20265223 1R (H1HR) EIRBYSGLT2PEZER BFAR¥mmsBES
e e BB PR A A 873969
R S o 9 KT 7-|:|-J L
SINOYIIJDZI5E Sme A,
IS BER R SINDUDJDZiDn OmgB#.
5mg 10mg

Dapagliflozin Tablets 5mg - 10mg “NISSIN”

E) ER-EMEOAFEICLIVERTEL

AR E S| 30800AMK00031
ERFE R %A

30800AMX00032

2. B3 CROBEICIIHRSLRNWIE)

2.1 FH DR UBBUEDERED H 5 BH

2.2 HET b—Y R, BERREEREIIEIEROSRE (WK,
YAY VL ERN LB MEDRIENBEL 72D DTAHFD
BEIFE X 300, ]

2.3 EERGYE. FMmik. ERWIMEOHLREE (1) Y
TEHIC & B MAEEHENE DD TEAFDESITES 720, ]

3. #ARK - MR
3.1 #8Rk
B4, 7Y 7OV e | 2870 709 kel Ong
— [ [E#i)
SR 1§eh 1§k
BRES N7 71V vhng 2570709 10ng
EEZZEMEER HLFoNTY JOARE Ry, 8§
—— Rl . ()

VEER TRV A, BV HEEKFM, RYE=ILT
Va—)v EaF A, <20 d—Ib4000

3.2 EHIOMER

B, ENTYTaY v gEsng | HNTY 70D EElOng
7 N=F N=F
T REO~BEBDT7 1 NVL | BEO~BEHBDT 1V L
dA—F 4 VIHE dA—F 4 VIHE
10 10
$%7% : 6. lmm $54% ¢ 7. 6mn
REX €= - 2. 6mm $EE 3. 4mm
HE: T9mg E& : 156mg
AEFR| NS ARXZY 7Yy 5 NS &7 oavy 10

4. DHEEXIIHNR
2BUERRR

5. MEEXIIFIRICERET iF=

b.1 AFNF2BERE L 2 I N /-BHEITH U TOAMER L, 154E
RRDBEEIIIHZRE LW &,

5.2 EEDBHEEZEDH 5 BEXIIENHORPERLEETIX
AFKIOMBENEIFCTERVAED, HELRVI L, [8.2, 9.2.1&
1]

5.3 FEEDBHEEEEEDH 5 BE TEIARIOMEN+2IBSH
BRWATREMEN D 5 D THEDONEM 2 EE KI5 2L, (8.2,
9.2.2, 16.6.1, 17.1. 18]

5.4 RE|IDEAILD 65 UDERBEBEOERTH 2 BEEE, &
R E DI T2 ECHIRBR D RIGEICBVEE TS Z
k.,

6. AERUFAE
BE. RACIZENRTY 7uY v e UTngk | HIERO#KET 5,
BB MERTAEGEITIE, BB e IR L 25 10nglH
IENZEET S LN TE S,

8. EELEANGER
8.1 AFIDMERIZH /= »> Tl BEIH URIEEER & OZ DXL
FEZDOWTHAEAT A2, [9.1.3, 11. 1. 158]

8.2 AF#FE5dz, MEZ VT F=2DERXIZeCFROBETHRAS
NBEZEeNHBDT, BHEEL EHNIIRE TS Z &, BilERE
EDHIBETIEIRBEEZ THICEEL., MBAIZeGRD
45nL/min/1. T3mRIE IE T U ABSRBEDH L2 KT 3 2
&, [5.20 5.3, 9.2.1. 9.2.2, 17.1. 1]

8.3 AREIDFRIERIZEL YD ZR-BERVDASND I WD D, /2.
EEENFDTE L NHBDTHREE ST, HEELRKS
WRETOLOEETLIZ L, FIFRERDERIULPTVEA
% (k. BHEEEEDH LEE. FRFAHBAERES) 28V
T, BACOBERBE YT R 7Y R—Y A, BiREES MEEEER,
BEZE 2 S Mg ERESEDFRRICEETA22,[9.1.1,9.2.2,
9.8, 10.2, 11.1.3, 11.1.458]

8.4 AFFRE L, MEEL2EHNIRETS L 612, BEE2+H
IWEBEL, BICRSMSEORBERIZOVTEREILY 2, AF
230 ARE LU TCEEBTTHRIBE, JV#ETEEZ SNhBE
BErERETDIIL,

8.5 REBBEROMBBLEZEI L, BRBL. ARTROKEER
DEFEMBEL (7 NV=TiE), RIVEEDEERBYWEICED
MDD, R R OMEIRBEGEORER R T Z ORLAFEIZD
WTEEITHETS 2L, [9.1.2, 11.1. 28]

