20204F7 HekaT (55160

A A P i 0 B 75

873969

$£10mg $E25mg
22600AMX013870001 22600 AM X 01386000
20154F2H

i
52 B 46

EIRAYSGLT2REH| — 2B FE IR ia AR —

TN Ty B

Bk I o LR

Ha0HE - 34

ST A7 YA 10mg ]

\Y A\

YT AV SR i 25mg
Jardiance" Tablets 10mg- 25mg

) EE-EMEOMTEIIL YT A L

A

Boehringer
Ingelheim

e,

® = B Eki

2. BR(RDBFEICRFBELEVI &)

2.1 REOBSHR UBBUEOBEEREO S 5 HE

2.2 HERET b — AL BERIEEEIE SO LA O B
(BN A~ A 2 & B MR 2 B IS O L IE AT & 72
% O THREIOF G138 S 7w, ]

2.3 HEEKRAYE. Filimitc. EEL2NMEOH 585
[ 22 EFNC & 2 I EHEE N5 O TERF OG5

WS R0,

3. #RK - MR
3.1 fAmk
W 5% % Yx7 47 v A$l0mg | Vv T4 T v AHE25mg

1§EH 1§
TNy 7ayy 10mg|TrX7)70aT Yy 25mg

K G

MERR, St VO —A, e a3y 7ot
NO—A, ZHAH VAT —AF M)A, BEHEK T
AW, ATT)VERY 7 AT A, bTOAO— X, R
IbF% >, v, ~raId—)V400, Ha="FR{L#k

oo Al

3.2 REDOMIK

Wi 5% %] Px 747 v Al0mg | Yy T4 T ¥ Aki2mg
I kit n 7 4 Vs a— Mg

oo G @)=
[iE2 £]9.1mm 11.1%x5.6mm

JE < 13.65mm 3.8mm

ES &1257mg 206mg

Fk T — ] S10 A S25

4. FHEERIIZNFE

2BIERR IR

5. REENIIZIRICEAET 2R

5.1 ARHNI2BIHEIRIE & ZWr S N2 BF IS LCoRMH L, 18
HEPRIFOEF I3 G2 L v Lo

5.2 KA OBEMIID 5 B> U OBERIFIEHR DR TH 2 LFRE,
HEEIRE 2 01T o 2 E TR T3 25 1R Y BT
HTl,

5.3 EEERRRER S B JULEN P OARIEA & EE TIEIAF O
RDPIFFCTE 720 F G- L a2 L6[8.3.9.2.1.16.6. 12 ]

5.4 HEFEERE B E E BE TIIAR DRSS T IcHE s e v
WREED D B O THRG OLEIEZHEIH W5 2 £o [8.3,
9.2.2, 16.6.1, 17.1.4%H]

6. BERUVHEE
SEL RACIZZ 87 ) 7a Y v b L Cl0me % 1 H LR AT
MIFFHERICRO¥G T 5. 8. BEALTHI AT &
W BER L 20 5 25mgl 1N 2 2 LA TE 5,
8. EELEANEE

8.1 AHDMEHIZH 72> TE, BHFIT UIRIIHERER S 0N ¢ D%t
WIFFACOWTHBT 5 2 & [9.1.1, 11.1.15H]

8.2 AHIFLG- AL, Mm% EHAICHAE L., EHOMEZ IO,
AHFN &30 AT L CTHRMEPAR T3 26 113Gk~
DERREETHI L,

8.3 A#HIKZG X, M7 L7 F =R LiZeGFROK
THRALNDLZEHNHLDT, Bk 2 HmeEss2
o BB EREICBOTIIEEE o EE L. kI
eGFR2¥5mL/min/1.73m* kK4 (AR T L 723 & 3 5-o ik %
MEld 22k, [5.3, 5.4, 9.28MH]

8.4 JREZEG R OMEeEgeaR L, BhE%, el kr0aE
ERO BB (70 = T . MEESE O B 2 AR 12
LTl D, THREBEGEEIT) e CETREGEG R OESRIRI D 5
JEIER L. BSE LS EIIEY 2 EE1TH) & L b1, KB
WG U CHREREE R Z B35 2 & REGEG T OSBRI O FER
N ZDOXRF S PAZOWTEEIHAT 52 £,09.1.3.11.1.450]

8.5 RHNDOFRMEMIC L D LIR - BIRDALNL Z DD, F
Toy ARHRDBADT 52 LD DO T, WL ARSHREIT
FOEL, BI8r 15179 2 Lo Bk, MFEATEHOEE D
D L NTHAIE, RERHIHE O MY 2 ME X 1T 2 & FF
IR R R LT WEE (BE. SRR s g,
FIREEGEH B ELE) 2BV T, BKRSPHRIFEET 72 K—
DA, EEREESIEEGR . MEEL S - ERIESO
FHIEETAZ L, [9.1.2, 9.2.2, 9.8, 10.2, 11.1.28]

6 KFNOVEHBETFTh 5 7 )V 2 — ZHHIMEREERIC L Y,
AT > SO — VA BIFCH - CTOIRIRERAHICEL, 7 h—
VADRBHEDI, T RT Y R=YRAIRBLTERDH DL, FH L\
WO LA bRV ERDH L7200, UTORICEETLZ L,

8.6.1 LML, FARFE G BEE 70 1178 . P I Rl |
BB EZEOERD RO S NA10E, I SUSRP 7 - >
FHER EORETElT LI L, BENHDLNHAICIE
Bhaedib L, BURMEZIT) L,

8.6.2 JFIZ A ¥ A YWEEDIRT A » A1) Y EFI O Ik,
W 2 B FEIGHIPR . AEBHOR R, BRYYE. BKEZ ) HEIC
37 7Y F=Y AL T VWOT, BIRZE 4012479 2 &,

8.6.3 BHII L, LTFToHERETLI L,

N7V R = AOERCEG - W, EREGE. M. M
FE G, BRI, W, Bk EE)

7 NT Y R =Y AORERDFRD b N A IITE B IS EERE
Mazsdbl b,

CMAEEAEE TR EDT VT Y R—=V ARSI LIY 52
ks

[11.1.3%:0]

8.7 HERN#EE, MR, ZIRHDHWIIREADOIEREZ ET5EEZ BV
T, ZOWREELETHL L DI CORREEEBT L L,

8.8 KA L AEERMAVHME SN TVE-0, BEDKRE
WSS Ak,

9 KIMAEIRZ R T2 2B 50T, WFTEE. HEHOE
EEICHEF L TV A EHIHRGTALXEEETAI L1111
2]

©o

[=<]



