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BERpX ¥a (=R sabER 0TS SR5~8EEI 28BS,

RSB IHERRIT—TARNOREDIFENTTH. BERICIRILAERE U TCERSNIC2HB/EHLFT,

1. (%015 TAELER (R E RIGRIERER) °

ARER | AERICIREEAER - A5 [ 8RRER [2020F1 A238%&R. CTD 2.7.6.14. CSR FYU-981-006(&#45.3.5.1-2) ] GXFRrFaHl &+
4)Hosoya T, et al. Clin Exp Nephrol 2020; 24: S53-61

[FIE#ER] AMBIIMASHETEROERICKYITONZ, KRXDEED S LAREKASHETEROUE THS.
FEEICE. AARICEHTIMASHELERDOT SNATF—TH ) A TILEY MHFEZZRL TV EDEEND.

WL BR R

(B ®] BRZEOERBRMESREZHREL T NFXT NORERIGEDIREER UZR 2 M DIRE
217D,
(74 V] ZHEaRER. —E5R. SV A LMK, T RMR. BEFEUATRRE L BEIR

[ &®] 20mL LOBRAZ S CERERMAEDRE ™ EIHESEL : 201 R5EFEL : 200)
[MEFRBRME © FREE 7.0mg/dL LI L. BRERIERE (GHHE*?H ) 80mg/dLE L. &
FREZ MAERE (SHHE2 4 L) 9.0mg/dL LI E]
5 1 [RBESBIL |55 O ETHETHEIERS %2 BME. BRE. X 4Ky 7> KO-k

[F &) WE&EZEERNFXSN4BEEE(0.5mgEE. 1Tmgit. 2mgEt. 4mgE) XIS TS RED
SHEBICTUALICE Y MIT RBEA 1 H1EHERICRORE L. RFXSN4IEE
(30.25mg/ B2k 55®m» 5 2 BEET2BERS L%, 0.bmg/BICE=E L TI3BEB
HO4BHRET2HRBKESE L. 5(1C0.5mg/H. 1mg/H. 2mg/H. 4mg/BDOL\Th
DICHEIF X IIBE L TS5BS 121 BZE TC8HEREKRES L.

ro

‘ 4 12GB)
L 28E  2BF 81

KFXZ RO. 5mg2§‘: 0.25mg/A 0.5mg/H
(N=40) ——

l\ﬂvagﬁ 0.25mg/g _0-5me/B 1me/8

KFXZ |\2ng¥ 0.25me/H 0.5mg/H 2mg/H
(n=39

l\’r’?7|~4mg2¥ 0.25mg/A 0.5mg/H

TR =
(n=39) Z iz

v

(FHEEE]
OENEICR T BFHERE
[EFZFHMER] RE5ETE RS 1 2BRITRESHIER) (CE T 2RE5RMED S O MBERREER TR
[(BRERME RS TROE) /& 5H11E < 100]
[RIRFHEER] RERER52. 4. 8. 128%) ICE T DRESEMED 5 D MBREEERT .
BERRORGHE.RE52. 4. 8. 12BR) RUKRSHETRICE S 2 MBRERIE.
HEHRTRICE T2 MERERB6.0mg/dL LU O [ /5 REED 6.0mg/dL
LU OB/ BshEFHIRAIE < 100] & &
OXR2HICHY SFHEEE
EEER.BIEA. BREBHR &
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[(FRRETE] FEFMEBICOVWT ZRESKTEOMBRERMEETRIE. Jonckheere-Terpstrat& e
HRWERERISHE DRE (E/EHT) KO Tukey-Kramer t&E & B\ BB LB £ 470 7.
BUREFMIEE IC DWW, MEREBEE TER(ZFR) IE ZE8BABRVD12BRICE TS
Jonckheere-Terpstrat&E z AW\ e AERISEDRET X O Tukey-Kramer #&7E Z ALV 2
BB ZIT o/, MBRERE (BEFRNOERSHKRT R & HCDHS teEZRNTERS
BHIEICERSHBROMRZIT Oz, MERERIES.0mg/dL LI DEMARIL. 5 TERIC
B1F% Cochran-Armitage 187 & UL\ AE RIS DS 217D /=,

WEEE R (FASHEFXIR)

TS REE
(n=39)

TR (5155 (%) ]

B 38(97.4) 39(100.0) 42(100.0) 38(97.4) 39(97.5)

i 1(2.6) 0(0.0) 0(0.0) 1(2.6) 1(2.5)
B (R)

EfE 2 RE 528+11.0 58.5+12.1 574124 55.0+13.5 58.0+10.5
eGFR(mL/min/1.73m?)

EE I RE 71.4+13.9 69.2+15.1 712155 71.0+x154 69.8+13.9
Mn;5ERREE{E (mg/dL)

SEE 2 RE 8.93+1.04 9.02+1.20 8.84+1.07 8.96+1.14 894+1.10
R [B1%R (%) ]

FREGHE MK T2 33(84.6) 31(79.5) 39(92.9) 29(74.4) 34(85.0)

BARRIFESE 6(15.4) 8(20.5) 3(7.1) 10(25.6) 6(15.0)
EHHE B (%) ]

HY) 36(92.3) 36(92.3) 42(100.0) 36(92.3) 38(95.0)
TR R ETA DB (137 (%) ]

HY) 35(89.7) 31(79.5) 35(83.3) 33(84.6) 30(75.0)
FRE&#ER DBEE (B3 (%) ]

Hh) 2(5.1) 5(12.8) 4(9.5) 4(10.3) 5(12.5)
R EAEET (157 (%) ]

Hl) 1(2.6) 0(0.0) 0(0.0) 2(5.1) 0(0.0)
= FRES M AE DA 5 (5157 (%) ]

Hl) 30(76.9) 32(82.1) 28(66.7) 28(71.8) 29(72.5)

FASETNSR BREL 1R LRSS Ih. BEICET HEHEREPRSRICTIRE THRAE SN IER)

[RiERUAE]

BE. RAICIKNFXS NELTIBEO MgLWEHR L. 1B1EEORST 2, TORISMAFREEZER LD SHE
ICISUCTIHRAICEET 5. #IFERBE1IB1R2MgT. BEORRICISC TEERRT 5P, ZRAKRSEF1B1H
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MR

OS5 T RO MBERRMEETR(EEFMEE ; FASH#X%R. LOCF)

BERTEICE T 2FRE5HMED D D MEREEIE TR (CHIMEIZERE) &, 77 ARET—283%
8.19%. RFXZRO.5Mg&T21.81£11.35%. 1mg&*T33.771£9.82%. 2mg&f 4266 %
13.16%. 4mg2fC61.09t8.75% Ch'). NFXT NORAERISED RIS N/Z([E#ET] p<
0.001. Jonckheere-Terpstrat&z®), F7z. FHELBTIE. WITNOEBICEWTHEEEDRD
SBNE(RFXZ N1mgEf vs. 2mgEf: p=0.002. ZDO D EfE ' p < 0.001. Tukey-Krameri&E) .

IMEFRERIE(R TR (IR 5H T B)

FFXZR
T5REE 0.5mgg¥ 1mgg# 2mgi# Amget
(n=39) (n=39) (n=41) (n=39) (n=40)
20 <8.93%+1.04> <9.02+1.20> <8.84%+1.07> <8.96+1.14> <8.94+110>
-2.8318.19
_1 O —
O 1
10
20 —
m
E 30 .
7K
21.81x11.
i3 40 | 8 35
&
& o
—l_; 50 33.7719.82
= TR -

60 FERNSHE | p<0.001 42.66+13.16
(Jonckheere-Terpstrat&iE)

70 | o *TH#E
%:p<0.001(vs. 75 tREE) +
t:p<0.001(vs. N¥X5K0.5mggf) 61.09£8.75

80 - 1:p=0.002(vs. KFXS N1mga$)

#: p<0.001(vs. KFXZ RK1mgs¥)
§: p<0.001(vs. KFXZ K2mgg¥)

90 — (Tukey-Krameri&iE)

100 4 < >Rz 5aTmEREE (mg/dL)
(%)