8.6 AFIDIEREFTH B FEH /I a1 — AHMEEERIC LY, I
Oy N O—DRIFTH > TERBRENTTEL, 7 h—
ANMBHEHON, TRTY RV RIELZIeWH 5,

8.6.1 ELVWIMHED LR EZHEDLRVGEENH S0, LTORIZE
BydZe, [111.428E]

(1) B - 1B, SaEGE. BE. BER OB, AR TR,
BHEELOERNAD SNAGEEIIE. MHXITERA T h v
HEEE2EORBELERT I 2L, BEENTDSNAESITIE
BeE5EdEL, BURLEBETOZ L,

(2) Bz, 1 YA VHWEEDET. VAV VEFIDRED T
1k, BELEEEIGHIE. AEEITRE, BYYE. BkzE>
BEIIT N7V R—=Y R FHBELPTVOT, BRE2+o912
752k,

(3) BEIZNL, UTDHEEETLEZ L,
< N7V K=Y AR (B - B, AAEE, R, EE
ROVE, BRRK. IPREE BHEES),

T RT7 Y RV ZADERPBED S NZBEITIXED ITEEK
e isIL,
cMBEENEETRS EET MNP Y R=UZANKE LB L,

8.6.2 KK & SCLT2AER DR S hik#4, MAFH LRI S T8
XhdIVESREIZINVI—=2AHRROT 8 7Y K=Y A0E
UEBIASRE X TWE 2D, HEIIGUTREZEET SR
PEEEHITITO 2k, [11.1.488]

8.7 iRAE, ER., TRHPDIVIIREADEREETLIEEIZED
Tlh, FNODOBELEL TR L LEIMBITORELEET S
Ze&,

8.8 AHFNIEEIZ & ZHERDIPHEINT VS /280, BEDKERE
PFEETH L,

8.9 (RIFFHEREZRITINRHBDT, SFE¥E. HEIEDER
LIIRELCVIEEIIHRE T XFEETSI L, [11.1. 15
1]

9. BENERZHEIIEEICHIIIER

9.1 GHHE - BIEESENHSBE

9.1.1 BUKEEI LY TWEE (MFEIY bO—ILBMEDTRRD
BE, B, NRAFAEES)
AHIORRERICE Y BIKERZTHEZADNH S, [8.3, 10.2,
11. 1. 3204

9.1.2 FREBRRG:, MEBRBHRDH B BE
FEREBAIEEETDH S, [8.5. 11.1. 28]



9.1.3 BRMFEEZRE I THENDH S LUTDEEXILRE [8.1,

11. 1. 158&]

- T EARETEXIEIERET 227085

- SRERRRE
- HLERIRTE

- NRAN G B EEE

- REENEOTE N IRFREDEE
- BUWERER 217D B

- BEDT IV a—IVAEEE

9.2 BirEREEE

9.2.1 EENEBHEEESEEXITENPOXREEFLESE
BELRNZ L, AEIOSENEFTI 2,
eGFRA30mL/min/1. T3m*KifEH B W T KREAR A2 (ESRD) DEHIZ
BT BEERABRIIERL TV, [6.2. 8.2, 16.6. =]

9.2.2 PEEDSHAEEES
BEDOREMEEEIZHET S 2L, AXIOFEIRMRIZE e
IRET B 728, HEGEHIIZeGFRAM5NL/min/ 1. T3mREIET U=
BETIE. AFOMEN+ITBSNRCATREED D S, [5.3.
8.2. 8.3. 16.6. 1]

9.3 eSS

HEOHHKEREEDH 2 BEENR L UABREARIZERL TH

ARN

9.5 tHF

AR SUTIEIR L TV S FREME D b 2 WHITII AR 2 B 58T, 1
VA VERERFERTS I, HIRFOREIIET 2L a MR
ML INTORY, BYER (v b)) IZ8WT, b bOrEES

IR ORI 57 I OBRE R OEZ2IH~OHDREIZ LY,

AR R T O B | B B e O PR DHIRARAYIRD 5 17z & DR
ENDH D, . RKEOBMER (5 v ) THRENOBITHER

EXNTWVWS,
9.6 I

BAHURWIZENEE L, 7Y MTHHHADBITHRE I

T3,
9.7 1pIR

NREENG L UABMER R 2 BT L UZERREARIEE

LTV,
9.8 SEE

FiRER (D8%) ORHMMENSSENNH S, [8.3, 11.1.3

B

Z AN

10. HEFA

AFNTEL UT, UGTIANIC X B V70 v BEaaIc LV REIN

5, [16.458]

10.2 HAEER (BRAICERIBL)

HH4E ERFREIR - HEB A TE e - fakRT

PER S (EMBEDFEBUER T B | MFERE TR AHFEANNIC
1A EFE Zl, BT, AVRY Y | R R BETNANH D,
ANHEZNT L TH | A ZAVH= oLy

FTIV I UREA | FIUSHEE A Y AY V

U7 RRER | S IMEER OBE &R
a-ZNVAVE—=¥|THIL,

BHEH

WHELA A U5

IMEHER]

DPP-AFH ]

CGLP-1Z AR EB

%

[11. 1. 1&8]]
MFERE TR & 88543 | HHARHILIMAE D > o — | B TEAM SR Y h
% FH VIZER L, M¥EE. 7| 5,

B T DB DIRREE 431

U FOVEEK BELENSHRETEZ

T/ 73 VEMULEER | &,

PREHRl %
MAFERE TVER 28599 | fHARILIMAE D > o — | MEER TERAMNEE S
% FH VIZER L, M¥EE. 7| 5.