BENEREHEII2REICET2AE

BHE - BEEEDH 2 8E

A BMEERCTEZhDH ZLUTICBIS 2 BEXITKE

T AR AE AR 2O RIS R 4

SRR, HUECIREE. ASHR 2 SEERN, AEEIEO
AT FEGGIRAE

B WA ES)

CBEEO 7OV O — VIS

[8.1. 11.1.1=M]

9.1.2 HAKZEIULPTVWEE(MEI> FO—ILHFIEHTHRR
NEE. SkE. FIRAGFREES)
[8.5. 10.2. 11.1.2&M]

9.1.3 R, MBRLEOHIEE
JEREEALS L BENDDH D [8.4. 11.1.48H]

9.2 BHEREERE

9.2.1 SEBHEBREREIBENPIORBEERLEE
B 5L Z AR FN ORI RDFEFT E 732\, [5.3.8.3.16.6. 1F 1]

9.2.2 hEEEHEETEE
WE- OV R EEICHITT S 2 ko AROEDST512ES
N WITEESED S 5, [5.4, 8.3, 8.5, 16.6.1, 17.1.4%l#]

9.3 IFipEREERE

9.3.1 BEHEEETEE
B R O 4t 21/ L L 2B RSEBRIZE G L T v v,
[16.6.2% ]

9.5 1T1@
TR AR L C W A AR D & 5 I IE. AH 2 5497,
AR VISR HT 5 2 L KEIOBIEE (T v )T,
v N ORI BN S 72 2 LB~ OBREIC LY, B
T OPRAIAE DR HE SN T Wb, T2 BIWER(S v M)
THRENOBITHE ST b,

9.6 ®Iiw
BIL W AT L, BER(T v M) T, Fith~o
BATOHEE STwnw by,

9.7 /B
INBEE R GR L LRI R R e R R & L 22 R R
FEfE LTV,

9.8 SiHE
— AR REAME T Ly BiAKEIR (17855 oA EN S B
FNHd b, [8.5. 11.1.28H]

9.8.1 75U LD EkE
E N O B S EE O PR A ENTIZ B WL 7oL BE ClE75
AR OB L L, ARI25melE TR IR O EHS
DIEHENE Do 720 [8.55H]

10. #HEER
ARAENTH G A IMAE P I TN REAR L L CHEET 2255, —
#H1XUGT2B7, UGT1A3, UGT1A8% (FUGTIAC X % 7 )L %
O UBIAEIC L W s N Y (S vy u VAR L LTIt
P RED 3. 3~T7 A%FFAET %) F 72 AFHNLP-HE& 1 (P-gp)
DIETHHY, [16.451E]

9.
9.1
9.1

10.2 GFAEE (BHRICERT S L)

A 455 ERPRAEIR - #8518 7 | B - faR N
il b7 FH 38 LS ASES & % 5 2 | IUBE B T 1 28
ZWVKRZNVT LTHND D b FEIZ, A| RS ND,
A A VA VR =L L TR X
WA SR A4 v A LR &
a-7NVaTy—XPEHTHHAEICIEA
[ 23 VA=V L7 HEIL
V7 A RREH Z 1 > 2 YA O
FT7) T YRR R RETT A T L,
DPP-4FH#8
GLP-1 4 kR Eh3E
A ¥ A A
[11.1.1%81]
IR % 1 2 853 | IR 1 & o il 5 o
% FEFH| REx oL %
B T3 AR 2 A R R
1) FOVEEH
73 UMALEEE
[H 555 45
IR % 1 % 53 I A4 B R F 3
% FEFH| WITE NS,
7 RLFY
FIERERIVE Y
FRUIRIgR AR V| 25
IR 5 WoBEIZIE U AR SE o | F) IR AR 2 3 o
F7 Y FRIEH] HeErsHHETrhansrBENn
)V — TR R EETAHZ L, H5bo
[8.5.9.1.2, 11.1.2.
16.7.4%]

1. BER
WORWERDHSbN LT ENHLHOT, FEEE 5 TV, B
WSRO LN E TG E k3573 Wb R LE 217 2 &,

1.1 EXLEER

11.1.1 {Em#E(2.3%)
RIMAED D 5 bND T EHD Do IKMBERERA TR & L 54
WZIE, B SO ER BT 5 4 M R LE R AT Sk k
L. a-ZVay ¥ —PHEREDOHFEHEEIZIET Rz %S
+52 k. [8.1, 8.9, 9.1.1, 10.2, 17.1.33MK]

11.1.2 Bk (0.1%)
198, 2R, IR, MEETEOIERYED 5 bR EE DI
DA, RIS OB 2R LE 21T 2 Lo BiAKIZE]
S E M ELY S - BREE Y RBI L 2FrHE ST
W5, [8.5, 9.1.2, 9.2, 9.8, 10.2&:H]

MA3 F 7Y K= ZBHERH)
TFRTY RV ABERBNT N TV RV AEREL)NH O D
NLZENDH DL, [8.651H]

11.1.4 BEBRHEEAH)., SEBRUSEIBOEFEMBHER
(ZIVZIIEH) HEEA) . BUmGE GHEEAH)
BEEE NWER K S ET OB I (7 )V = THH) A
S b, Ml AMEET 2 v 72 2 &8 ICEL 2 D b,
[8.4, 9.1.3%:H]

11.2 ZOOEIER

0.1~5% 0.1%Kiil HREAH

JEHAE BEpE e, IREREGE | b Y a € ) R

I SR B R TR PR AE L MR RN S

SHETRIE S > D 7| S BRI 2%
AJEARE BB, BT Rk St

FEAE Rl AP, At

Rl 2 9 FEAE

FRR M O o 28 | R IE 0 9K
i e
M e O8> | A
/SRR
R DFE WV, KRR
LA % RS, NEHRI i
BLRE M UV B2 T | 5895 Z ) FEIES
AL U AME
ORI R, ZIR, K HRIR IR

B
A - ST L, ZERE




0.1~5% 0.1%AKi | SHEEA]
I PR AR A R A R | b 2 RE

s

RN

12. BARBRERZRICRITIHE
RENOVEABEC L) o RFNRF IR, Mgl 5-AG
1,5-7 e Fa )y b= W)L R T RIEK DI, 5-
AGOMERE R, MET Y P —VDOBELIET RS RVDT
FETAHI L,

14, BRAEDEE

14.1 BHIZAEFOZE
PTPADFHFIIPTPY — M L0 H L CTIRET 5 & 5 5
52k, PTPY — FOREAIZ X D, TG A0 25 A R R~
FIA L, BIIEZEILE R 2 L CHERBI 425 O 1 7 & 0HE % OF
B HZEPHEENT VD,