LOCF : RAlIT — & &RRRICERE LIBICES]RA THTI 5
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— - ki
O Z R D IMEREREE TR (BIRFHEIEE  FAS BEEAHR) 2
ERFROGR52. 4. 8. 12B%%) ICHTBHIREFMED O O MEREEMER T R(EHE ZERE) (. "
THROEEYICHE L. BS128ETIE. 7o RET—3.01+£836%. KFXZRKO.5MgET
2192+ 11.48%. 1mg&T34.52+8.71%.2mg#& 43.86 = 12.34%. 4mgEtT61.09£8.75% -
Tho7z, #
%58, 12BETIE. NFXTNOBERISEDIRD 517=(p<0.001. Jonckheere-Terpstra
MRE). £/ RE8BEEMNVONI2BROEMBERTIE. WTIOEBICEOWTHOEREDPRDONT
(F58:B#HDKNFXZ NO.5mgst vs. 1mgd* : p=0.001. ZDMDEEH : p<0.001. Tukey- S &
Krameri&7E)., o
MERBRIEETEHROHRS
El:::
%k g
TS5tKE 39 38 39 37 36 =
NFXZ KO.5mg#$ 39 37 39 38 38
RFXSK 1mgl 42 41 40 38 40
KFXSK 2mg® 39 38 38 38 36 %
NFXSK 4mgd¥ 40 40 40 40 40 %}70
eRt ] #
i L_‘_} " ? “1 5 1REE ? ! ? - Be
-30 171;.;
-20 | 2
-10 4 LJJ b
0 T —
@ 10 %%
& 20 J %%
B 90 | g
8 40 =
1% 50 - e %%
£ g0 TiofE LIRS + in
70 FIBRSH : p<0.001 20
80 (Jonckheere-Terpstrat&E. % 58. 12:81%) 2
%1 p<0.001(vs. 75t RE) . I
90+ t: 220.001 (vs. 1725 K0 5meE =TSR 5
100 — :p<0.001(vs. KFX5 N0.5mg#¥) NFXZK0.5mgs# =
(%) #:p<0.001(vs. KFRF Kmg#h) —A— FFXT N 1mgs¥ @
§:p<0.001(vs. KFX5 N2mgZh) —— FFXTR2mg# 5
(Tukey-Krameri&E. %58, 12i81%) —— RFXZ R4mggst
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O X B R RV IRER T IO MiERERE (BIRFMEE ; FASBEHIXIR)
BERROERSHIRE 2, 4. 8. 120B%) RURSKTHRICE T2 MBREE (TEIRERE) 1L,
TROEHVICHEL., FFXTROVWTIOEICEVWTHL2RRTERSIMEDHICEREDTD
517z (p <0.001. HIEDH B tHIRTE)

M;ERERIEDHTR
(mg/dL) - 7S5 RE NFXZ K0.5mgsf —A— RFXTR1mgH
12 -
—— KFXFR2mgst —W— KFXT R4mgE
10 -
oo
=E T T
/B
R 6 t t
i t t
il
4- TR 1 1
%1 p=0.034(vs. & 5#)
2 - t: p<0.001 (vs. #25870)
GIRs0BH 5 HETE)
R S S * > ) P —
FEHT 8 12 (GB Y548 T B
LB ?Q'%—?ﬁﬁﬂﬁzﬁ (LOCF)
TSR 39 38 39 37 36 39
KFXZ RO.5mgEf 39 37 39 38 38 39
RFXSK 1mgst 42 41 40 38 40 41
KFXSK 2mgst 39 38 38 38 36 39
RFXSK 4mght 40 40 40 40 40 40

O 5T RO MEREEE6.0mg/dL LIT DFm = (BIRFFHER | FAS#E#X%KR. LOCF)

SR TRICE T MBEREES.Omeg/dL LU T DIEZEMRIE. 7o EARET0.0%. KFXZ K0O.5mg
B CT23.1%. TMgBETB65.9%. 2mgaE T 74.4%. 4mg&FT100.0% ChY. NRFXTRKROE=
RISHDERD 5N7=(p<0.001. Cochran-Armitage#&7E).,

IM;EFRER{E 6.0mg/dL LIT OERER (IR 548 T 1)

%) 100.0
[91.2, 100.0]
100 — 74.4
m  90- I5—/ RO Imk 65.9 [57.9, 87.0]
= ERENISNIEERMERT. [49.4, 79.9]
| 80
E?g FBERISHE | p<0.001
& 70 (Cochran-Armitaget&E)
6.0 607
mg i
/dL 90 23.1
Iy 40 — [11.1, 39.3]
;I; 30
E 20 0.0
% o [0.0, 9.0]
0
ToRE 0.5mg#¥ 1mg#¥ 2mgg¥ 4Amgg¥
(n=39) (n=39) (n=41) (n=39) (n=40)
RFXZ R




URECE Tablets 0.5mg-1mg-2mg

LSk

O ERA B X %k < BIEA DU (SP B XsR)
BRBHRAZREIER(BERBREEREEZ20)I1E. 77 wARET6/3941(154%). KFXI R
0.5mg#tT5/4064)(12.5%). 1mgitT6/424)(14.3%). 2mgifT6/3941(15.4%). 4mg#fT
4/4061(10.0%) IcRH SNz, 2HIIEICHKIR L/ZBIERIE. 7o RBETRbR.Iv0/071) >
BIND2/3961(5.1%). RFXZTNIMgETHL-N7EFILDZ/I AT IZK—CEIND 3/424|
(71%). 2mgBCRF LI vO7O7 ) M. B-NF7EFI DI Y I A -, aim
EKEHEMDENEN2/3961(56.1%). dmg&E TRF LI /0707 . B-NF7EzFIDJIL
AV IZX—CHEMN. a. 2707070 8mMHPEnzn2/4061(5.0%) ICRRD SNz RFXZ
RKOSMEB CTHDNIZEMWERIE. TUBEARRE. V—JIEZIN NI VAT I 7—TFENEFETOTIE
1/406)(2.5%) ICBH 5Nz, RREICHEWT. ATHZECEERIMER TR ONED O/,
FEARRBICHEVWTRERLEICESREBBSRZRBERIF. 7o2ABETRHAE.I/070
TU M1 FUCERD DNz,

SPEET SR | RBREZ 1B RS E N, #5R(ICEEMOFTEN TR IEHRDE SN TUVDIES

(=)
HoRE0iE

i)

#

@A BIE % (SP fRxtR) >

BRRBHADOREARIE. FFXZ N0.5mg#F T 1/4041(2.5%). 1mgiFT2/4261(4.8%). 2mg
B TCB/396)(7.7%) RO 4mg B T3/4061(7.5%) ICRD SNz T T EARBETIIRERBEHXD
BIERIERBO SNB D o7c. AABRICEWTREHRIEICESBRARESRDORIERIE. 1mgiT 14l
ICRHHENT.

BEHIEDOBRRBSRDORHFERKIEITROEL Y TH D/,

RS

L BAE 2 DBS AR S B

TR RIEI A DRITI[ % (FIRGILR/ XIS BI%R) 1% g%
BE0~28#% | #53~4B% | R55~8B% | B59~128# %
TS5ERE 0.0 0.0 0.0 0.0 0.0 B
(n=39) (0/39) (0/39) (0/39) (0/39) (0/38) -
25
KF X5 KO.5mgEt 25 0.0 25 0.0 0.0 1L
(n=40) (1/40) (0/40) (1/40) (0/40) (0/40) g%%
5
RFXS K1mgs 48 24 24 4.9 0.0 %Y
(n=42) (2/42) (1/42) (1/41) (2/41) (0/40)
%
KFX 5 K2mgsf 7.7 0.0 26 53 26 Al
(n=39) (3/39) (0/39) (1/39) (2/38) (1/38) %
=
KFXZ K4mggt 75 25 0.0 25 5.0 "
(n=40) (3/40) (1/40) (0/40) (1/40) (2/40)

* BHE CERDEED Y

ST \ K
aF S b

E) AROFIFHRICKY MBRBREORHBEDICHOVERBBERDFZRINSAIEEI DD DS, BRBEAAICEL TIMOEEERE
LIS el O/l

et

SR it
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2 B (717425 Y MRS ERER) °°

S)MWER  FMMET T 74V AKX Y MNFBRER[202051 B23H7%&R. CTD 2.7.6.16. CSR FYU-981-014(&E#15.3.5.1-4) ] GXREFEME R
6)Hosoya T, et al. Clin Exp Nephrol 2020; 24: S71-9

[FIE#AR] AMRISFAREMXSHAOMASHELEROERICK VTN . KAXDEED D L2LIFFAREKRNSHOHETHB.
FEICIE, AMRICHT HIMASHELEROT NMNAY—TH ) A2 YL LY MHEEZZEL TLDEDPEENS.

WA

(B ®] BEZ2208RBMEBREZRNRELT. RFXTROTITFVARY MY 5SS
HEDIRELR VR EEDIRET E1T D

(REBTHM V] ZHEEHEE. —EEHR. T2 A LML EEMR. AEHEUATHE 8GR

[ ®] 20\ LOBRZSCSRBMAESTE EIHEEL © 203, #5EMEL : 201)
[ EFRERME : FBEEE 7.0mg/dL Ll L. SREEMAERE (RHHE*2H W) 8.0mg/dLLLE.
BRERIERE (BHHE 24 L) 9.0mg/dLELE]
¥ 1 [REFEMETR ], DRARIXIFIERE] %2 lE. BERE. X &Ry I NO—LA

[ E] WREFEBENFXTRBEXFIT I TFVARY MEO2BICT VA LICE VAT RBEEZ
1B 1 EHERICEO®RS L. RFXT REHI0.5mg/ BERE5HBD S 2:BEET2E
ERE5 L7c%. 1mg/BICEELTIBBEPS6BRETLAFKRS L. £5(22mg/HIC
BELTHEEDPS 14 BRETSEBKRSE Lz, 7T 7FYV ARy FEF10mg/ BE#&
S5RaHD 5 2:BHRET2EEHZRS Lk, 20mg/BICEEL C3BEENS6BERETLE
RS L. <5IC40mg/ BICEE L T7EEDS 14 BERETEARKRE L.