BB RERIVE Y DAtEE DIRRE = +431C

RRARRILE ~ BELENSHRETEZ

7RIV & L,
| pREE MBS URREORE | FIRIEAMEEI NS,
N—THIREE RRHBTIRLERTD

YA T7HA RRAR| 2 &,

® %

[8.3. 9.1.1, 11. 1.3,

16.7. 28]

) F 77 KEIH VF D LADERMNETY | U F U LDOBHM & ExE
REEY F 77 L hdB8Zh»H 5, THI LK, MEY

FULBEENMETTHT
BEMEDND B

1. BWER
ROBWEEMND S5hNd ZeNHdDT, BEEFHITH, B
HNRDSNEIGEIIIRE LRI TR B RLERZTS 2
R

1.1 EXLEWER

11.1.1 {R#E (EERE)

EIEEDH 5 hhd 2 LhdhEDT, (EILEERAED &5
A3, BEE2ELAEREERNT SR CEYBRLBETS Z L,
EREU, a-ZVayZ—YHER ORI T RUELERET
52k, [8.1. 8.9, 9.1.3. 10.2. 17.1.1&H8]

11.1.2 BEEBRX (0. %K) =, SMNESRUSISERDIRFEIERFIER
(DIV=IiE) GEERED) =D, BUmEE (0. 1%k5H) =D
BERBL., N ROKEHOEIRMEGHESL (7IIV=TEEH) »
HShh, RIE BUILEES 3y Z7588) 2B L2 H 5,
[8.5. 9.1.25H]

11.1.3 Bk (BEEREH) =D
8. %R, SR, IFETZE0OmRNH S bhBikrgEhbhd
BEIZIE, REDRREOHEZMEZITO Z &, BKIZH Xk
XNEEL SO M - EREZFE2HREL AN REINTVWS,
[8.3. 9.1.1. 9.8, 10.2&H]

11.1.4 5+ PYR—IR (BEETHA)
MPEENEETR E, TRTY R—V R BRETF N7 R—
VRAEED) BNhSbhd I endHd, [8.3. 8.6.1. 8.6.2, 17.1.1
2]

1.2 ZDfhDEWER

%50 E 1~ 5%kt 1%k $ARE AR
PRk (B | RESESR (B
BYE | h v Y X E | BssE)
)
3 A BT Y
8 N H810
376 S /[N E) —
RO R A ;;W ,E 2 ;7
S C ¥
R
N . 8 | TR R
Hibse Fob. 1T
o z%ﬁ\%@
B 5
SR, RENR | BHmERE,
Bl m HE PR R
\ . R
KRR BHE
B HRE5IE
HeTEEe 7 5 | SRR
, EIE, (K
TEIRER o
BER. BH
Z0ff . RERD,
EER

QEIERBEEZE 2R L U AR (D1692000005 5 54 |

D1692C000063E& &% UD1692C00012:8E8) FDAEIZIVEHL /-,

E1) 2BERBFEREE N R & UABERHAER (D169200000550 58,
D1692C0000634BR &% U'D1692C00012:888) EDEELEWERADE
HIZEVEHRLU X,

1E2) 2BERBEREE N R & U AR (D1692C000055K 58,
D1692C000063ER &% UD1692C00012:8ER) EDEEIZ LV EH L
7o

12. BRFRRERRICRIFIHE
AFIOVERARERFIZ & V) . AFIRRAPIZRFESG M. M3E1, 5-AG (1, 5-
Tre RaZy =) KiEEZRT. RERCILEL 5-AGDR
ERERIZ, MFEIY S O—IVDSELITRSRVDTERETSZ
L,

14, BRLDER

14.1 REIRZMHFOER
PTPEEDFEANLPTPY — b NSHMYU U TIRAT 2 L 58T 2
Z &, PIPY—FDEERIZL Y BOSATAREREARIA L.
BI3FA S I U THIRAREDEE LAMELHE TSI &
BH5,