15. ZOMDEE

15.2 FERRARABRICE D < 1F%R

15.2.1 W hfE~ 7 2 % JH v 7224 [ AR 4% 528 A JE M LR (100,
300%% 181000mg/kg/ H ) 12 B W T, 1000mg/kg/ H @ M C B iEE;
DFEAAREEORINFRD H N7,

15.2.2 WEHEZ v b & F 7224 B RCE #5408 AR P BLUER (100,
300/ U700mg/kg/ H ) 12 BT, 300mg/kg/ H UL E DI TR H
WA AE . 700mg/kg/ H O 1ETRERIE ) > 2 SEi o1& E O 5
HHHE O INASFRD BTz,

15.2.3 ¥ 7 A2 A #I1000mg/kg/ A (M) KX V5 » b I KAl
300mg/kg/ H () % KAER IS L7z & & OB R (AUCo2m)
1E. KR IESE & (1H 11125mg) & F L2 k9331 & O
95 TH -7,

16. FEWENEE

16.1 MFiRE

16.1.1 BEZS
HARNERR AR, =287y 709 1, 5, 10, 25, 100mg#
ZENE R AR T G L 72 & & o iE rp R ZE LR o S i R RS %
1z, BEWERE ST x — & % KUTRTY,

— 4000 -

S

£

Jg& —e— 100mg(N=6)

% 30007 —o— 25mg(N=6)

N —A—  10mg(N=6)

E —o— 5mg(N=6)

N 2000 4 —v— 1mg(N=6)

>

A 1000 4

H

#

%

g 0 ‘ ‘ : o e
0 6 12 18 24 36 48 60 72

5 %05 [h]
e R T R U 22 LB B I 11 5 1 o0 3 I 5 g FE 3RS (B
MrPIME + R (R )
F1 RO R 2RI R 15 (2 D A SR B RE S T A — &

X1

ST A—=H% Img 5mg 10mg 25mg 100mg
[H47] n=6 n=6 n=6 n=6 n=6
AUCo-= 266 1140 2670 6180 22800
[nM - h] (23.1) (10.2) (10.6) (13.4) (25.5)
Cornax 36.6 166 379 661 2980
[nM] (23.9) (26.6) (19.4) (10.4) (31.2)
tmax 1.25 2.00 1.50 2.00 2.50
[h] (1.00-2.00) | (0.750-2.00) | (1.00-3.00) | (1.00-4.00) | (0.750-4.00)

iz 7.76 9.60 9.88 11.7 11.6
[h] (13.9) (19.9) (29.7) (30.1) (31.9)

BT TIGME (ZEEIRER6) « tmad I SRAE (5527 IMIE — KA

16.1.2 RIE#HRS
H AR N2BUBE JRIG B 12, 2827 ) 783 »10mglt 0725mg % 225
1TH1M28 H B AR OH S L7z & & o e b ik R % (X2, ey BhiE
INT A =8 HBRATRT o Coa L FAUC 2 S E M L 72 BRIBEIE1.33
UFTHot ¥
FHE R S (16B) 12 > 287 ) 71 Y v 50me % 1 H 1 #E 1
HL728a™, 87 ) 70 Yy o 5E H oS £ Tl
ERRAEIE LY. WHEATF— %)
1) ARF O AR 10mg Kk U25mgTH 5o

#5188 #57~21A8 #5280 8

A 1200
N
o 100 o 25ng
=~ 800 —— 10mg
D 600
X
i 400

£ 200
o —g o3
EH® 0

0 4 8 12 16 20 24 144 312 480 600 624 648 660 672 684 696 708 720

ME SR [h]
X2 2808 PR E BE 1210mg S 0M25mg & 2 By SRR I 35 5- 12 0 38
IMEE e BEHE RS (BA I + R R 25, #%5-1H Hn=20% U°19.
%528 H Hn=18J% U*17)
22 2RUBEPRIR |2 22 SRR I G O AR SE B RSN T A — 4

AUC+ ss Crnax.ss tmax,ss t1/2.ss
[nM - h] [nM] [h] [h]
10mg 2610 407 1.50 14.3
(n=18) (16.2) (25.8) (0.967-4.00) (38.3)
25mg 6460 869 1.50 18.0
(n=17) (21.1) (30.2) (0.967-6.00) (40.7)
B (ZIRER%0) « tmaxd H 90 (B MIE—IR )
16.2 DRIR

16.2.1 NMFATANLZEU T 1
TR ) T7aY Y OHIINA FTNA TN T 4 OEHIFT> Tz,
16.2.2 BEOHE
fEFEH A, T2 87 ) 70 > 285mgx HIAE S L2 & &, 228
B 51250 B B % 5 D Coa i WAUCo- D 34 - 35115 0 e (£ 4%
. R ) & 2 D90%IE AKX I 1%, 63.2[56.7,70.4]9% % 1°84.0
[80.9,87.31%Cd > 720 ZEJHREH 512 A Ttma D I JLAE 121 . S [H] 2E
BL72(53). YHEAT—%)

#3 AN 25mg & ZE IR T O fL R | BN 4R G-t O S B g3

FRA—¥
e, . ZEIR A
787 A5 BIRAL n=18 n=17
AUCo~  [nM - h] 5550(26.0) 4650(24.8)
Conax [nM] 867(26.8) 542(27.7)
tuna [h] 1.00(0.667-4.00) 2.50(0.667-4.00)

BT TIGME (ZEEIRER6) « tmad & I URAE (B IMIE -T2 K AH)

16.3 9%

H AR N2BUHE bR s 3 (BB IR, 8B IC = > /87 ) 783 »25mg
FHEREORG Lz &0y 87 ) 709 v ORI AR
84.7%TdH - 727,

A R R AT (81) 12 MC- > 8 7 ) 7 1 Y L 50mgiaiE & R 1%
5 L7z & SV ok /M5 o B e E 0 534 11328.6~36.8% Tdh -
72O BHEANT— %)

1) AF DA 213 10mg f 025mgTd 5 o

16.4 U3

16.4.1  bOFI 7 0y — A L UHEEFEY w8 7) 7ay
CORBEFMLABER, To87) 70T Vil A SRBZZT
Lo W, F72 AR O ERIZIZUGT2B7. UGT1A3. UGTIA8K
UUGTIAINBS-LCB Y. CYPHEOMGIRIZE A LR o728,
TNy 7ud e MFI 70y — 24 dOCYPIA2, 2B6. 2C8.
2C9. 2C19. 2D6, 3A4%ZHE L o 7220, WHEFEREBRIZB VT
CYPIA2., 2B6. 3A4DFEIIA SN o712 (n vitroT—%)

