥)X7 U 70P 8 10mg [h—"7 ) Z{ZiE
BN Uz & &, IRHEEICE D X B EIIC RS E ARSI N2
) AHN D KR FIE5~10me/ H TH 5.

17. ERPRAEE

17.1 BHMERVRSHICET 258

17.1.1 2BIERRBE EXRE LR
(1) EMERREER
ERNOERABICBWT, ¥X7 ) 709 > #5mgXid10mgZ1
H1EH% 5 U z10126 17261 (17.0%) ICRIERNZED sz, £
TRBIERNE. #3661 (3.6%) . HiB18H (1.8%) . Mhasmese17H
7%, PRESEPATH 1. 7%) ZHTHo7z.2 (FIEIHEGERE)
- BRI (BrhEiE, D1692C000055%E%)26). 21
N7V T70Y 8L, 2.5, 5 T10mgD12EMEEICXD.
HbALClZ 7St RICEERTHBEICKTLE EHOKRBENZA
BIZ1HLESXZ10mg) . HbALcD /It R G4l &n3% (i
fil +FEHERRZE) 1, SmgRE (58) T-0.74+0.10% 10mght (52
#) T-0.80%0.10%Th >z, KiMbEOHEEFRFHEEGIZ. 7
S RBETL 9% (1451/544) . 5mgRETO% (0/58%1), 10mghET
1.9% (1B1/5260) T 0. BEEDRIMEEIFED SN,
TS ERMBIEERIEE R (EMmA&E, D1692C000065
5@28),29)
AN 70T 2 8E5 K UN0mg D248 RH#2 517 & U HbALcZ L&
DWERIILUTOEBOTHD., TITLRICHERTHERITKET L.
T, KEO TS REDE CEYMEEERERE) 13 5T
10mg# TENEN-1. 29+0. 35kg % Tf-1. 38%0. 35kg TH > 7=,
M DEEREFHEESZ, 7B REET% OF/874#]). 5SmghE
TO% (0f/86%1). 10mgHET2. 3% (24/88%) TdH V. FEEEDIE
MHFIEED SN o /.

£l o AMB EERIEAR QU DR

B EERI OHDALCZE LB ORI T O LBV TH o/,
*2 EHRAER Q4N ORR

HbAlc (NGSPi) (%)
e | =2 s .
P ooy | ozt | J2TE,
[ B195% (= 1 X ]
eGFR 602 _F90mL/min/1. 73m2 A
F5¢H (=57 7.59 (0.63) 0,10 5. 14] -
§R7) 705 E5mg (0=6) | 7.52 (0.79) Lot 00y |03 010
§R71) 707 8 mg (6D | 7.43 (0.58) 0. s s |04 0.10
eGFR 4504 F60mL/min/1. 73m2Ai
T5EH @=24) 7.34 (0.62) o3 013 -
SAZY 7OV Emg (0=23) | 7. 44 (0.53) Lo S0y |03 0.16)
§R7) 709 8lmg @=24) | 7.55 (0.70) Loy ooy |02 ©.16)

SD : (R, SE @ FEfEiE
eGFR 90mL/min/1. 73m2L4 EIZ DWW TIIFIE A Disnizd (F51R5E. ¥)87 U
702 2 §Edmg2fil. F/N7D) 7 0P U EEI0mg2f) . ARITIEED RN S I,
12) SR s A2 b R
-FERERNEREER (ERRUtOERBAELOHAREE.
D1692C000125tER) 30>, 31
FINT ) 70Y 2 fEbmg (10mg\ DR ZEE) OB KL U6
IEIZ X DHDAICBLEDR BRI TOEBO ThHo /2, T/,
HAETEREIC BT D52 DR — 2 T 1 EMN 5 D22 E R A2
k& CFEE HEHERZE) 13, -14. 3+21. 4mg/dL. KEELE
CEME + EEHERE) 13, -2.58+2.290kg TH > 7=, (KIBEDH %
FHFIEAIL, BMURERE2. 4% (661/24961)) . AV AKRZI)Vo L
7 BIGF I BE6. 6% (8%1/122%1) . DPP-4ARHZEHKIOF H#E3. 2% (241/62
B, a-Z)aT 5 —EHEAPLHEG 0F1/6161). EF 7 I
RRFAIGEHARE2. 8% QBI/7T1H) . F7 U 2 2 REKIGEHEEL 6%
(1f51/64610) . #EHBELA > 2D 240 H1OF 6. 1% (361/49
). GLP-1ZZ&AIEENEROF A RE6. 0% (3BI/5061) Tho/z. BEE
DIRIMBHIEERD S Nieho f=,
#3 IEEMENR G G2k DfER