15. ZO/MDER

15.1 BREREAICE D < 15K
2RI FRIRERE 2B B ERADERRBROHEMEITIZE VT, £
TOESEBEORRENSIIAKEE L NBHETRBTH > 1205, BB
PUER OHE CIIAFIFETEWVMERNRD SNz, LA LENS,
RSB S BEME R OB £ THEHRTH - 2 e h
5. WThOEEIZBEWTE AR L DREBRISHEL XN TV
W,

15.2 JEERPREABRICE D <IEER
FIEMDH D VITERFEITRD ST VRN,

16. ZEYIEHRE

16.1 MAGERE

16.1.1 BEE#ES5" 2
{RERRE AN BMEGEIZ 2827 ) 7Y 02, 5% KON 0mg % Z2RE R |- B AR O 1%
HUkeE, ZANR7) 709y OMmETEEITE SN R ICREHEISE
U, TERFEREIZHI8~ 12 TH - 7,

£l BEROBERDOINTY 70Dy DEMEENT A —4

®E5E Coax® fo () ° AUCins*
(mg) (ng/mL) (ng - h/mL)

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 BATOE (ZEREK). b PRiE (B/IME &KE), ¢ BiTrE (R
=)

16.1.2 RiE®RS
2RUBEFRRBE N &322 7Y V82, 5% RO 0ng% 1 H 1[E 14H BRER
O#%5 L%, #514HBIZBI) 2% E5EDCud48% T 191ng/mL, AUC- 1%
15T% O 72Tng - h/mlTH Y, BREEEILL. 28K VL 21TH - 720

16.1.3 BEDFE
TR A9z 28270 70V Uil ng 2 2R I3EREBE A 0 —&
EEE (B) KRB UL X, RSN TS BBIEESEDZNTY 7
1Y Y O S OFAUC DEEAT I L (0REFER ) 13, ZH 2 h0. 550 (0. 499,
0.606) %7*0.973 (0.943,1.004) Tdh o7, BEERES Dt DFRIEX, 22
IER§E S & HR L 25RSRLEIEL 7= (AEAT—%) ¥,

16.1.4 EYIFHREEARR

(FNRJ)I0I810mg TEEL
AN 7OV El0ng THH] & 74— HiEllng%, 70 AA4—N—k
L&V ZENThIgE (FRX7Y 7090 e LTl0ng) BERASFICHEER
BEREO#%S U Tl REARE 2 JIE U BN BN S A —
% (AUC, Cmax) 12 D\ T I0MEFER RIEI TRESHRMT 247 - 755, 1og (0. 80)
~log (1.25) OFEATHY . FHAIDOEMENREEI RSN,

zR2 FMERENT A—& (EWENRSFERER)
HENG A—& SENTA—K
AUCo-s5 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)

577.27+136.74|188.63+£49.04| 1.0£0.5 [9.80%5.78

tiz (h) ¢

anRzyyavy
$iElomg [HERI
7 A —H8E10mg |583.60£136.06]|194.38+52.28| 0.9+0.4 [9.87+£3.51

(Mean=£S$.D., n=27)

(ng/mlL)
250
200 - Z Y7 bE0mgl A )
—o- 74— HHE10mg
Mean=*S.D., n=27
i 150
o
4
s
BE 100
50
0 . | ! n T . e

0 4 8 12 16 20 24 28 32 36 40 44 48
E#Frﬁ(hl”)

MEEFREM CIAUC, (maxZBED/NT A — &%, HEREDBIR, AEOEFER
5 - B OFEBRRMIC L > TRRDTREMND B,

16.2 MRUR
BERABEIENCZ 7Y 709 U 4E10ng & ZEERICROKE L, 01
RIS [MC] A7) 7Y 80 u ek I NI TEIRMNIES L7z b ¥
NAFTRASEYF 4 1FI8%TH»>7= HEAF—Z) V.,