16.4.2 MEHBASBIEIC-2 28 7) 78 Y ¥ 50mgiail & /%5 L7
& BB IMEEH 1L A RZEAARATFED & 3 (IS U 8 12k
T BHEGIIT%E) . BRIV s a L BIAETH o 72 (T
MR 9 B 84 1393.3~7.4%)% (WEANT—%)

1) AF DA 213 10mg J 0525mgTd 5 o

16.5 Bttt

16.5.1 H A NEHE R AN B (£66) 12> 827 ) 710 P »10mglh O
25mg % HAIFE 85 L7z & & O G- 728 M £ T 0 JR i RZE AL AR
G FNZNHEGRED2.3%KL0V22.9%,. T2 )75 v AEERER
29.9mL/min % U834.8mL/min T - 727,

16.5.2 fAEE R A B VL (8B I2HC-2 /3 7)) 7 1 ¥ 50mgii il & H AR
5 L7z & &0 B 5 R E0R54 . 4%A RIS, #941. 2% 705412
Pk S 720 TR B O 2 i S - e R Lo oh 3 2 Rk o E 4
IEZNZEN43.5% 1 182.9%TH > 720 2 IHEIANT— %)

16.5.3 — > /8 7 1) 7 1 ¥ ¥ |¥P-gp. BCRP. OAT3. OATPIB1JZ
OATPIB3O#E TH » 72 T2, T 871) 71 Y »IZBCRP,
OAT3., OATPIB1 K FOATPIB3IZ &} L T 55\ B2 1F JH (ICsofi © 4%
114, 295, 71.8. 58.6 uM) &7/~ L72A% P-gpllkf L CHEMEH RS
Lerolze V9 (G0 vitror— %)

1) AH DK 13 10mg & 0°25mg T 5 o

16.6 HENDEREH T 2EBHE

16.6.1 BpeEEERE
HARNEHRE IR T ORERE, PaRRE, R B R B IE 5 o 2B IR JB
2T X7 ) 7 u Y v 25mg AR IS & 1T - 72 (F4) . WAk 5
DIEYERE/ T A — & OIEFHE R IIN T 2 RMFHEOI L 2
DIWIEHARX L, B, R, B RERE £ B T2 N2 N Cra
122w T, 93.5[72.2,1211%. 92.2[71.2,119]1%. 94.0[72.6,122]%C



H Y. AUCo-»l2 2 T129[106,157]1%. 144[118,175]1%. 152[125,185]
W% TIH o7z 5B T ToORAP 7V a3 — 2 E (UGEs2m) DN
—ATA Y H S OELEITEREEOMET & & b1 L ¥
HEE R B AR 4B (8B) 12 > /3 71) 71 Y v 50mg'™ B a5 5-
AT 12358 Coae &k FAUCo- O I BARAE B 120§ 2 A3 il
D& Z D90%1E X [ 1X, 104[81.2,133]1% % 1°148[120,183]1% T &
2726 UGEoan®RX—A T A ¥ 06 DA bm O3 fE (FEHERR ) 120,78
(0.90)gTH o720 "HMEANT—4)[5.4. 9.2.25H]

F4 OEEERGEEE K OB R E B 1 25meHL MR O G- R oY)

[V VI A a4

RS T8 7) 7T OEWEIREZ KT IO R

o x| I i hEEE T
S | T | AR | R | b
- n=8 n=8 n=8 n=8

AUCo-

(M o p] | 7960(14.9) | 9730(14.7) | 10800(9.18) | 12200(40.1)
Coax[nM] | 1070(18.1) | 1030(34.4) | 1000(26.4) | 1070(42.3)
™[] 2.50 2.50 2.50 3.25

" (1.00-2.50) | (1.00-4.00) | (0.667-6.00) | (1.00-6.00)
feoon[%] | 16.5(18.5) [14.3'9(20.9) | 11.4(28.7) | 4.24(41.3)
CLr.0-21n i3

(L min] 23.8(24.3) [16.879(23.8) | 13.5(33.3) | 4.67(42.3)

T5)

UGI‘E;““ 75.0(4.84) [62.67(5.75) | 57.9(4.86) |23.779(5.24)

P i (2B AR %)
1) IEHEHEE © e R BRI #E & (eGFR) 290mL/min/1.73m’
R RERE 2 eGFR 60~ <90mL/min/1.73m?
AR RERE 2 ¢ eGFR 30~ <60mL/min/1.73m?
B RERE E - eGFR 15~ <30mL/min/1.73m?
T 2) i gefil (R IMIE — e KAl
T3)n=7
T4)n=6
T5) G224 F CORM 7 L a— ZPEEOR— 25 4 VIS D%
At O TP I H (FRHERRE)
16.6.2 fTigepEEE
JiF % B IF BB (n=12) . OVR J# (Child-Pugh A = 75X 136, n=8).
rft 4 & (Child-Pugh 2 7 77~9. n=8). & & (Child-PughZ I 710~
15, n=8) FHRERIEH 12> /87 ) 710 Y ¥ 50mgH e 135 5% 17 -
728, B S5 OSEWEIHE X 5 X — & O FFEEREIE RS 1T B
BTG & ZDI0WBETEX B IL. B, SR & O m T AER
EH T E NP NCmaxlZ D T104[82.3,1311%. 123[97.7,1561%. 148
[118,1871%T& 1) « AUCo-=IZ2\T123[98.9,153]1%. 147[118,183]1%.
175[140,2181% Td > 720 B (FHEAT— %)
16.6.3 E#pE
2T PR FR 320801 (H AR N B 62801 % & is) & v 7 REE IS B)
REFRAT DA, AR #2500 D 5 4 12 IR TAUC « 1365 T1E8.00%-
7ok ClE12.5%m K %= A &Pl sz,
) AH DAL 10mg . 0°25mgTh 5 o
16.7 EMHEEER
16.7.1 L7 470NV EDHHR
TERER N (1861) 124 24 7 4 71 V)V (OATPIBL., OAT3K U"CYP2C8D
R #1) 600mgl H 21A1 (1200mg/ H )5 H M K EZE %G L. 474 7
0 YV S BE%IH HIZT 287 ) 71 Y v 25me % HIRE LHE %
HL7W6, my87) 70 Yy @ MG 2 0 SR
AT O M & D90%1E HEIX [ 1ZAUCo- T159[152,166]%. Cmax
T115[106,1251% T - 722 FHEANF— %) o
16.7.2 U7 72 EL 2 EDOHA
R N8B I 87 ) 70 Y YI0mgk, UV 77 Y EY Y
(OATPIB1 X "OATPIB3® [l E #))600mg % H [l #% 1 f 4% 5- L 72
Yite. T870) 70D O HMPE SRR T 2 G 5k o R ST
Wi ot & D90%(E IH X B 1ZAUCe T135[130,1411%. CumaxT175
[160,192]1% T - 722 (FHEANT— % ) o
16.7.3 7ANZ Y KEDHHA
R (1661) 12 70~ 4 2 R (OAT3 R F'UGT D FHEH]) 500mg % 1H 2
F4H MRS L. 7aNty MG RnBH2OIc T 287 ) 7
0 2 10mgx HIEREOG S L2a, © o837y 7ua Yy o gk
B2 2 OF 4 SR O3 T I fE 0 J & 2 D90%E X fil i AUCo--
T153[146,1611%. CmaxT126[114,1391%Td > 7220 (FHEIAT— 4 )0
16.7.4 ZOMOEF EDOHA
Ty ) 7aY sy OEYEETA MRV VP, S AEY K
(CYP2COTH# s 2)7, ¥4 7 ¥ v > (CYP2C8 K UF3A4 T #f
ENB)RN . Ly T TFUE )F T TFIE TN T ) v
(CYP2COD )™, N33 )V (P-HEEAER)DD, 73 7)) V¥,
T UNAY F 2 (CYP3AADOFEE) ™, FRE (e FuruuoF7 Y FR
ChroE3I F)VEDPFMICLZEBEIASN LD -72(3K5). 7.
IR T7a Y YOHFRICE LA MRV VR Sy A EY R
FTNESIRN Ly ) FFD N FI)TF O TN T )
VAL TIRIUD FITYAMD L UNAYF P FRSE(e K
urzuuF7 YRR I3 F)P ROBEE(ZFLVIZA LT
A =NVREVER VAR LV OSEYEIREANOERRIIZ B & 2
LEBIA LN o7 (£6), WMEAT—%)