HbAlc (NGSPf#) (%)

R=RAFA > | R=AF1 VM5

SEHfE (SD) DAt (SD)
FINTU T O G ARERERE (n=249) 7.53 (0. 76) -0.66 (0.71)
ZVRZIVT L7 KIpEHEE (n=122) 8.02 (0.84) -0.65 (0.70)
DPP-4BHEHIGFHIRE (n=62) 7.80 (0.91) -0.60 (0.57)
a-7) AT F—CREFIPAEE (0=61) 7.59 (0.73) -0.81 (0.67)
E77FA RREFIDIEE (0=69) 7.63 (0. 85) -0.63 (0. 69)
F7VIV D REROHEE (n=64) 7.94 (0.92) -0. 86 (0. 76)
FRNEA > 2 2 IMEERIE B (n=49) 7.49 (0.73) -0.76 (0. 65)
GLP-1Z A EBZEDE AT (n=50) 8.11 (0.92) -0.49 (0. 80)

HbAlc (NGSPfE) (%) ZEfERFIAE (mg/dL)

SD : FEUE(F %
SFINT ) T 0D g BRI O B AE R OHbALCZE L B O 5 R
BT EBYTH o=,
F4 BHEAER GEHER) DRsE

N=AFAY | R=ATAVE | TIRR | R=2AF1 Ul | 7TER
TAE | HSOLLEEY | L0 | ASOLLEE | Lok
(SD) (SE) (SE) (SE) (SE)
7 ItR 7.50 -0. 06 _ 5.8 _
(n=87) (0. 63) (0. 06) .17
FNR7) 70V V4mg | 7.50 -0. 41 0. 35% -8.6 -14. 4%
(n=86) (0.72) (0. 06) (0.09) (2.19) (2. 90)
ST 70T Emg | 7.46 -0.45 0. 39% -13.7 -19. 5%
(n=88) (0. 61) (0. 06) (0.09) (2. 15) (2. 89)

HbAlc (NGSPf#) (%)

N—=ATA EN5D
ZE{ki (SD)

eGFR 90mL/min/1. 73m?2L I

¥p<0.0001 SD : fEAE(FZE, SE : fREHEZE
TED Fs s AP 2 L i

YR 700 N 013) | -0.86 (0.78)
eGFR 602 _90mL/min/1. 73m2A i
YINTY 70D 2GR (n=175) ‘ -0.73 (0.63)
eGFR 4504 F60mL/min/1. 73m2A i
)57 709 GERAEER (6D | -0.43 (0.85)

SD : tEHE (R



(2) BHVERRAER

cHBEANOHREEEBRERERZEEZMRELAETSEARAWMBIET
BitER (BRI, MB1020295%ER)32). 39
HNENDOHFEEEHERERE (eGFRM30LL L60mL/min/
1. 73m2&3) 12 BV HHbALCE L RO EIIUTOEBDTH>
7zo

x5 TIARMBEEERILKAR Q4ER) OR5R
HbAlc (NGSPfE) (%)

N R -

P o0 | OB 02
EX(N
ISR (1-82) 8.53 (1.29) Lo, gg ol -
§870 707 85mg =89 | 8.30 (104) 0. 7’4‘)" a o | 008 .10
FR7Y 70V El0mg 08D | 8.22 (0.97) o, 7’70" “ oy |01 019
GFR302 1:45mL/min/1. 73m?Ai
75t H (1-33) 8.23 (1.20) Lo o 03] -
FR7Y 70V Esmg =) | 8.49 (1. 16) L1 (‘)(1) oe | 005 ©.2D
5371709 8lmg (=45 | 8.12 (1. 00) 0. gg: o 05 | 007 ©.21
GFR450 1-60mL/min/L. 73meAi
T5ER (0=40) 8.78 (1.32) Lo, g% 1 a5 -
Y1710 T0Y b5mg 0=3%) | 8.13 (0.93) o 5‘7) oy |03 029
57871705 8l0mg =32 | 8.25 (0. 89) 0. 52: o |03 020

SD : {E%EfzE. SE : BERGE

TE3) AL B T2
F72. eGFRM45LL E60mL/min/1. 73m2 A 0 Hr &5 B B h R it =&
BEICBT 2% 50G24E% O )N ) 702 285Kk M0mgh
DFEF AL ENED TSR EDE CEHE +ERERE) 13,
Ze g I I % C 2 N Eh-24. 8+12. 4mg/dLJ% f-24. 4+12. 7Tmg/dL.
RETZENZEN-1.9+0. Tkg & -2, 3+0. Tkg TH > /=,