0 2 6 14 (#)

23R 4387 8iBR

» 4 N 4
L] vV Y

v

|

NFXSKE  0.5me/H me/H
(h=100) 2me/8
717*\/7(\51‘? l(;fa)é 10mg/B 20mg/H 40mg/B
e

(FRliR A ]
OENEICR T B FHEEE
[FZFHMER] /SR TR RS 14BRENITIZRSHIER) (CE T 2RERMED S O MBREREERT=
[(BREAIE— RS TROME) /& 5H11E < 100]
[RIRFHEERER] {REERER52. 6. 10, 14BR)ICETDHRSRMED 5 DMABRBRMEERTH.
BERROEREHT. RS2, 6. 10, 14:8%R) RORESHETRICHT 5 MBRERIE.
BERRERE2. 6. 10, 14BR) RUKRSRTEICE T2 MEREEGS.Omg/dL
BUN O#Ep R [ A REEE S 6.0mg/dL LU O FI%% / B 3h &7 xd S 41%2 X 100]
"E
OXR2HICHY HFHHER
BEER.BIEA. BRBHR 2 &

(RiERUAE]
BE. BAICE RFXTRELTIAOLMEL UBIA L. 1B1ERORST 5, ZORGMARBELER LEDDMHE

KIS CTHAICIBET S, #HIBFEFBE1R1R2MET. BEFOREBISCTEEERT 2. RABRE5EF1H1R
dmgE&d B,
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URECE Tablets 0.5mg-1mg-2mg

(B4t E] TZFHERE ICOVT THIEOEDHMAIOS %N EEXED TRENFFLEY—2 2 (—10%)
TR OBEEIFEME LT, BEFEUT -V EZRLUIC2ERIBREZRNT

3
FELMRTEZIT D7, i@
BUREHEIER IC DWW B EH C EICMBRERBER TR (ERR) . MEREE (BFRIANT "
REHET ) . MERERE6.0mg/dL AT DEME (BRI OHGHT ) OBEHETE
ZEHE L "
#
W EELE = (FAS BYIR)
N ~ &
e NF XS KB TITEVRRY NEE D &
R (n=99) (n=100) O
R IR (%)]
CIE: 99(100.0) 100(100.0)
Eg:: 0(0.0) 0(0.0) -
BX
EH(R) #
SEHE AEERE 55.1+10.8 57.1£10.6
eGFR(mL/min/1.73m?) =
SEE AR ERE 70.5%t16.2 69.7t15.3 g
JahRERfE (mg/dL) B
Tl + B 8.61+1.05 8.67+1.06
R IR (%) ] %
FRESHEME T A 87(87.9) 89(89.0) =
RAMRIGERE 12(12.1) 11(11.0) =
BHHE B (%)] o F
Hh 95(96.0) 94(94.0) 0%
2=
S BB ¢ DA (UK (%) ] L
) 74(74.7) 72(72.0) B
FREBHETE DBELE (6124 (%) ] =5
HY 21(21.2) 19(19.0) 1%
=)
R IRV ED (1124 (%) ] 2%
&) 3(3.0) 1(1.0) ®
B PR A DS SR EE (125 (%) ] %
&) 84(84.8) 84(84.0) Z
E

ST \ K
aF S b

et

SR it
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WfER

OS5 T RO MBERRMEETR(EEFMEE ; FASH#X%R. LOCF)
BERTERICHITDRSHMED S DMBRREETR(TIELIRERE) . NFXTREET41.82

+11.47%. 72 T7FVJARY MEETC44.00E10.63% ThH o7z,

MERBRMBIE RO SEBOFIEDEF—2.17% [MAIOS%EEXRE @ —5.26% , 0.92%]T
D) HE SN EBXED TREN LT -2 (—10%) &2 LR o 7cfcdh. 7T T7FV ALKy bEE

(X B RFXT NEEDIESEDIREL S N e,

IMEFRERIER TR (IR 5T B)

TI7HIREY NEE
(n=100)

<8.67%£1.06>

NFRS NEf
(n=99)
<8.61+1.05>
0
10
20
30 -
il
B 404
g
@ %507
5
T 60— 41.82+11.47
$
70
ERBEETROBEE | FLHRED
80 [R5 %ISR (%) - lpfad
=217
90 [-5.26, 0.92] <0.001
100 | a: RFXSREE—TIIFIARY NEE
(%) b: 2KtEE. FHMHET—T> (-10%)

44.00£10.63

FifE R RE

< >RIFREHTMEREE (mg/dL)




URECE Tablets 0.5mg-1mg-2mg

. 3%
O Z R D IMEREREE TR (BIRFHEIEE  FAS BEEAHR) 2
ZEAAR52. 6. 10, 1418%) ICHT2ESHMED 5 D IBERREETR(CESE ZRERE) 1. s
TROESVICHEL . ZRS514BETIE. NFXTRETE4193+11.49%. 71 T7FJ AKXy NEf
T4452+10.39% Ch o/, -
#
MERBRIEETROHRS
#E58 GHEGIE)  (99) (99) (98) (96) 95) oh
N 0%
(100) (98) (98) (94) (94)
SEET
1B 5 %R =
BEH 2 6 10 14 () B
0 s \ \ \ \ "
%
g
20 8
?i?;:
% 40 2
R i
o
& 2%
T 60 Ik
% i
Eitgﬁ
R
B
—8— KNFXSRE %@
- TITFIRRY NEE %Eﬁ
TifE B @
100 ] 1]
(%) i
i
&
E
]

ST \ K
aF S b

et

SR it
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O X B R RV IRER T IO MiERERE (BIRFMEE ; FASBEHIXIR)
BERFRIREHIRE 2, 6. 10, 14B%) ROKRSRTRICE T 5 MEREE (FIIE L RERE) L.
TROEESVICHR L IZRSGRTETIE. NFXZRNEET501£1.16mg/dL. 7T 7F VA& Y b
B C484+1.08mg/dLTd 7.

M;EREREDHETE

(mg/dL)

27 —&— KFXT KB

- 7T TRV RAY NEE
10

m 8-
E
/8
fi& %

4 _

2 —

THE R
O T T T T T T
O 2 6 10 14 GB) BERTH
5% HAR (LOCF)
5= GHaGIZ) (99) (99) ’ /8 (98) (96) (95) (99)
5me/ me
s = 2me/H
(100) (98) 20 /g (98) (94) (94) (100)
mg
S 1111 40mg/B

OB R R VRS T B D MiEREL{E 6.0mg/dL LAT DiERE (RIRFHEIER ; FAS BE%I%R)

BERFR(ERE 2. 6. 10, 14:81) ROKRSH T RFICE | 2 MERERE6.0mg/dL I N OEMEIE. TH
DEBWICHR L SR TR T NFXT REET84.8%. V1 7F VAR Y NFT88.0% Ch o7z,

Mm;5EFRER(E 6.0mg/dL LI DEMFEDHTE

Bl NFXSNEE 926

(%) N ge o0 91.5 88.0
100 ~ WWTITEIALYNE e s 2029701 g5 31939, 96.3] 84.8 [80.0, 93.6]
1 9157/?/%_:5;%%?@%@ [76.5,91.7] [76.2,91.3]
Yo SFEX ] °
S=E=
B8 65.3
|73 80 - [55.0, 74.6]
i 53.1
& (427, 63.2]
60 60—
/Tng 32.7
[23.5, 42.9]

J:I% 40 [17%?52.0]
D
e 3 20 |
X
$

07

2 ° wowmm ° 1 e
5= GHEBI%) (99) (99) (98) (96) (95) (99)
krzsrp  sameld LS 2me/H

(100) (98) (98) (94) (94) (100)

20mg/H
TITHUREY IR mamElE 40mg/B




URECE Tablets 0.5mg-1mg-2mg

BZeH B
@R\ BIET % % b8 < BIVEFRIUIAR (SP ##H X &) §
FBRBHA AR < BIER GRBREEREASD)IE. RFXS RET16/9961(162%). 7T 7+ "
28w NEET17/101 Bl(16.8%) ICRD D NI=e RFX T REETHDN/-BWERI. BT, UL
RETWTNE 1/9961(1.0%) ICRO BNz, TTTHFVYAKY NEET2HILLEICHSNBWERIE -
R BI040 #EmMA4/101 61(4.0%). . FH. B-N7EFILDFILaAFI-_4—+ @
0. ISR TR E DS FNEN2/1016(2.0%) ICRBD DNz, ARBICHEVT. BEEEICET
BlERDONEP D/ ARBICHEVT.BEEREWERIZ RFXS RETERHONT. 7T T+
X&vhﬁ?ﬁ&§@1%1ﬁw5ﬂi$$ﬁ%‘%MT&%¢tliotFﬂ%%%%@<T¢%H 5
RFXSRETIERBOHOLNT ., 717+ ALy MNETHEERVEERZIESZNEN 1 FIICR o
Y O
O AR (SP BHix%R) -
FEBEHADRIVERIE. R%R%Rﬁr1@9wm0%)'717¢yza/rﬁT5A0MW@O%) %
ICROENE, ARBICHEWTHREHREICE>ARBRABSAORIERIZ. NFXS NETIIRAD
N, 7T T7FYRAKY NEET2BICERD DN, ~
BERTEORRBHAOBRRRRRITEROES Y Tho k. g
TR RIET & DR EAR R IA =R
FEEBIEI K DRIFR[ % (FEIRGIER/ TR BIER) 1% =
50~ 2iB% 12 53~6iB% 57 ~ 14387 I;
NFXZ NEf 1.0 0.0 1.0 1.0
(n=99) (1/99) (0/99) (1/99) (1/97) N
TITRIRARY MR 5.0 0.0 3.0 2.1 g
(n=101) (5/101) (0/101) (3/99) (2/96) (_ét
&

X BRI CERDEED Y

) AEOFEHRICKY MBRBREOIHBRRDICHOVBRBHRDIRSNSFIREREDGHD DS BRABBHRICEL TIMOBEEERE
ARt E L.