_4_

WHTRE/ ST X — &
e bl %Eg(ii%?ﬁ%gﬂ%/ )
BfH 7 Hm
AUC:w | Come
ARAVS e ﬂﬁg <%§3w>(%gﬂm>
sVAEYE v | i |ezoms| @909
EATN 5y o | e | 0 | @109
YETNTEY e | e uéﬁw) @7?%w>
VFTNTF | g <%g%m 0;?é9>
7T o5 | i <%gﬂ%><%gﬂw>
NI e | et | s 41433107> (8.4 100
77w i | e | es a0 | @77
CIATT S | A | 68,9105 | ©6.9.120
ermzomrryr] B0 | BTG <wg2w><%gﬁw
F7EIF ok | g (10(1)(?21%16) (97 .190,8118)
1) Bl %5 - TOFHI D 728 AUCo-0, Coas > & F15E

#6 PFHEOEYHRIIRIZT 87 ) 70T > O

PFIEE

3
e

Y EHE/ ST A — 5
BATEIHEO I (%)
(90% 5 HAX 1)
BFH Hih

AUCr+ s

Cunax.ss

ANERIVI Y

1000mg
1H2[H

101
(95.9,106)

104
(96.5,111)

7Y AEY R

Img
HiE

93.3
(86.1,101)

104
(89.5,121)

S

45mg
1H1IE

10mg
1H 1A

AP

90.0
(77.9,104)

87.7
(73.9,104)

¥t %

V' M-I

99.4
(87.4,113)

95.7
(77.3,119)

¥t s9s

V' M-IV

95.0
(85.3,106)

92.6
(77.3,111)

25mg
1H1ME

Ex o)y

89.0
(72.7,109)

90.2
(66.8,122)

A E

Y M-I

99.5
(89.1,111)

104
(80.8,133)

¥rs) s

v M-IV

101
(91.6,111)

113
(90.8,139)

50mg
1H 1

Er )5y

91.1
(77.4,107)

89.9
(71.0,114)

¥trr79%

V' M-I

98.9
(90.7,108)

91.9
(77.1,110)

¥t s

V'Y M-V

96.1
(91.9,101)

89.0
(76.5.103)

YE TN TF Y

100mg
1H 1A

50mg
1H 1A

103
(99.0,107)

109
(101,117)

VFINTF Y

5mg
1H1[A

50mg
1H 1]

103
(96.1,111)

102
(86.9,119)

JNT7 7 s

25mg
A

25mg
1H1ME

R-JV7 70~

98.5
(95.3,102)

97.9
(91.1,105)

S-TINVT 7)Y

95.9
(93.4,98.4)

98.9
(91.8,106)

vaxvr

0.5mg
Hifml ™

25mg
1H 1]

106
(96.7,116)

114
(99.3,131)




HEEHE ST A — %
HATFIgEO I (%)