16.3 2%
n vitrolzBF3 879 7avy (0.5k05ue/nl) DOMFEAKER
CPEREMTE) 1391%TH - 72", BEERE. SHEEEREROEH
BEEEREIZ X827 70V U EEsing® &G, MEEWHERE R UIFIEAE
EFIZANRNTY) 7Y U EEIngE RS UL X, MEEARKER (TaER
) ISEEEERE TI392%, BHEREIER B, BiEESRE RO
EEE TIIHIIN%~5UTH > 7= GEAT—Z) O,
16.4
A7) 7aY vy OEREYIII-0-7 V70 BEEKTHY .. FEED
B CUGTIANT X VR % 21T 2% . AENBERERABMEC [C] 87
7aYr50ng® FEERROKE LA X, mEEHIE3-0-70 70 g
Ak (MEEFRHETREDR42%) . REMEK (#39%) . 2-0-Z Voo Vg
ek (F5%) RNV DIVKERLGR (94%) DM X0, FRPICIEEIZ3-0-
2V 70 v EgaAk REEOR61%) MRD Sz (HEAT—Z) 0,
InvitrolZHWT, #8270 709 U IFCYPIA2, CYP2A6, CYP2B6. CYP2CS.
CYP2C9, CYP2C19, CYP2D6 K UFCYP3A4 % FEEE+§", CYP1A2, CYP2B6 &2 UFCYP3A4/5
EFEL R 2, A7) 700 VIFUGTIANC RN U THVEERE 2R L
7= (IC>50uM) ™, [10. 28]
16.5 HEftt
AEANERERABMI0mgD [“C] ATV 7avvERELLL X, B
TRETREDTORMRAIZ, 21%0BE T HRME X /-, FEph S X EEDHI15%
MEREEE UTHIlt S e (MEAT—%) 09 (R B M6z
AN 7Y V2. 5% RO10ng & R EER OKS U2 L X, RE1L
fRE UTHREEDL 0RO 1528 51200564 £ TIZRPHEE X 7, 2
BRI ERE I #8277 ) 7Y V882, 5% RO 0ng% 1 H1[E 14H K E
BEUZLE REEKE UTERSEDL TR R WU &5 2405/ £ Tl
Reb Bt X =D
n vitrolZBWT, ANV 7Y VIdERT7 =4V NIV AR—Z—
(0AT3) RUEHT =AY b5V AR—Z =R RTFF R (0ATPIBI KR
0ATP1B3) 1Z3f U THVEEEEA %R L7 (10fEIXZ NEN33uM, 69 M,
SuM) o ENRTV 7V VIIPHEEADTH EB L 25N, P-HEEALHEE
Uo7,
16.6 HENEREEITHEE
16.6.1 Bidpems=
BEEERLA R OB FRIBERE 12 XX ) 70 Y Vigsimg™® 2 BEKRE L - &
x| BHENEELWERE (BEERA (861) KUCLer>80nl/ninTdh 52
BIERRERE (1261) 1o s 5. BEEREERERE (50<CLcr=80mL/min
TH52EMERERE 8F)). THEEBHERERE (30=Clcr=50nL/nin
TH52EWERRERE ) ROEEBHEEEESE (CLer<30nl/ninT
H VBRI TOROCBBERFRE (4H)) DCu X CAUC DAY
D (%EERXRE) &, ThEhl 142 (1.052,1.239) R U1.278
(1.189, 1.374), 1. 256 (1. 091, 1. 445) B U*1. 523 (1. 346, 1. 724) A TFIZ 1. 355
(1.123,1.633) KU1, 753 (1.486,2.068) TH-7 FEAF—&) D,
DRI RE IC A8 7a Y viEng® % 1HIETHRRERES L2
X, EERBICET 2 24HEOFREH &I, BREENER Th 2 28R
FREE TIE85e/H, BEDBHAREE % FF 028 RREE TIX52e/H, &+
EEOBHAERE L FHOIERREE TIZ18/H, EENOBHERE LR
DRBERFRRE TG/ BTH- = WEAT—Z) ¥, [6.3, 9.2.2%
1]
16.6.2 FFidAEREE
BERAROFEEREEZRIZANT ) 70V Vgl g2 BEES Lz L X,
TR (641) 123009 2 B (Chi 1 d-Pugh£4ETA(641) ), % (Child-Pugh
S3¥ETB (6651)) ROEE (Child-Pugh/3ETC (66)) DIFHREEEEIZH
3B ENRT0 70T Y D0k OAUC DREAFEIDE (0WEEX M) 1.
ZHEh0.882(0.598, 1.301) KU1 033(0. 765, 1. 396). 1. 122(0. 761, 1. 654)
RO, 359(1. 007, 1. 836) 3 0Nz 1. 395(0. 946, 2. 056) K U1, 669 (1. 236, 2. 255)
Tho BEAF—&) V19,
16.7 EAEEER
16.7.1 ¥ERRBAR
AT &YV SR Y FFUO Y ALY RO X hFLI W
LOBRIZE Y. A7) 70V Y UL NS DFERIDOIEYBIREIIEERTIC
MY R ELZII Mo HEAT—X) .
RV A=A LRIz E Y. FNRTY 7Yy OEYERRIIFEL 21T
o7z,
16.7.2 FIpRER
v RozooF 7Y RY | TAZZ R LofAIckY, #87) 7ay
VXIEI NS OERDOEYERRIIEERAICHBEL R 2HELZ I o/
HEATF—%) . [10. 28]
16.7.3 ZDHDEEA
() NIHIF DD YN RGF I D
BERIZE D ENTY 7YY AT TS DOEEF| DO FEYBIREIXEERA 2 fHRE
L RDBHEEZ I Mo HEAT—2)
() UD7IEYUR | XTTFHLBY
BERIZE D ZRTY 7u Yy OEYBIRRILEE R B 2 2 E L 2
Rino - (HEAT—4) .
3) PWIFPIUIR IOdXIP
BERIZE D ENTY 7o E I NS DERDOEY BRI E L RIXX R
Mol HEAT—X) .
16.8 ZMDfth
(FINF)70OI dEsng T
ANV 7Y viEing THH 1. [EEMEL 580 ER /A OEYZER
FIZEMREBRAT 1 RT 1Y (SH2EIF1IH BEFEHK0319FE]1S) ) ITHED
%X A7V 7Y UEElOng THH] 2EEEHIE Uz X, BRHEEHICE
DEEMHEMIIAZ L ARINEY