ST \ K
aF S b

et

SR it
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3. BIHRE (N XTO7O HEELHRE) ©

THAER  FIAN X707 0O REER[2020F1 2384, CTD 2.7.6.15. CSR FYU-981-011 (&#15.3.5.1-3) ] GKRRFME R
8)Hosoya T, et al. Clin Exp Nephrol 2020; 24: S62-70
[F#HAR] AMBEHRASHELTRROERICLUITbNE, KRNOZFED D BABEHASHELTRROHETHS.
ZHICE. AMRICHET A2HASHETEROT7 NNXAYF—TH) A>T EY MNEEZBEL TV 2ENEEND,

W EEBIR

(B ®] BEZ2E20eRBMEZEZHNRELT. RFXTROANYXTANYAOVICHT 2IFHME
DIRFAER VR EEDIRET 21T D

(BT V] ZHEEHE. “EER. T2 X LML, EEMR. BEEIEATH E 8GR

[ &] 20U LOBRAZ & TBREBRMESDE™ T EIHESE : 201, RSEFE - 201)
[MERERME  BAEE7.0mg/dL Ll L. SREEMERE (SHHE*?H 1)) 8.0mg/dLLLE.
PR MERE (BHHE*27& L) 9.0mg/dLLLE]
51 [RBECBR |55 ETHETEIERS 2 BME. MRE. X 2Ky 7> ROk

[ ] IREBEZ RN FXTREXEFAXTOTOVEO2EICT A LICE )T RBEEZ
TE1EHRRICEO®RS L. RFXT REHE0.5mg/ BZR5HMBD 5 2:BERET2E
ERE5L7/cE. 1mg/BICEBELT3BEEP S0 BRET4ARKRS L. £5IC2mg/HIC
BELTTEED»S 14BRETEAEBKRE L. N ATANYOVEIL26mg/ BZ2H&E
RO 5 2BRET2AERBKRS L7ck. 50mg/BICEEL TIHEBNS 14 BRETI12:E
BRE L.

2 6 14 GB)

 28EH 438 S

[
»

v

A N 4
< 1]

KFRSKE  05me/H 1me/H
(n=102) 2me/S
~yZ7ovove 25me/B 50me/H
(n=99)

(FHiERE ]
OEMEICRIY HFHEEE
[FRFHBREB] RER TR RS 14B8RXISIREHIER) (BT DRSHMED 5 DMEREEER T
[(RERME— RS TR OE) /&% 5H11E < 100]
[RIRFHERE] SRR ER52. 6. 10, 14B%)ICE TR ESRMED S D MBRBREETHE.
BREREIRESA. 1852, 6. 10, 14BR) RORSHETEICHT 2 MBREE.
BERRERE2. 6. 10, 14BR) RUKRSKRTRICE T2 MEREEGS.0mg/dL
PR D& p s (B RERME 7 6.0mg/dL LI O F1 %/ B 3h i FTMmxT S A% < 100]
"E
OXR£MICHTY SFHERE
BEER.BIEA. BREBHX L

(RiERUAE]
BE. BAICE RFXTRELTIAOLMEL UBIA L. 1B1ERORST 5, ZORGMARBELER LEDDMHE

KIS CTHAICIBET S, #HIBFEFBE1R1R2MET. BEFOREBISCTEEERT 2. RABRE5EF1H1R
dmgE&d B,




URECE Tablets 0.5mg-1mg-2mg

(BR#rEtE] TZAFMERICOVT. MAIOSNEBRXE D TRENIFSUEY—> > (—10%) & LR /2
HBREFLHME L, BEFHUT -V 2ZRUIC2ERIREERVCHFLEERTEZ

5
107, &
BIREHEIEE ICDWT RGBT EICMBREREE T (FEFR) . MERERE (ZFRAND "
G5 T ). MEREKEOS6.0mg/dLLIT OEME (BRERM OIS TR) DBNRETE
ZEHE L -
5
WEEE R (FASBIYTR)
NFXS N Ny Z70v0>E# 5%
(n=102) (n=98) O
PR I8 (%) ]
B 100(98.0) 98(100.0)
g 2(2.0) 0(0.0) EFEG"E
BX
EE () #
EE IR RE 55.0£10.3 547+10.4
eGFR(mL/min/1.73m?) =
SEE AR E R E 65.3x11.5 66.2*t12.1 ‘g
MEFRE(E (me/dL)
SEE AR RE 8.90*x1.16 8.92+1.28
L I8 (%) ] x
FRESHEME TR 91(89.2) 90(91.8) =
RAMRSERE 11(10.8) 8(8.2) #
BHHE 12 (%) ] LB
HY) 91(89.2) 91(92.9) g@
2=
155 L PR A OB (198 (%) ] L
oY) 83(81.4) 77(78.6) B
FREEHEE DREAE (I (%)] 5
HY 10(9.8) 15(15.3) 1%
=)
RS [ (%)] a5
) 1(1.0) 0(0.0) 2
AR D FRE B (%) ] ]
Hh 74(72.5) 75(76.5) 2
E

ST \ K
aF S b

ES
=
X
[
n
AR TERBENAEANYZTOYOLOME - NP "
TROBEICH T IEREMEDRE £
A, BREMLES S B N TE |
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WfER

OS5 T RO MBERRMEETR(EEFMEE ; FASH#X%R. LOCF)
BERTRICHITDRESHMED S DMBRREETR(TIELIRERE) . NFXTREET45.92

+11.94%. N RXTOXYOVEFCA43.87+11.84% Ch o7,

MERBREETROBSEHBOFEHEOEDHA O5%FEEXMEIETRIME—1.27%. ERES.37%T
DY) mAIBYNEEXED TREDIELHMEY -2 (—10%) & ERo/cfcth. N XTOVAVEE

ICXT D NFX T NEEDIESEDIREES Nz,

IMEFRERIER TR (IR 5T B)

AV inEduby
(n=98)

<8.92%1.28>

KFRSNEE
(n=102)
<8.90%1.16>
0

10 |

20

30
il
B 40
gjﬁ}
& 50
1K
T 60
B2 45.92+11.94

70

MERBEETROEBE2 | ELHURED
80 OFEAIO5%ISEXE (%) B-fipfEd
90 -1.27,5.37 <0.001
100 — a: RFXTRE—A"UXTOYOVEE
(%) b: 2K t&EE. IFEHHEY—T> (-10%)

43.87+11.84

FifE T RERE

< >R ESHTMEREE (mg/dL)
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URECE Tablets 0.5mg-1mg-2mg

O BB RADIMBEREREER TR (BIRFHEERE ; FASH#EXIR)
FERRERS2. 6. 10, 14BR)ICH I 2RE5HMED 5 D MBREREE TR (FHELIZERE) .
THOEBVICHB L. /S5 141BETIE. NFXTNEFET46.21 £11.90%. N AT7ONYOVET
4416+ 11.66%Cdh o7,
BEHMEOHEBICENT &/E52. 6. 10BRTIIAEREDPBDSNH[p<0.001 B52. 6B%E).
p=0.022 (5 10B1%&). 2EANRE]. BE14BRERTEIEREDPRD 5NED 27 (0=0.236.

2IERIRTE).
~ &l
MERBIEE FROHE o
52 GHEfIE) (102 (101) \me/H (99) (100) (94)
0.5mg/H ms =
KPR K :
(98)25 /El(98) (97) (95) (93) =
mg
Ny erindub) 50mg/H
5 AR .
1BER 2 6 10 14 GB) 2
0 \ \ ! ! -
20 e
m
&i
- 053
= 404 =1
/B @;i
|73 =2
[i73 B
& -
B el
I 60+ mf
1t
= S5
Bl
Eles!
25
—@— RFXFNE
80 - AYX7OROVE ;g
Al
TigE+iEE R ;%;
#: p=0.022(vs. N> X7OVOVE) =
*%: p<0.001(vs. N\>X7OvOVE) 2
100 | CERHEE)
(%)

ST\ Y
B S Fr o

et

SR it
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OB BFR R VIRERT RO MERERE (BIRFEMIEE ; FAS B#ZH¥%R)
ZERORERT RS2, 6. 10, 14B) NORSETIRFICE TS MBERERE (F9E T Z2ERE) 3.
TROEFVICHE L RSB TETE. RFXTRET480E1.15mg/dL. X XTJO~x O &
T498+1.14mg/dLTH >/,

M;EREEEDHETE

(mg/dL)

24 —0— NFRTNE

-~ X7ovOorE
104

m 8-
sE
/B
fi&

4 —

2 —

T+ B RE
O T T T T T
5/ 2 6 10 14 () BERTEE
5L (Lock)
BE5EGHEFIE) (102) (101) Ame/ (99) (100) (94) (102)
krxosrz  0.5me/B me/H 2me/B
(98)25 e (98) (97) (95) (93) (98)
m
~NyXTavOvE g 50mg/B

O LR R URESH T RO MBEREEE6.0mg/dL LT OERE (BIRFHEEE ; FASBXR)
BERERE2. 6. 10, 148%) NUOHRSETEICH T 2 MEKREE 6.0mg/dLLIT OZEARIFE. T
DEBVITHR L IZRGKRTRTIE. FFX T NEFCB86.27% N AT7AOYAVEET83.67% Th o7,
BEHEOHEBICEVNT. ®/E2. 6BETIIEREDRDOSN/zH (p<0.001. Fisher DIEHIRTE) .
#5100, 14 BBRROBERTETIEREDPBOONALL>7/[p=0.069 (E510B%E). p=
0678 (185 14181%%). p=0.693 (&5#TH). Fisher DIEHEIRTE].