7 TF T TR EIAIR24AEMEOHRS L 79 2 R E
ELEGEAER % 1T o 720 HbAlc(EZFFMIEE + NGSPMH) K UM ZEfE s 1L

SiES ﬁf* gﬂ (90%fE I ) BB GRS OWETFHERIZTFEDE B Th Y . A#10mg
" " LA T U25meld v F OB H 12 BV T h 7T 1 R G L A B
AUC:s | Comaxss o 5N KEOHGHIED S ORLEFHLELED T TR E D
F3I7) 13, AANOmgM 025mgTEN N —1.93kg M U —2.15kgTdH - 726
108 104 RIVEI OS5 41, 75 4 K T6.8% (15/22161) . A H#110mgT10.1%
e 5mg 2%5mg | (101,116) | (89.7,120) (22/217H1) . AHI25mgT17.6%(38/21681) T - 720 ERBIEMIL, &
7379N 1A1E | 1H1ME SI7YT—h F10mgTIRER. S5, [HETOTIL1.4%(3/2176) . AH25mg Tl
08 7 %33 [1i82.8%(6/216f1) . 71 9% (4/21681) . %% UREE L 4% (3/216
(96.0,101) | (92.7.104) B)TH Y, ARMAEOREIEAFEHES1E. 7728 7T0.5%(1/22161) |
SO NATF #110mgT0.5% (1/21761) . AHI25mgT0.5% (1/216{1) T > 720 @
101 97.2 HbAlc(NGSPf#) (%) ZE RS ILRE (mg/dL)
o . 40m. %5me | (80.1,128) | (76.3,124) 5| EEWED | o, PHMER |,
SIATT WEY | WE [ Sy Ar7om it | somih | 77 EREOE |G e | 77 EREOR
105 97 3 R
(90.1,122) | (84.9,111) én:%‘ 5) 7.92] 0.08(0.05) - 11.7(2.0) -
. .| 2mg 25mg 96.3 102 HAA4L
EFTZEEFT IR THm | 1AL | (89.1.104) | (88.6,117) 10mgF¥ } B
SEIF (n=216. 3 |7.89|~0.650.08 |, ~0-THO0D |19 4159)| 73129
AR SRR 2 09088, —0.501| eV 1 -36.7,-25.5]
101 104 \43)
99.1,104) | (93.8,116 25mght _ _
( WQS(F,MI ) (n=216. 5 |7.86|~0.76(0.05) [700@)%5%07;0] ~24.3(2.0) [7456605238)4]
N 5mg 25mg b HANLS) e e
h7Es 1HLE | 1AL 104 103 e ;
(100,109) | (94.1,112) n: 7YYL LS NIAERIEL
>t P BRI S OBER RO T 54K & 0% | WETEALE (SE)
103 102 (ANCOVA : LOCF)
95.9.111) | (97.7.107) LR OFERT, AHI10megi325mg % kA L C24E M #H5 L 72 &1,
TFoLTANSUA| 304z | Zomg 10 99.2 7 — I O GBS BRI B 77 L 720 AT kBR & & btE C 43152
- 1H1A 1H1A | (97.6,108) | (93.4,105) T (R AT ) O 5% 1T - 720 Z OFEF. HbAlc Kk OV Z2 I8 K 1fHE
. . 150 u g 25mg 102 106 PEGHIE O OFEFHZALEIETTEDOLEBY TH D . SRS
LARINVTAREY ) THIE | 1A | (98.5.105) | (99.5.113) THZOWRIIFELTHY . HE52 TR T ROBEA BT

1) A G- T ORI 0 728 AUCo-«, Crax 2 & R
1) AF DA EI$10mg . 025mg TdHh B o

17. ERERAKIE

17.1 B RURLMICET 25

17.1.1 EAE I EER
FH, EREEAEBR L2 2P Db ST v b a— VR4
7 HAR N O28IHE R Ips 8 % /512, A#I5mg. 10mg. 25mg X 350mg
Z1HIEI2E MRS L2 79 2 Rl - EERIC L 2 HE]S
AR AT o 720 HbAlc(HZEEFMIHE © NGSPfit) O3 5-HifE 2 & O #
BRI TEROLEBY TH Y. AH10mg Mk UF25mgld v 3 1LDIH
HIZBWTH 7 I RS L B R AR bz,

HbAlc(NGSP#) (%)
WOEIE | RGREIED S O LE | ST REDE
7&;59?? 7.94 0.30(0.09) -
%gfl%‘zf 7.93 -0.40(0.09) [:00.8750,(9'00%5]
ey | T -o.es0.09 | TR0

n: ¥ LS NERK

BRI 5 OBR LT IR E D% | HETFIYELE (SE)

(ANCOVA : LOCF)
ko BT, AFN0mg X 1325mg# IR L Cl2 B 5 L 72 B
2. FA—HERCHETALEMOBIES 2175 720 F O HE.
HbALlcOFG-RifEAD & OFHEFHZALRITTROLBYTH), T
MZBWTH ZORRITFRE L T,

IRIAE O RIVE A ZEBEI A1, AFH110mgTL.8%(2/109%1) . AH#|25mgT
2.8%(3/10981) T o 720 *

HbAlc (NGSP1i#) (%)
B G-HifE P G-HilE A S D2 LR
10mg# (n=109) 7.92 -0.67(0.09)
25mgfhf (n=109) 7.92 -0.86(0.09)

n: 7 ¥ abS N AERIEL

PSR S DOZALE | Lg% bE (SE)

(ANCOVA : 0C)
52 4% 512 B B EIEH O FEBIE A1k, A#I10mgT19.3%(21/109
%) . AHI25mgT18.3%(20/10981) TdH > 720 AHI10mgT O E % FIfE
FINE SR 3. 79% (4/10961) . BA 2% I DMK 342 8% (3/10961) Td
0, ARIEE (X1 .8% (2/10961) Td - 720 AHFI25mg T O F 7 EIE T 1L 50
JR6.4% (7/10001) . FEFL3.7% (4/10961) . 198 K DMK K A3.7% (4/109
BI)TH Y . ARMHEL2.8% (3/10961) TH - 72, 2

17.1.2 ERE#EESE THERR
fH, EEEE T ER L 722D b ST E D v b a— VAR F A
REL KON H AN 0 2804 B o & R 52, AHFI10mg. 25mg. v ¥

b7 T v R REE L EVRED LN KEOHGRIED 5
DRI AT D 7T REDOEIF, A#H10mgMk 25mgTZFNZE
N —1.42kgh 0" —2.53kgTH V) . ZDOREFIEMIIS2LBHIZ D725
THH L Tz,

S22 B AEIMEM O SEHE 41X, 75 2K TI0. 0%(22/221
Bl), ARAI10mgT14.3%(31/21761) . A #]25mgT18.5% (40/216f) T
d@otoit;mumﬂ 13 AFN10mg TR f OFR I I . 8% (4/21761)
Z IR O T81.4% (3/21761) . AR#)25mgTlEI1782.8%(6/21661) . 41
Wz 3% (5/21681). £ IR1.9% (4/21661) Td 1) . AR o &I 1EH 5535

HlE. 772K T0.5%(1/22141) Aﬁl 10mgT0.5% (1/2171) . AF)
25mg“(0.5%(1/216fﬂ)(%of:o

HbAlc(NGSP{E) (%) ZEMIRE IR (mg/dL)
o5 | e GaifEAs | o ) e BGHMED | oo e
it ozt | 77 EREOE | Sopqr |77 EREOR
75 b AR
(n=219. 9 |7.92| 0.10(0.05) - 11.8(2.0) -
EEEINN)
10mgh¥ _ _
(=216, 5 |7.89|-0.66(0.05) [_009716@‘00%} ~18.2(2.0) [_32071%?5}
5 HANL3) o T
25mgit B B
(=216, 5 |7.86|-0.81(0.05) [—10&1(?0087)61 -23.9(2.0) [74‘;’537%8)1]
+ B AALS) 06,0, -3, = 30.

n: 7 vy ALSNTHEBE

FEGHMED S OZBALE R T TR E D - JE 2 e (SE)

(ANCOVA : LOCF)