) AFIOARAEII5~10ng/HTH 5,



17. BRERREE

17.1 BWERURLSHEICET SRR

17.1.1 2BMERAREBEENRE U2EER

(1) EPERRRERY
ENDERFAERIZE VT, A7) 70 v iEsmgXidling% 1 H 1 E#&%E U -
101245R 172451 (17. 0%) IZBIVEFAYERD & 7=, E72BIVER L. S8R 3661 (3. 6%).
1861 (1.8%). MEERRELTH (1.7%). FREREEGLTH] (1.7%) FTH-7,

(R EREE)

- AERISE (BhFSE. D1692C00005:488) -7
A7V 70V VEEL 2.5, SRO10ngD I 2B S LY. WALk T T &R
ICHANTHERIVET U (RFIOAR I W-FARIXIE1E5XIX10mg). HbAlc
DT TR G4l Loz (FHaEEiEHERE) 1L, SngBE (586) T-0.74
+0.10%. 10mg#t (524) T-0.80%0. 10%TdH > /=, {KIMFEDEEHHFKIHE|
Gk, T RAREETL % (1451/541). SmgBET0% (051/58(51). 10mgEETL. 9%

(141/52681) THY . BEEMRIMMEIRD SNEho7z,

« FSERHBEERILEERER (BREEA. D1692C000065858) 2
ANT) 70D VSR OT0ng D 24BE# 512 & Y HDALcELEDFERIZIT
DBV THY ., TIRRIZHRTERIUET U 2, £/, AED TSI RE
D (FIE L EREREE) 13, 5K U 10ngBETENZ -1, 29+0. 35kg R U-1. 38
+0.35kgTdh o /=, BIEOEEERHREIEIL. 77 2 RETON (041/87
). SmgEET0% (041/8641). 10mgBET2.3% (2451/88%) THY . BEEDKIML
FEIZRD SN 7z,

£1 TobRNBEERERER QLER) DiER
HbAlc (NGSPfE) (%) ZEHERFIME (ng/dL)
e PSS L] IR PSS Y2 RN
L L AR VLT T Al
(SD) £ (SE) & (SE)
e 7.50 =006 — 5.8 ~
(n=87) (0.63) (0. 06) (2.17)
f';f/‘;;nm 7.50 0.41 | -0.35% 8.6 -14. 4%
IEME | (0.72) (0. 06) (0. 09) (2.19) (2.90)
(n=86)
f}f/‘ﬁglgm;“ 7.46 0.45 | -0.39% | 1.7 | -19.5%
il 0.6) | (0.08) | 0.09) | (2.15) (2.89)
5p<0.0001 SD : BYE(RE. SE : =
1E]) RABEALEEE
BHEEERI DHDALCELEDERIIUT DL BV TH- /=,
#2 BEHEER] Q4ERE) DR
HbAlc (NGSPRE) (%)
Reagqy | NTRTAVERS | oy k0
A58 (5D) DELE (s8)
[ TEAE9 5%/ HE R fE ]
eGFR 6024 90mL/min/ 1. 73m*ok i
F5%®R (n=57) | 7.59 (0.63) | -0.01 [-0.15, 0. 14] —
AT A= % _ _ _ _
A 7.52 (0.79) | -0.37 [-0.51,-0.23]| -0.37 (0.10)
ANZyzavy ~ ~ ~ ~
AN S 7.43 (0.58) |-0.50 [-0.64,0.361| -0.49 (0.10)
eGFR 4524 E60mL/min/1. 73m*oR i
F5%R (n=24) | 7.34 (0.62) | -0.10 [-0.32,0.13] —
ANZyzavy ~ ~ ~ ~
A 7.44 (0.53) |-0.46 [-0.69,-0.23]| -0.37 (0.16)
ANZyzavy ~ ~ ~ ~
o o 7.55 (0.70) |-0.31 [-0.53,-0.08]| -0.21 (0.16)

SD : ME#EfRZE, SE @ fEnEERE

eGFR 90mL/min/1. T3m LA I DO TIIFEEAD RN 28 (75 2 R6F, &85
Y7oy UoiEsng2l, A7) 7a Y EEIng2fl), KRIZIZED Lo,
¥2) ABFEALEEE