M;5EFRER{E 6.0mg/dL LI DEMFEDHETS

% M ~FXSRE Bl AoXT7OovOrE

_| *1p<0.001(vs.A">X7OYOYE) g7g53 90.00 87.23
1001 Fishermmsitie) (7930, 9344) (8238 95101 g 0 (787693281 8495 ra0a 2300)_83.67

@ 9155/?_/%7:)?%%] ;Zmizﬁmo [70.54. 8751] 91 [74.84,90.37]

B YofSREX ] o

Fx 80 60.20
: 7.58*

% [49.82,6996) 1, 5" s

6.0 60—

mg

/dL

Ll 40 23.76*

[15.86, 33.26]

10 14 GB)

6 ) BEHETH
514 A ~(Coch)

2

®52GEHhGEIHR) 102) (101) Ime/a (99) (100) (102)
KFERSKE  SomeH 2mg/H
(98) (98) 97 (95) (93) (98)

25mg/H
ANYZTOvOYE 50mg/H




URECE Tablets 0.5mg-1mg-2mg

BZeH "
. i
O =R RET % % 5 < BIMEFARIVIAR (SP AR %R) D 2
BEBEAEG<IER(BEREBREEASD)IE. NFXTRETT7/10261(6.9%). N> X T "
O OVET11/9961(11.1%) IC8R BT, 2HILLEICHIE LABERIZ. NFXS NREECEEA
H3/10261(2.9%). N ZXTAXAVETF I -VFI ) NSV AT T 7—EEMROTA/TE -
SEETI ) NIUAT I I—CEMBFNFN2/996](2.0%) ICERD D, ARERICH T, HEE #
CHICHTEHAESOEERBERIZRD SNARN S, ARBICHONTRSHIFICE> /- FHRBEE
KLHNOBHERIE. RFXS RETERIAPSIFICROON. XY XTOXOVETIERD D
nLmos, w
@R A% (SPEFR) D
FRBSADRERIZ. RFXS RET8/10261(7.8%). N> XTOXOVEET5/994(5.1%)(C )
ROONE. ARBICHVTRERIFCES>ABRBSADORERIE. RFXS RET1HICR %
b, XoX7O~xOQYETIEROSNED D/, &
BEBTEORABBADOBIERRERIITROES Y TH o/,
.
o
e E\RAER 2% DBSHARI S IR %
FEEBAEI X DFIRIR[ % (FEIRGIER/ SR EIE) 1%
B50~2:81% B 53~6:81% BE57~14:81% %
NFX T NEE 7.8 1.0 29 4.0 =
(n=102) (8/102) (1/102) (3/102) (4/100)
N ZX7O~vOVEE 51 0.0 2.0 3.1 PE
(n=99) (5/99) (0/99) (2/99) (3/98) 0%
5 BRI CEAOEES Y i
Eﬁaﬁ
ES]
F) AREOZEIESHRICK Y MBRBEOCRHLESICHVBRABERADPZEINDFEEDSHDZENS. BRABEXICEHL TIXMOEEERE %%
PSRt & L7z, L
Byl
%
EQ
Fa
iD]
=
el
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4. BIHAERER (KM SEER)

Q) HAER | FINMERIRSHER[2020F1 A23HA&R. CTD 2.7.6.17. CSR FYU-981-010(&#15.3.5.2-1) ] (KResaHAE RN
10)#AER | REFESHRBRICH T DBEREAAEDRE (202051 A283HAR. CTD 2.7.3.4.2.2) CKREFHMERD
11)Hosoya T, et al. Clin Exp Nephrol 2020; 24: S80-91
[FIMER] AAREHASHELTERDERICKYITDONz, AARXDEED D LALEMASHETERDHE TH B,
ZEICIE. AMRICAHT A2MASHETEROT7 NNAY—THY AP LAY MEZZEL TV2EDPEEND,

WA BR AL 2R
(B ®] BREZSCERBIEEZEENKE LT NFXS RORBREICHI 2B R VRS
MEOREEATD.

(HRB7Y V] ZHERER. SR BEHRR

(3¢ &®] 20U LOBRAZ & TBREMESDE™ ' EITESIER : 330, REEFIE : 330)
[MEFRERME : BREE 7.0mg/dL U L. SR MESRE (SHHE*2H 1)) 8.0mg/dLLLE.

B R MERE (BHHE 2% L) 9.0mg/dLLELE]
5 1 [RBESBNI |52 O ETHETEIERS 2 BME. MRF. X4KUy s> KO-k

[ & WRBEICKFXINZ1B1RPRRICEORS L. NFXTNE0.5mg/ BzkE
FIAD 5 2BRET2EMKZS LcE. 1mg/BICEELTIHEBD S 6BRET4ERM
‘5L, EH5IC2mg/BICEBELTCTAEBD S 18BRETI2BERS L, 5148
BOMBRERED6.0mg/dLUAT DB EIK. NFXT NEE%Z2mg/BICHFFL T19
BEDS 348%X(E58BEE T 16 HRXIF40BEHRE LIZ(KFXT N2mgik5H6l).
#5514 BEOMBEREED6.0mg/dLEBA TV eHaIK. NFXT MNME5E%4mg/ B
ICHEELTI9BRD S 34 BERNIFES8BRET 16 BARNIE40BREIRES LIL(FFIXT N

4mgR5H61)
02 6 1818 34 58 ()
2 4
R B 12387 16 BRI I$40BR
> ) < >

4mg/H (14 BREROMERE{E:6.0mg/dLi8)

34 BFE TS (n=43) 581B% Tik5 (n=14)

2mg/H (14 B RO MERER(E:6.0mg/dLLT)

1
0-/5 me/H
(n=330) M&/E 2mg/R 34:BE THRS (n=270) 58:8% TH5 (n=94)

[AERUHAE]

BE. RAICIENFXZSRELTIHOOMgXWEB L. 1H1EROKRS TS, ZORITMPREEZER LRDH SHHUE
KIS CTHAICIBET S, #HIBFEFBE1R1R2MET. BEFOREBISCTEEERT 2. RABRE5EF1H1R
dmgE&d B,




URECE Tablets 0.5mg-1mg-2mg

[(FHEEE]
OFEXNEICKHTY HFHERE
[FEFMERR] BFRRS52:B%LE. S8 BRRETLBI L) ROEBESHRTRICE TS
BERMED 5 DIMBRRMEER TR [(R501E-&S5EME) /#&581EX 100]
[BIREHMEIEE ] 2R (5 2B%ZLE. 58 BRETA4BI L) RUORSHKRTRICH T2 MMEREE
A O M55 FRER B 6.0mg/dL LUF DE R [ 7B FRERE 75 6.0mg/dL LU T DA%/
BRI SR AFIEL X 100]
< KFXZ K Amg R E5HITDIRE >
BRRR522B%ZLE. S8BRETLBIE) RUBREGKRTRICEIT 215188
&D 6 DMBERREE FE B518BREREHKTRICE T2 MBKREME. MBRER
BIE T, MERERIES.Omg/dLUTDERER K&
OXR£MICHEY HFHEEE
BEER.BIEA. BRBHR & &

[BR#FETE] ETZFFMEBERICOVT. FFXT M2E. 2mgREHl. 4mgik5H]Z & O MEREEET
K (BERAROBREKRTE) OENMAEZEL L. REAMMBEC DR EIT O/,
BIREHBIER IC DWW R RA ORGSR TEICE T2 MBREIE. %5 1880 5D ME
FREGMEIE TR, MEREEME6.0mg/dLLI T DEREOENMAEZEL L/,

(=)
HoRE0iE

)

N

RS

WEEE R (FASEEXIR)