(5.3, 8.2, 11. 1. 1&H]
17. 2 LSRR RAES
17. 2.1 BUERFEZERARELER
) 7S eARMB_EERIEGR OPP-4EERLDHBESOA
VAN I E DBtRER. D1692C000135tER) 4. 39). 36)
eGFRA%45mL/min/1. 73m2LA - D28 R B F 2R E L. 1>
2 8 (0. 28467 /kg/ H LA LN DI5EAL/ HEL L) @B IS
DPP-4[HEH & Ot REICIA, F/)8NF YU 70Y > éEdmght i
16 % 512 BV DHDALCEL B D RIZU F O EBO TH > 7z,
(I DA EELFHREEIL. 16EMO _E5HEGHTIZS N
70 7OY st AEEL. 5% 4fl/12361) . 7T RO ARE23. 3%
(14%1/6061) Tdh -7z,
£6 A 2R DEA L O ARERE (6EI) DR

HbAlc (NGSPf#) (%)

R—=AFA > | R=2A71 linb AT A
S (SD) | OZ{LEE (SE) &ED# (SE)

72 REHEE (n=60) 8.49 (0.93) 0.05 (0.0904)
FRT) 70 AR 0=122) 8.26 (0.79) -0.55 (0. 0638)

-0. 60% (0. 1053)

3p<0. 0001 SD : fEHEfRZ, SE @ fEfERE

TE4) R AT &
16EM O —EERINCY N ) 702 D eEHHBICE D 1T 50,
3G EABDIEEHRMITRITL. FNF U 70D 2% 52 8Btk
5 (ANZY70Y  EI0mgNOHEEZEE) LERICBN
T. HbAlc (NGSPfE) O&{bE (FEHERZE) X, -0.74

0.746) % (122f) T >z, KIEDOH FEFFSIEBIHI G352

MIZINT U 709 2 8Eht % 58 T35. 0% (43%1/12361) TH V.
HEORMBHIED S hiah o7z,

18. EEZHFIR
18.1 E R
FRUTL - F)a—2HEER (SGLT) 213, BRI IR B
WHHELTHO., EMRME T/ I—- 2 2HRINT & 2E5
FHERBEATH 2, ¥X7) 702203, SGLT20 5 &M D]
WHL BN ER TH 5, ¥/37 0 709 03, BichiFs 7))L
I—ZOFINZEMEI L, RPN a—2PEzERET D LK
D, ZEEERUEHOMEET Y hO—)LEkET 5,503

18.2 SGLT2Ixtd 2 EEER

In vitro {82 T, #8770 Y 13, kb FSGLT2% REINHIT L E
U (Kif#i : 0.55nM), & DZRHEIZSGLTL (Kif : 810nM) & Dk
B CTHRITA00f5 N o /2o SGLTLIX. BRME OFE0. BRNICHEEL
TN A—ARIUIEET 2 FEBWMREKRTH 5,939
18.3 BRIV I — REEMEEER RV IFEE TR
EGHBERFETIVDOZDES v M SZ ) 70 > 2 HER L%
HUdBRT, RPZ)Va— 2 gkt B o & i 7)) a—
ABEEDRTNRD SN, /-, ZDFSy My NT Yy 7P
ZISHMRKEROHKE LR T, %5150 HOHAE T ToRHM
2L a— Z PRt B A B EICEmML, 2580 B RO 514HH
WENFNHE T OB FToliEdh 7)) a— 2 BEHREE
IR R L7z, 404D

HA NS RIFEREZ MR E LS T HRERGRRICBNT, ¥
NZU 70 10mgeEHkG LzE &, HH51IRCI4HHO#K 5424
BMETORMRPZIa— AP ML, #E513HHD
OGTT# D I B i DAUCo-anME T L 7=, D

19. BMASICET SEEHMR

S
15 1 O/\CHs

H OH

—f&4 1 #)37U 712> (Dapagliflozin)

{b%#4 . (1S) -1, 5-Anhydro-1-C - {4-chloro-3- [ (4-ethoxyphenyl)
methyl] phenyl} -D-glucitol

T - CaiHasClOs

45T ¢ 408. 87

% R Aa~HMEOBOMERTH D, Ay —IVITETRT<,
KIZHD TIRTFIZK <. AT ATiF & ERT RN,

20. BiRWEDERE
HSUIPTPY — b 5ED L 7813, il - B2 3lEl) 2 2 &,

22. A%
(Fg)z7a2 fedimg Thk—21)
100%¢ [10%¢X10 : PTP]

5008 [10%E <50 : PTP]
3008 [NT. HEIRFIAD]

(FRT) 702 8E10mg Th—71)

1008 [10$£X10 : PTP]
3008 NS, HIRFIAD]
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