17.1.3 EANE DHEHER
HAFORIIMBEE TR TH L ANFZNV T LTH, EF 7 F 4 FR¥E
. F7 V)Y RIEH], DPPAMRER], a-7 3> ¥ — Y IHEH L
WA A 2 ) 2 IMRERNC X D EEIC S b ST v b

O — US55 70 H AR N 2808 FR 9 838 (AR HK) 10mg M 1£25mg % 1 H 1[H]

52U P ARG L 7 D e O M % 5Pl L 720 2 DGR
HbAlcO#z G-HifEA & OFEFIELE I TROLBY THY ., T
MUZBWTH EORRITFEE L Tz,
AFHI0mg K 025mglz B3 A BIEH O FIE AL A VA= LT #l
BRI -2114.0% (19/13661) &% UN18.2% (25/13761) . ¥ 77 F A
N R SEH B T I © 2 24119, 1% (13/6861) 2 1F13.8%(9/6561) . F 7
V) TV AEEFIPE R T B 14.6%(20/13781) % 114.0%(19/136
%) . DPP-4BHE #) 4 1 1 T % L2 113.2%(9/6861) M 125.4% (18/71
Bl). a-7 )3y —LHES PR TERE110.1%(7/6961) K O°
7.1%(5/7061) . HRIE A > A v R ER BRI EF T2 e 12.9%
(9/7061) K U°12.9%(9/70%1) Td v T % EI/E M &, #HR0.0% ~
9.9%. & IHEIR0.0% ~4.2%TdH - 72, ILHE O BIFEHZEH &4 1%,
AV AR =V L7 FIE R CZ 2 6.6% (9/13661) K& 1UM7.3%(10/137
Bl 7T A FRIEH BRI T Z 2 L.5%(1/6861) J U4.6%
(3/6561) . F 7 ) ¥ v REFIGEHEETZ I Z10.7%(1/13761) & O
0.7%(1/136%1) . DPP-4FH 5 #) B F 1 C 2 1L 2 110.0% (0/68651) Jo O°
4.2%(3/7181) . a-2 v 3 ¥ — B IHERGEHETZR210.0%(0/69

5 — 0961



B J 0°0.0% (0/7081) . #EhELA > A 2RI BT e h
0.0% (0/7081) J 0'4.3% (3/7081) Td o 72,

— ES ) HbAlc(NGSP1) (%)
s P54 (n) Pl | Bt & 0%k
10mg (n=136) 7.9 -0.93(0.05)
AWK Z) ]
VAN T e g (0=137) 8.06 ~0.96(0.05)
o e 10mg (n=68) 7.68 -0.81(0.06)
1< NE2E o
TTFA FRER e (0m65) 751 ~0.98(0.06)
. 10mg(n=137) 7.85 -0.90(0.05)
V) DY REH
T R e e =136) | 7.95 20.96(0.05)
10mg (n=68) 7.78 —1.00(0.06)
—4[H =%
DPP-4MEA] 25mg (n=71) 7.82 -0.83(0.06)
a-7Vay ¥ —+¥| 10mgnh=69) 7.78 -0.87(0.06)
PR 25 25mg (n=70) 7.56 -0.77(0.06)
HRE A~ 2 V44 10mg(n=70) 8.01 -0.98(0.08)
W 25mg (n=70) 7.98 -0.98(0.08)

n: 7 ¥ AMESNTHERE

FEGEIfE 2 H OZALE: - PEEFEIE 2 LR (SE)

(ANCOVA : LOCF)

17.1.4 BHEET2RERREEEZNR E L EEEESE THEHKER
EHRREEE 2 A 9 228 IR 12, ARFN10mg X 1E25mgx 1 H 1]
S2M M4 5 L7277 L R B E ML ER 2 17 - 720 #2524
JEEE OHbALlc (FZEEFMIE H - NGSPiE) O 5-FiflE 2 & O % E7%
LEETERDOLBY TH Y. RANOmgILER B HEAER = H #H (eGFR
60mL/min/1.73m2\_90mL/min/1.73m%£:ii) T, AHKI25mgld g
FERERE 35 B I O rp &5 B B A R R 5 B (eGFR 45mL/min/1.73m?LL
60mL/min/1.73m*Kii) 2BV T, WEN D 7T LR G L R
HE DR BN,

P52 512 B 2 RIME S BLEI A1k, 7 F 1 R T27.3%(87/319
Bl) . ARFHI10mgT37.0%(37/10061) . A5#125mgT31.5% (101/32141) T
50 EEWEHIRINE (75 £ R :14.4% (46/319%1) . 10mg#k5-5:
16.0%(16/100%1) . 25mgft 5-B : 15.9% (51/32161) ) K S bR &4 (7
54 AR:5.6%(18/319%61) . 10mgi%5-%£:5.0% (5/10061) . 25mgik5-B
4.7%(15/32161)) TH > 720 O HHENF— %)

R B AE IR S R (eGFR 60mL/min/1.73m?2L E90mL/min/1.73m*#%
i)

HbAlc (NGSP1iti) (%)
GuifE | FG RS 0% b T REDE
7:1:%;% 8.00 0.06(0.07) -
ﬁ?gggf 8.02 ~0.46(0.07) o '752%<969;2]
Dmel® | 706 ~0.63(0.07) o s%%(%l_%]

n: 7 ¥ abE NI ERIEL

FEHRMED S OEALE M T TR O JEE % t= (SE)
(ANCOVA : LOCF)

S R E R e 2 U (eGFR 45mL/min/1. 73m*LL_E60mL/min/1.73m?
i)

HbAlc(NGSPHH) (%)
SNl | HSNESOELE | TR 0%
7T kR
(n=89) 8.08 -0.08(0.07) -
25mght _ -0.46(0.10)
(n=91) 8.12 0.54(0.07) [=0.66. - 0.27]

n: ¥ LS N ERK

BGHIED S OBLE R T T LR D3 - T2 E (SE)

(ANCOVA : LOCF)
1) AH DA 13 10mg M U25mgTH 5 .