?_jl
;?é
i)
HERY (15 (%) ] .
Bt 324(99.4) 274(99.3) 43(100.0) e
- 2(0.6) 2(0.7) 0(0.0) %%
2
E8(R) %
TifE+EERE 53.9+105 542+10.4 51.3+105 pa
EE@
eGFR(mL/min/1.73m?) 1%
FE L IEHERE 69.6+13.2 69.7+12.7 70.0+15.7 ggé:
B9
ERERE (me/dL) °
TiE+ S RE 8.79+1.13 8.63+1.03 9.76+1.25 %
ﬁ\[
R (I3 (%) ] iy
FRERHEMHE T8 279(85.6) 237(85.9) 36(83.7) z
BARR FERR 47(14.4) 39(14.1) 7(16.3) 5
25
BBHEHIE (%)] =
B 284(87.1) 238(86.2) 40(93.0) B
TER\RBET 2 DBEE (%1 (%) ] BE
5 271(83.1) 227(82.2) 37(86.0)
ES
FRERAER DBEE [B15(%) ] z
H) 35(10.7) 28(10.1) 2(4.7) %
TERAEE (5121 (%) ] ;
) 6(1.8) 4(1.4) 1(2.3) =
R
R T D3R R 1% (%) gfé
HY 146(44.8) 120(43.5) 22(51.2) |
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WfER

OB RADIMBRERMEER TR (EEFHEE ; FASHEMXIR)

BRFR(RE52:B%RLUE. 58BRETABIL)ICHETZHRE5RMED S DMBERERMEETR(FIIE
TRERE) . TROEEVICHR L. 8534 BRTIE. RFXT K246 T47.83£10.85%.
2mgE 56 T46.73E10.77%. 4mgk 561 T54.92+8.58%. % 5568BHETIEF. KFXI K
2R T48.43+11.38%.2mg#&k 546 T47.17£11.18%.4megix 54 T57.35£8.73% Ch o7z
BE10BEDSREE8HEBRET. NFXT FN2FOMBEREMBEETEDFIEIL44.99% ~
49.7T1%DETHBE L7, WTHDEREED. 2 (ORRT.REHECOERICEVWTHERED
BOHOHNTZ(p<0.001. 1 ERIRTE)

IMERERIER T ROHERS

RSB AR
RFXZ R4 (326)325)  (322) (314) (311) (311) (306) (304) (300) (297) (106) (105) (105) (105) (104) (105)

@re)(275)  (276) (271) (269) (269) (263) (262) (259) (257) (92) (92) (91) (92) (91) (92)

. — 2mg/
|\9"R7;£257-T11§J 05me/H 1mg/A mg/B8
(43) (43) (43) (43) (42) (42) (43) (42) (41 40) (14) (13) 14) (13) (13) (13)
y Z K4 2mg/
#5112 AR

REH ? ? 1 P 1‘4 1‘8 2‘2 2‘6 3‘0 3‘4 3‘8 4‘2 4‘6 5 P 5‘4 5‘8 (&)

80 — —— RFXTR&F
-0~ RFXZ RN2mgiz54i
I RFXZNAmgiz5H)

100 — Tl RERE
(%)

&5 a0 MR {E (mg/dL)

£ 2mg %5451 4mg &5

8.79%£1.13 8.63%£1.03 9.76£1.25




URECE Tablets 0.5mg-1mg-2mg

. . e . 3
OZBFR MU SR T IO MEREEE (BIRFHEIER ; FAS BBHXtsR) 2
R (RE5 2B LR 58 BRE TL4B I &) NORSHKTEICEH T2 MERELE CFE L IZERE) "
IE.TROESVICHRE L. 75 34B% Tld. NFXT K2R T4.57 £ 1.06mg/dL. 2mg&k5H4IT
461+1.08mg/dL. 4mg#x5HIT4.35+0.90mg/dL. ¥ 558B#% Tld. KFXZ KNe4ET4.55 "
+1.09mg/dL. 2mg¥5FIT4.59+£1.10mg/dL. 4mgx5HIT4.22 £0.95mg/dL Th > /= #
MEREREDHETR
5 &
| B
(mg/dL) ~ IR
127 —— KFXS K2k
—O— RFXTR2mgigs54H) _
10 O RFXZRAme#R5H) B
B%
®
87
i
B =
R 6 0
[ 5
il B
4 —
=
2 2
B HIZERE b
0 [ I I I I I I I I I I I I I I T
#52 6 10 14 18 22 26 30 34 38 42 46 50 54 58 HR5KTH ,&g
B5E GHERE) £
RFXZ Rk (326)325) (322) (814) (311) (811) (306) (304) (300) (297) (106) (105) (105) (105) (104) (105) (326) %;S%
@e)@2r)  (276) (271) (269) (269) (263) (262) (259) (257) (92) (92) (91) (92) (91) (92) (276) 75
l\‘»9127|;;{b25;nﬁ% 05mg/a me/H 2mg/H %%
(43)(43) (43) (43) (42) (42) 43) 42 41) 4o (149 (13 (149 (13 (1 (13 (43) %2@
%
il
5
)
E
"

ST\ Y
B S Fr o

et

SR it
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@XM iERERE6.0mg/dL LI Dk (BIRFHEIRR ; FAS B2 ixdR)
BERFRRG2BELE. 58 BRETLBEI L) ICHT 2 MBREEMBOE.0mg/dL LT ORI,
TROESVICHB L. BE34BERTIE. NFXT N24ETO0.24%. 2mgH 5 617T89.11%.
4Amg &k 561 TO7.50%. #E5E58BE TIE. NFX T N24ET02.38%. 2mg#H 5617 91.30%.
4mg #5417 100.00% T o7z,

M;5PREZ1E 6.0mg/dL LI DERZF DR

NFXSRetk Bl RFXFR2meizs56] Il K73 N4mgiksa)
) I5—N\—I3ERRDISNEBEXE AR .
100
80 |
m
JE
/B
FK
R 60
&
6.0
mg
/dL
LU 40
2
1)
E
X
<
20 |
07
2 6 10 14 18 22 26 30 34 38 42 46 50 54 58(A)
L % H
BE5E GHEGIL) RSEEE
RFXZ KRR
aog (325 (322) (314) (311) (311) (306) (304) (300) (297) (106) (105) (105) (105) (104) (105)
kyxsK  (275) (276) (271) (269) (269) (263) (262) (259) (257) (92) (92) (@) (92) (91) (92)
0.5
2 e " e
43)  (43) (43) (42) (42) (43) (42) (41) (40) (14) (13) (14 (13) (13) (13
MFxon 0.5 1mg/A 4mg/H
4m§ﬁi"gj mg/E g e 2me/H me




URECE Tablets 0.5mg-1mg-2mg

O K FX 7 FAmgizEHICHEITS. 518 ARD SXBRIARVRERTEO
IM;ERERIER TR (BIRFHEER ; FAS f#ixisR)

F
)
NFXT NAMgZGH T EFR 5 22B%LIE. 58 BRFTLA4HT L) NOERSHRTERIC g
BF2R518B% D O OMBRERMEETRCESE ZERZE) & TROE BV ICHZE L. 2558
BETIH29.02+1596% Ch > /=,
5 181BEEDHBRICEWNT ARG 42:BE TIIBREDRO SNLED 72D (0 =0.075. 1 ARt 1RTE) 5
ZOMOBERTIFBEREEDRDONZ[p=0.0113E546:81%). p=0.001 x5 54:87%%). p < 0.001 &
(FNLSDERR OGS TE) . 1iEARIRE ],
KFXZ RAmgEHIICH T 5 MEREREETHEOHRE (85 1 8:BELIRE) ? i
< %
B 52 GHEfIZR) 42) (42) (41) (40) (39) (14) (13) (14) (13) (13) (13) (42)
735 K ame sl
&5 1% 43 BEATE %
18 22 26 30 34 38 42 46 50 54 58 (@) (LOCF)
| | | | | | | | | | | 1
_20 —
z - B
H ~
5 20+
0) %
Lﬂ 40 b3
2 B
B 60- =
il
% 80 S
= 1+ FFXS N4mgia5Hl U
100 TomiErmEs @t%
(%) ﬁ%
g
iz
%
Al
5
0]
E
i}

ST\ Y
B S Fr o

et

SR it
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O K FX T NAmg#REHICHETS. /5 18 BR LR G TRICH T2 MBERERE. MiEREREE TR,
IM;EFRERTE 6.0mg/dL LIT OEm R (RIRFFMEE : FAS BHTXR)
NFXZ NAmgHREHICHE N T, MBERRE(FHETRERE) RS 18:8%£6.24 £1.01mg/dL
X L TIRGHTHF4.41 = 1.09mg/dL. MBRBRIEER TR (THELRERE) 13385 18 B 35.76
+8.83%Icxt L TH/RGH T HF54.88 = 9.49%. MEREEE6.0mg/dL LI DIEE[95%EEX ]

3R 5 1881% 47.62% [32.00% ,

63.58%1Ixt L TG TR 95.35% [84.19% . 99.43%]T

RFXZ RAmgREHIICEITBRE5 18 AR E/ERTRORTMEE

Hor,
;&R fE
(mg/dL)
8 —
6.24+1.01
7 —
6 4.41+1.09
fm 57
ZE
/B |
R4
[
fig
2 —
1 —
0 —
51838 ?fo*"T“*
—a2)  (2235)
TR

MR E(R T =
woslg BRI
(n=42) (n 43
O —
20
40
35.7618.83
60 |
54.88+9.49
80 |
100 |
(%)
TE R

MERRERIES.0me/dLLIT DiE MR

%) 95.35
1004 [84.19, 99.43]
il
JE
/B
K 80
[ 4762
& [32.00, 63.58]
6.0 60
mg
/dL
Ll 40
-F
D
Z 20
B
$