. 3?‘5#&5@%2—?3@ (B R UMt DFERBAZR & DRSS, D1692C00012
2R 02
ATV 7Y iEing (Ing \DEEEED) OBMKOHABREICLS
HbALCE L EDIERIIUT DL B THo 7z, /o, BMEERIZE ) 552
BREDOR—AF A VENSDERIFMEELE CFHEEERE) &
-14.3%21. 4mg/dL. ARELE (FHELFEEERZE) 1. -2.58+2.2%eT
Bl BIEOHEELHFENGIE, BMBERED. 4% (661/24941). AV
RV L T EIGEFEEEG. 6% (841/12241) . DPP-ARHEXIGEFHES. 2% (2451/62
B, a-7Nayx—YHEERRRN (0F/6141). €77 F1 RREH
BEREL2. 8% (BI/T16), F7 V'V T REHKIGLHEEL 6% (141/64%1), 2
Bl V2 Vo IMEERIBEREES. 1% (361/4961) . GLP-12AMEBIZEHE A
6.0% (3f51/50f) Th -7, BEDRMIEILERD 5NN 57z,

=3 FFERRLSHER (GLER) OfR

HbAlc (NGSPAE) (%)

R=ZA5A V| R=2A54 V&

SEafE (SD) |[h6DZE{LE (SD)
HRTY T G (1=249) | 7.53 (0.76) | ~0.66 (0.71)
ZUAR= T L 7GR (n=122) 8.02(0.84) | —0.65 (0.70)
DPP-AFEEAGHRIEE (n=62) 7.80 (0.91) | 0.60 (0.57)
Q-7 aY H—CHEAIGERE (=61) | 7.59(0.73) | -0.81 (0.67)
C7 71 RRFEAGREE (1-69) 7.63(0.85) | -0.63 (0.69)
F7IY T REAIGEE (n-64) 7.94(0.92) | —0.86 (0.76)
%ffﬁ){ YAV Y ARAERGRRE 1 40 0.13) | -0.76 (0.65)
GLP- 1 B A IEBRGE R (n=50) 8.11(0.92) | -0.49 (0.80)

SD : fEHE(RZE

FNT) 70D R RIERE DO BRI DHbAL BB DRERIZUT D &

BOThH-o7,

x4 Bikeenl (52BRK) OFER

HbAlc (NGSPfE) (%)
R=ZA 51 VEHSDELE (D)
eGFR 90mL/min/1. 73m*A_E
ANTY 7aY v hEREEE
2 (13) ~0.86 (0.78)
eGFR 604 E90mL/min/1. 73m*aRi
ANRZY 70D hER Rk
B (1=175) -0.73 (0.63)
eGFR 4584 E60mL/min/1. 73m* i
ANTY 7aY v hEE Rk
2 (i) ~0.43 (0.85)
SD : fEHE(RZE
(2) BHERREER
AEADHEEBREREEEENRE VLTS EANRBREERER (B

JREE. MB1020298%)
HEADFEEEHAERE (eGFRATILIL60NL/min/1. T3nKE) 128
1} BHDALCEALBDIERIZUT O L BY TH o =,

R TIRHR_EEREGR (Q4ER) ORR

HbAlc (NGSP{E) (%)
Re=R54Y N“*;é;ﬁ’b’b@ FoeREDE
TA9E (SD) e (SE)
[FE195%(E 4B X ]

2R
7SR (n=82) 8.53 (1.29) -0.32 [-0.66,0.01] —
LAY/ Rl VA
§5mg (n=83) 8.30 (1.04) | -0.41 [-0.74,-0.07] -0.08 (0.14)
LAY/ Rl VA
§10ng (n=82) 8.22 (0.97) | -0.44 [-0.77,-0.10] -0.11 (0. 15)
eGFR 3084 E45mL/min/1. 73m*sKiE
7SR (n=33) 8.23 (1.20) -0.52 [-1.08,0.03] —
LAY/ Rl VA
§5mg (n=41) 8.49 (1.16) -0.47 [-1.01,0. 06] 0.05 (0.21)
ERAT AR A=Y
§10ng (n=45) 8.12 (1.00) -0.45 [-0.96,0. 05] 0.07 (0.21)
eGFR 4584 E60mL/min/1. 73m*KiE
75k (n=40) 8.78 (1.32) -0.11 [-0.57,0.35] —
A7) 70y - i} 7
§5mg (n=35) 8.13 (0.93) 0.47 [-0.97,0.02] 0.37 (0.23)
LAY/ Rl VA
$10ng (n=32) 8.25 (0.89) -0.44 [-0.94,0.07] -0.33 (0.24)

SD : FR¥EMRZE. SE : fRMERAE

%3)