17.2 BLERGEHAEE

17.2.1 GLP-1Z B & EER L OHAFEEIRBRS AR (EREEREH
BRERERER)
GLP-1Z A MBS L 2 E B2 D 22 b S FIfihi o » Fu— LR
+ 55 7 HAR K284 JR G B 12 AR A 10mg X 1:25mg % 1 H 1RI52:8 /5
JHRE I 5 L 72 WE D22 Wk [ O3 % 3l L 720 $65-520812 81 %
HbAlcOFG-HIEA & OFEFHZALEIEITEDO L BY) THolze K
#10mg % U°25mg |2 B 2 IRIeE O BIFEH B E 1%, £ 210.0%
(0/3281) B 1°3.0% (1/3381) T - 725 >

17.2.2 1 2> R D 8A & OHRAFEERAR S AR (ERRERTRER
HER)
A YA CEFANZ X BB Db ST Y F o — VAR5
7 HARN2EIMEIRIGEE 2 MR IC—EHED A ¥ 2 Y IZARAI10mg.
25mg#% 1 H 1RI5258 B B % 5 L 72 75 & Rt B S BGA s % 1T
5720 $#%5163812 81T 2 HbAlcOFG-HifE A & OFFEFIH L= I T
EOEBYTHY., AHOmg. 25mgldVFhd 77 LRk GHICL
NCHBELREPBO LN, ®

HbAlc(NGSP1i) (%)
ore | WOBREOREGE | o,
P | s s | 77 EREOE
75t K EE (n=90) 8.70 0.00 (0.07) —
10mg#: (n=86) 8.83 -0.92(0.07) | _710151)2 <O—' 89;3]
25mghf: (n=90) 8.74 -1.000.07) | _711120(0_' 89232]

— AH D HbAlc (NGSPfi) (%)

B PR 50 [ BHeE [RTaE S 0EE

e i | 10mg (0=32) 8.83 —0.55(0.15)
GLP LSt B s e(n=33) | 8.68 ~0.77(0.14)

n: 77 AMEENTEREL
PEGHIE 2 5 OZEALE: - 2R (SE)
(MMRM : OC)

R N | A AW T4

B GRS OB R T TR E D | LTI ZE{LE (SE)

(ANCOVA: LOCF)
7o, TOBAVAY) Y OHEEHE N L L Ch2:E F THERIRR S L.
FEH oML OESEY 77 2R &K L7z 528128115
HbAlcOFG-HifEAD & OFEFHZALRIITEDO L BY TH o 72, 52
ARG B BRI ORITEASEBIE&1X. 77 2K T15.6%(14/90
Bl) . AF10mgT20.9% (18/86%1) . A#25mg T24.4% (22/90%1) TH Y |
FEEORIMAEII A SN R > 720

HbAlc (NGSP1#) (%)
e 523k D 5-1if b e -
e 5-HiE T b OBl TR EDE
75 & KEE (n=90) 8.70 0.01(0.07) -
10mg#: (n=86) 8.83 ~0.89(0.07) [:10(‘)80@; (1)0>70]
25mghf (n=90) 8.74 -0.95(0.07) [ __10i26 <O—' (1)0>77J

n: 7 ¥ ¥ aMLSNIERIE
FEGRMED? S OB KN T TR E D JHEE 2 bz (SE)
(ANCOVA: LOCF)

18. ki

18.1 1EAFF
R CEEE NV O — AR RS ICIFEET A MR Y T A-
7OV 3 — 2SR EREIE2(SGLT2) 12 & o TIEIFEAICHRINE L, b
FATIED HASCLTUI L > THOFRIRE N LY, =287 ) 7ay
IISGLT2ERM 2 3 A THERI T, BIRIC & 5 700 32— A0 TR A
FT5HZEICLYRP 7V a— AR AN S, A ZET S92,

18.2 ZEIEB{EMA

18.2.1 SGLT2BEE1ER
In vitroitBRCT. T3] 710 Y U IFSGLT2% #IRMIZFHE L (ICs :
1.30M). & FSGLT1(ICs : 6278nM) & b L C#950004% 81 % 7R
L7 (n vitro) o

18.2.2 Rep 00— ZEEH{EEER
BEFR I € 7OV BN (db/db~ 7 A K OZucker# FRE AR5 [ZDF]1 5 v b)
IZBWT, =37 ) 70y VIEHEREOERGICE Y RF 7V a— A
HE (P 5 2 THRRY) 2 BN & 87240,
H AR N2BBE PR L E 12 = > /87 ) 73 Y ~1mg. 5mg. 10mg. 25mg
Xix 7 T R &1 H L4 B SRR 15 L 72, mooxz) gay s
&7 T L RICIAFEG28H B 0% 524 % £ TORMIRFP 7L T —
AR & BN S 2729,

18.2.3 M¥EETEA
HERRIRE 7 VB (db/db< ™7 AR OZDFES v FIZBWT, T35
)70 Y EHEERRIE S L) MR T ERA 2R L 720, & 512,
ZDFS v MZBWT, o7y 70y v Iid1H 158 g %S
&), 520 H(EAT) ROHSE37H BH EET) ol 7 )V 2 —
ZYEFEA ONIZHDALCZ T & 272,
HARN2EE R E 7 T 1R, =287 7102 2 10mg X id25mg
Z1HR2GEE KRS Lize o7y 709 Vi3 77 2RI
HAHbALH KT &872%,
1) AH DA &3 10meg . 025mg TdH 5 o

19. AR AICEY 2 E{LENAER
— i 2 HR
T2 871) 7183~ (Empagliflozin) (JAN, INN)
=2
(15)-1,5-Anhydro-1-C- {4-chloro-3-[ (4- {[ (3S) -oxolan-3-yl] oxy}
phenyl) methyl]phenylf ~-D-glucitol
FFR
CasH27Cl1O7
rFE
450.91



PR
HEPLHEABDOIETH L, A5 = VIZRRLEITICCL.
=V (99.5) IZHEIFIZ < KV KIS THEITIZ L v
b5 2

L
) @)

Ay %

HO

2=
150T 2T
SRR
logD (pH7.4) =logP=1.7

21, EBEH
BEdEan ) A 7 EHENN 2 HOED b, EYIcERmT 5 2L,

22. ‘A%

(v T 17> X§E10mg)
100§E[108E (PTP) x 10]
7008 [14%E (PTP) x50]
5005E [ /NT . WEFIAY ]

(v T 147> A§E25mg)
100$£[10$E (PTP) x 10]
23. EXH
DALPVERL © IRERARSE B SR (LR (20144512 26 H 4&F2. CTD
2.6.4.6)
2) RV - RS B EABR (R ) (20144E12 A 26 H KRR, CTD
2.6.4.5)
3)FEP R - JERR RS B A EABR (XA (20144E12 26 H k2. CTD
2.6.4.5)
D FEAER - FERRPRIE Y B RE AR (1A (20144F12H 26 HA&K#E. CTD
2.6.4.4)
5)Sarashina A. et al. : Drug Metab. Pharmacokinet. 2013 28(3) :
213-219
6) R} ¢ H AR AT R IR R % AP R & L 72438 SO R
(20144£12B 26 H7AF2. CTD 2.7.6.3)
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