1251838 1% ?x(—”f*”f*
(n=42) (n=43)

IZ—N=RU[ IRIEEREDIS%ERXHEERT .
5 a1m;ERE(E(mg/dL) :9.76£1.25
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URECE Tablets 0.5mg-1mg-2mg

LSk

O E R X % i < BIEARBUIKR (SP ##fTxiR)

BRBEHAZREIER (BEREBEEREZST)IE. RFX T R2mgREFHIT27/277H)(9.7%) .
Amg X5 H)TO/4341(20.9%) ICBOH SNz, 2HILLEICKIR LZEERIE. NRFXZ K2mgiks
BICRAER D 7/277 1 (2.5%) « UBRAREED 3/277 B1(1.1%) . BAKILEE. BfEAME. mA L
TF_BMDBENETN2/27TTH)(0.7%) . 4mg x5 6 TR D 4/436)(9.3%) . BfEAIE
D3/43BI(7.0%) FRPFZIVT I/ O L7 F UMM 2/4361(4.7%) L3R B fz. KREHERIC
BOWTIEREHIERDONED Dz, AHBRICEVWT.EEREMERIENFX T R2meg RS ICBES
THAD 1 BRSO DNz, ARERBRICEWTIRSHIE) :iotfﬂﬁeﬁﬁ%u%@_M’E}ﬂ & RFXIR
O0.5MgikERFICEDFEE. RE. RP LI /70707 48N, 727/ NIV ATIo7—1
M Y-JIEZIIINNTARAT T o—E8mMHB#Fn<n1 4. 1mg&%ﬁ¥f CTANTF VBT B
VAT T T—EEMD 1B 2mg R ERICBHEAED 2GR ONEZSD 1 6], dmg X SRICBERIE
D 3FCFED STz,

O & RRIET % (SP BfixR)+
RRBEHXOBIERIE. NFXZ N T42/33061(12.7%) ICEBH STz, ARBRICEWNTRSEH
LEICE SRR R OBIERIL. NFXT N 1mgiRERFIC 1 IR 5hic,
BEECEORBERBBADEHIRRRETROEL ) TH o7,

RS

T R Bl % DB HA R IR SR

FERBIER R DFIRZ[ % (FEBGIE/ w5 Bl%R) 1=

R50~28% | &53~68% | /57~ 188% |i&519~34:81% |#%535~58E%

RFRS K 56 2.1 N
—_— (42/330) (4/330) (7/328) (22/320) s 0.0 @t
4mg &5 2 (3/43) (0/14) B

1 SHETEROEED Y
%2 RE519BBICAmeniEE

) AREOEEHRICKY MBERBREOHBEDICHOVBRBHRDEIRSNSAIREEDPHD DS, BRABBHRICEHL TIMBOBEEERE
ARt E L.

ST\ Y
B S Fr o

et

SR it
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HEMITICE—EBEARBNDOEBED S ENET D, ERBEFICFHHSNICERN THD/zDBEHLET,

5. RIHRUBNH_—ETRABROHSBNICES
BE TR M A K EETER (885 LB A7) *'°

WG ER B 22
(B ]

(HB7Y4 V]
[ %]
(& 5% %]

12) &R B IEAUE NE—ESRABROHAMRITIC &2 B8EE R MBRERMEE T 1FH B EEFT)
(20201 B23H%:R. CTD 2.7.3.3.3) CGKFBRFHIHE 1)
13) #HAEH | RRER(CEEREABROHE) DEESROFAN (2020F1 B28HAR. CTD 2.7.4.2.1) GRREEHMEE )

ABRECICERL L BRZECEREBOLEREEZNRE LI DO_EERARD
(72EAWR2HAB. XXT7OYAYR1ER. 7275V ALy bR 1 EHER)
EHEBTL. NFXZT NOREFRFOMBREEERTERORE 2175,

4DDZ > A LME. ZEER. WATEE. BEHE. HEHLBAER D OH SRR
20U L DA Z U SRR MESRE

NFXZ K& 1H1EHERICRO®ZRS Lk,

0.5mg#ld NFXZ R0.25mg/ B 5MmH» 5 2BERETC2:BHERS L%, 0.5mg/
BICEE L C3BEENIS 12B%ETCI10BRBRE Lk,

Mg L NFXZ N0.25mg/ Bz 5/aHD 5 2:8% £ TC2EMBRS L/%. 0.5mg/H
ICHELTSBEBEPS4BEET2HMRS L. <5IC1mg/BICIBEL TCS5EEN 588
BX(F12BH%ETABEEXIE8BEERS L,

2mgB# L N FXZ N0.25mg/ H =& S5mA%mD» 5 2K £ T2AMKRE L%, 0.5mg/H
ICHELTISBABNPH4BEET2EBKRSL. 56IC2mg/RICEE L TS5BEENS8E
BXIT12:BEET4BEBXIZ8BERS TS, L LIE0.5me/ B=Z5[MBHN S 28
BET2EBHFELEE. 1mg/HICHEL TIBEBE,PS6BEE TI4BABRS L. <HIC
2mg/ BICEELTC7TEB,»S 14 B%E T8EBKRES L.

Amg B F R FX T N0.25mg/ BAaRERHEHD 5 2B% E T 2:B/HE%FS L%, 0.5mg/H
ICHELTIEEN L4 BERET2HBKRS L. <5IC4mg/HICEEL TH5EBE» 5818
BXIF12:BERETLEABXIE8BEBRS L.

TR T ot RERESRBD S SBENXIE 12B%ETHRE L.

A HEETICEENCAFBROS S, §THE 1 ERR (RERERR) IAEMF TIIHBNALTOELEA,

(RiERUAE]

BE. KAICIKNFXS NELTIEO MgR WKL, 1B1EEORST 2, ZORISMAFREEZER L GD OHE

IZh6 CTIRAIC

dmgE&d B,

BEY 5, HIFEIAETIHIEZ2MET. BFEORRICINC THEEERT 2. RARSEIFIBIE




URECE Tablets 0.5mg-1mg-2mg

(FHEEE )
O EMNEICET B FEIER
TRBEERX DO MERBERTHRI(BREHME-RSKTROME) /H&5H1EX100]
[(BEERXS]
o FinX 5 : IEREL (65 mAH) . =it (65 LA L)
e BMIX % : 25.0kg/m?Kii. 25.0kg/m? LIk
o fREIRZINTA - A X IIRELLE . &R IE
o FHE AR | IRERBPHE TR RS R NIFIERE R
e 2 5771eGFR (mL/min/1.73m?*) X% © 60 Kk (FFEERLEET). 60 LIE S0 A E (BEEBTKAE
BET). Q0L E(Bi¥EEES)
o [REEFEADEIEDHE : V). &L
CEBREHEDCERE HW. &L
o SR REERE (AST. ALT)DAHE : 5Y. KL K

OXR LM ICR Y B FHEEE
BEER.BIER &E

(B ETE] KR53 EOMBREBETRICOVNT. BEBREDHICEDEREER 21T 0 7.

RS

L ERES

O [FEX R 17 548 T B O M/FREREK T3 (FAS BB SR, 88 EH#EHR. LOCF)

NFXZ NIC KD FERED O MBERBER TR (FEHELFRERS) E. TROCEYT. TS5 R
TI3IEEImET—1.28£10.89%. ®ip&EC—3.78£9.79% ThY). ThZhn0.5mgTlE21.02
+12.17%. 23.06 £10.18%. 1mg& CIE35.17+£10.18%. 33.73£7.48%. 2mg® Cl&
43.94+t1212%. 45.30+12.02%. 4mga¥ CiE62.08 £8.15%. 62.67 +9.80% Cdh o7z

7

IR 5 B0 A FREB(E T i
(%) 5

207 !

#} @ EiEGoRAE) O BEE(58UE) %%

0 =} %‘

% 20 %

B’

&

1K 40

=

%

60 H>
e LR

ST\ Y
B S Fr o

80 T T T T T
TS RE 0.5mg img 2mg 4mg
- —_ e E\E
BT S I KFXTka =
IS E (65mFH) 50 24 47 204 47 %
StE (65 E) 8 15 14 55 14
%
&
A
%
=l
=
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@ [BMIX 75112 54 T B O MEREEE TR (FAS XK. S8 EHER. LOCF)

NFXZ NIZK2BMIRD RO MERBREERTRCEEOELZERE) &, TROEHY T, 7oK
BTIE25.0kg/M* K C—2.77 £12.79%. 25.0kg/m* LA ET—0.70£875%TH). FNFhn
O0.5mg&FTld27.45E7.52%.17.88x£12.03%. 1mgE ClE36.83£8.85%.33.16 = 10.00%.
2megEf Cc1348.37 =211.80%. 41.31 =£11.46%. 4mgBf Cld64.15E10.07%. 61.20%=7.45
% CTdHo7z.