AR AR

F 7z, eGFRAYSLAE60nL/min/1. T3nREDHEFEBEHIEREEE BT S
BERB2GBHBOZ NI 710DV EES R O 10ngBED TR ATHIELED
ToeRenE (FHEEEHEEE) 13, ZERIECTTHTH-24.8%
12. 4mg/dL K O'-24. 4 £ 12. Tng/dL, ARETENEN-1.9%0. Thg R V-2.3%
0.7kgTH > 7=,

[5.3. 8.2, 1L 1. 18]

17.2 BERTRAES
17.2.1 EhERRGTHERARAER

(1) FSERBBETREERR OPP-AEER-DHEESLI VRUY
SIEI & DHAESE,. D1692C000135%88)
eGFRA45mL/min/1. T3m A LD 2RISR BE 2R L L, 1V A Y VEF|
(0. 2547 /ke/ B BL A 15850/ H BLE) 0D B X DPP-4BH 253K & DA
FEEIZI ., &%) 70DV gEsne i 1 6B S 51T BHbAlcE(LED
BERIILTOLBY THo -, RIEOHEELHKFLESIE. 16BHD_E
ERIGEHTIEZNTY 70 VA9, 5% (2461/12361). 75 & R
FARE23. 3% (14651/60%1) TH - 7=,



®6 A A EF e DHtAEERR (16EF) DORR

HbAlc (NGSPME) (%)

R=RATAVEY | R=AF A VEN| TIREDE
& (SD) SDELE™ (SE) (SE)

75w RGEARE
(n=60)
ARTY 7Yy

8.49 (0.93) 0.05 (0.0904)

-0.60% (0. 1053)

SEBHIRE (n=122) 8.26 (0.79) -0.55 (0.0638)

Xp<0.0001 SD : FE¥EfRZE, SE : EYERRZE
E4) FARFAHEITEE

16EMDZEERIIC AT 709 VEEFRAREIZENY 1 S, 36ERMD
FEERENIBIT L, X7 70D U iE Bk R S (F7 ) oy
VEEIOmgADEEEZ &) ULERIZH VT, HbAle (NGSPIE) DZ&fhE (1E
HefFZ) 1%, -0.74 (0.746) % (122f]) TdH -7z, (KMMEDHEEZHKIERE
BIFSLEM AT 7u Y Vg ARSHT5. 0% (4361/12341) THY.
HEDRMAEIZRD SHBh -/,

18. FXFIE

18.1 {ERRF
FRUDL - 2V a—AEEAE (SGLT) 20F. BREEIEEMIZHEL
THY GEMFRME TN I — A2 FIRINT %525 EELEEATH
2% ZNRZY 7Y Uik, SCLT2OBAM A DA 2 BIRHIEEXITH
20 @Ry 7aYviE, BliB3 7V 1—-A0HERREME L. R
7V 3 —2HE R RET S Z 2T &) EEBROBBOMET Y hO—
NeET 5,

18.2 SGLT2ICxt9 SRAE/EA
In vitrogtBRT, ZX7'0 7Y%, & MSGLT & EIRMICIHEL (Kf# :
0.550M) . Z OERMEIZSGLT] (Kifif : 810nM) & DELEETHI400f5E M- 7=,
SCLTHE. BRMEDIE,. BRICEEL TY/IV a—ARIUZES 5 EE 2
A A THBY

18.3 RAFJIVI—REEHBE/ER RO IIHEE TR
BERERBET VOIS Y MIZRZ) 70V Y 2 BERAOKE L 23R
BT, RV a—APuttED#EME £ MR 70 1 — AEEDET AR
HoNEY , F PS5y MIEXRZY 7aYrESERREROKS L
B TIX. %5 15H BB T CORF IV 31— AHE &I HEMENIC
iU, #53HERCEREI4HBIZZNTNER T ROEBE T ToMmiEHR
TN A—ABEIIAEREMET LAY,
HAANBMEREERE 2 NE L UEE | HRERSRRIZBVT, 457
7aYvIngkHE Uz %, H#E51IKROI4HEHDOHREZURER E TORE
R 7V 3— 2t &3 U, %5138 B DOGTTHE D MAEEDAUC)wAME
TUEY,

19. B2 ICET SIBMEFRIENR
— R HE © X837 7YY (Dapagliflozin)
b2 (18)-1, 5-Anhydro-1-(-{4-chloro-3-[ (4-ethoxyphenyl)methyl]
phenyl}-D-glucitol
HFR : CulasC10s
HFE : 408.87
g

% R AB~BEAROMERTH S, AZ ) —INIEITPT L. KITED
THEHIK L AT ZUVITIZFE A LB R,

20. R\ EDEE
BSUIPTPY — FMSED L =& 1E, BiR - SiRe#rs 2,

22. a%
(FINF)70OI sEsng TR
1008 (108 (PTP) x10]
30088 [NT. EZIEHIAY]
(FRJ)IJOIURI0mg TEHEI
10082 [1088 (PTP) x10]
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