BMI X 4351 O 1 75 FRE& B K T 3=

(%)
-20 -

BMI(kg/m?)
% @ 250K O250LEk

60 %)
FOELIRERE

80 \ \ \ \ \
TS5REE 0.5mg img 2mg 4mg
AT 5 18 RFXZ R
BMI 25.0FKi# 26 16 28 107 21
(kg/m?) | 25.0L1F 32 23 33 152 40




URECE Tablets 0.5mg-1mg-2mg

© [ERFREZHT A1 R 51 T B O B REREE T R (FAS S xi%k. SRR E##T. LOCF)

NFXZ NIZKDEREZH AR O MBERBERTRCEHELIZERE) L. TROEHSY T, 75 x
TAREBTIIBEBRAXIEEREFEH T—2221210.84%. BREMIEC469E711%ThHY. FNFh %
0.5mgatTiE21.79%x11.09%. 21.85%=13.13%. 1Tmg&tCiE34.75x10.14%. 35.41 =%
493%. 2mgEETld4520x11.71%. 4017 x£12.89%. 4mgiECTld62.72+8.11%. 59.93
+10.09%Tdh o7z 1%
0
BE PRS2 WT 42 51 D M S5 PR ES B (K T =2
(%) —
-20 II) %
+ @ BAXIHARE O BREME .
07
R 20- +% i
o i
&
1%5 40
#
60 *% @
TR
80 T T T T T =
TS5tREE 0.5mg img 2mg 4mg 9
BT S I FFXTRE i
BRI RLE 53 31 53 209 50
B RS M 5 8 8 50 11

BRI

ST\ Y
B S Fr o

et

SR it
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O [FE SR IR 5K T O MEREEE TR (FAS ##xtsk. S8 E£H#ER. LOCF)
NFXZ NICKBREDFER| O MERBEER TR(CESETZERE) (F. TROESY T, 7oK
BHCIIRERIEEHETRE T—256+956%. EEEXIFEFERT235E1451%ThHY. #NEh
0.5mg&Tld20.75E12.12%. 2590 6.73%. 1mg&f Clx34.99 = 9.73%. 33.22 =8.58%.
2mMmegEEfClE44.01 =211.96%. 4562 1297%. 4mg&f Cld63.05£8.43%. 57.39x7.41%
THho7z,

RE SRR O B FRERE (R T3

(%)
_20 —
@ REHEHETE ORSEXIIEFR
O —
Jiii}
B
R 20 -
i3
18
1K 40
£
$
TR
80 T T I I I
TSR 0.5mg img 2mg 4amg
R S I KFXSFE
FREGHEME TR 47 31 56 224 52
RATMR SR 1 8 5 35 9




URECE Tablets 0.5mg-1mg-2mg

O [ 571 eGFREX 7] 542 T B O MiBREREIE T (FAS B &R B35 EEf#. LOCF)

RFXT RICKBESHTeGFRX A B D MEFREEE FTRCEHETIZERE) L. TROEH Y T, %
TSR TIE—2.34%~ 0.73% (EHE. LIERERR). 0.5mg&TIE19.01%~ 24.62%. 1mg ;%
B T126.86%~ 36.46%. 2mgBETI£37.08%~ 45.13%. 4meETIE61.67%~ 68.47%T
b7z,

g
B HSEER O B R EE TR
(%) ”
-20 oh
5 81eGFR (ML/min/1.73m?) ) B
ﬁ% @ 605k% O 601 EQ0%E @ 90LLE —
O —
i -
R 20- % S
/i &
&
1K 40
$_F' =
. H} 5
60 - -
TiE B L g
80 T T T 1 1
TouREE 0.5mg img 2mg 4mg %
BRI R BIER RFRZ bat x
L 60%#% 8 10 9 63 10
B5HeGFR | gop rookis 41 25 45 179 47
: 0ME 9 4 7 17 4 R E
R
7]
)
%
7
e
&
=
I

ST \ K
aF S b

=
=
X
[
(HEOEREETHREICETHER] (— i) ”
9.2 BMIEEESRE 921 EEOBMERESRE (GFRA30mL/min/1.73m%sH) =
WAITORREZRT 57 . ARIFERUFIEIC B\ THAT D, BREBEOREIC T, BWEHHET S 7
S BB, i, SRXGBROBEICSV T, EDMDHETEANT DD, ARIDRSIERITEE L. Z
BE. BWRABTIE. eGFRA30ML/min/1.73m*RiEDBEIEBAIN TS, |
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© [[REEHEA DBREEDHEA] SR T RO MBREMEE TR (FAS #fxIR. I EEHEF. LOCF)

NFXZ RIC KB REEFEA DBHED B R O MEREEMEE T3 (TMELRERES) . TROEHYT.
T oA TIEEIER L T—1.84£10.83%. BiFH ) T429+1.30%TH Y. TNEN0.5mgFf
TlE23.27+9.53%. 11.85£1822%. 1mgZf CI1&34.86£9.82%. 34.69+8.46%. 2mga*
Tl&44.32+12.16%. 43.70x£11.87%. 4mg&FTIL61.97 £8.71%. 63.65 £ 7.22% T o7/t

FRE&HER DEEEDE A D MEREREE TR

(%)
_20 —

REHBGHEOFE @KL OBV
+O

20

iy

4[]

1K 40 H>

=

60 - H)
TEEERE

80 T T T T T
7o RE 0.5mg 1mg 2mg 4mg
BRATR R KFIZR#
RIEA ®L 56 34 53 222 52
BREOCHE HY) 2 5 8 37 9

(FEDEREFIZBREICHTHIEE] (—HBRM

9.1 AHE - BEEZFDNHHBE 9.1.1 RBHEAZHO8E

BEEPCZERVEHIESNDHEEZRE. HE5LEVWIE, AROEBERD S RPREHFHEDIEKRICK Y. REE
HADERERLESEDBETND DS,

B, WK T, REFEAZHDBEANDERSIITONTORL,




URECE Tablets 0.5mg-1mg-2mg

O [[HRBEHEDHERN R 5T H O MEREEE TR (FAS SR, i EE#HR. LOCF)

NFXZ NCKBHREEHFHEDOEERNOMBEREMEE MR (EHE L IZERE) IX. TROEHY T, %
TSR TIEEHMER L T—095+1158%. BHHEHV) T—273+924%ThH). #Fnz+0.5mg g
FHTIF2272+211.49%. 1763£1042%. 1TMgEH TlF3493+10.21%. 3459x7.87%. 2mg
FHTIE4521 £11.66%. 42.14£1278%. 4mgEtTi1E63.31 £9.04%. 60.64 =7.49% CThH o7z,

. 1%
FEREGHEOTERN D MmEREREET = &
(%)
-20 N
FRSAHEOEE @KL ObY D@
+% L ¥
0 —
: %
B i
R 20 &
& + )
B &
& a0- H)
L
$ =
60 -| +§ %
L]
EE IR RE R&
80 T T T I 1
TouREE 0.5mg img 2mg 4mg
B A RFATEE 5
FrEmapE | Bl 36 32 45 176 36 z
DHE &Y 22 7 16 83 25
&i
5
sl
%
7l
=2
#
=
1

ST\ Y
B S Fr o

[EEBLERMEE] (— ) N
8.3 O REHEMBEEIC B\ TEBAITEEASHRE SN TS Eh D ARIE S EHICFHEERE TS5 1 . =
EEDWEEHICBET B E, (9388 X
(BEOEBEETHREICHTHEE] (— B u
0.3 FFitmERE 2
MELEBERAT T C. hORBISHBEER I EERFTEESRD SN T\, Zz
hb. BRERRTI. BEAIEEEETHEE. ASTIISALTI00IU /L EOEZEBASATND, [8.355] 2
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O [R5 AITREEREIERE OB ER R 5K T RO MERERIEER T (FAS Bt %, B85 EH#EH. LOCF)
NFXZTRNICKDEBREGRIHERBEERERTE OB EHN O MBERREETE(EHELRERSE) L.
TROEBY T, 77RETREEELRLT—041£11.10%. REHWY T—6.30£7.70%T
Hl). ZTNEN05MEEFTIE21.65E11.36%. 22.32£12.00%. 1mgi* T(£35.20 = 10.04%.
3274+ 6.42%. 2mgaF Cld44.62x11.77%. 41.70+=13.88%. 4mgaF CI£62.30 £9.17%.
61.99+6.57% ChHo7.

RERTHREREERE OB TGO MBERBREE TR

(%)
_20 —
%) BRETHEREEREOEE @4l OdhY
O | +
1m
B
R 20
i
&
€ 40
—F
60 %g
TR
80 \ \ \ \ \
TS tREE 0.5mg img 2mg 4mg
R I RFXTRH
BERAFSEeeEE | KL 46 30 52 224 44
REDHE H) 12 9 9 35 17

(EZRLEXRITE] (—ERHMD

8.3 tDREBEHEERICE W TEELRFBEPRESN TS ZED O AFRSHIE ERNICAEEREZT ORE.

BEOREETDICBHET S L. [9.38K]

[(BEDEREFTIHBREICHTHER] (—HBHED
9.3 ftEREERE

BELEBREZTO . MORBIPHMBEE TIERLBEEIRBDOOSN TS,

BE. BRAR T, EERERZET2EE. ASTXIFALTI00IU/LU EDOBEFEBRAEN TS, [8.388K]




URECE Tablets 0.5mg-1mg-2mg

BZeH B
O=IERRIAR 5
AHHE5EL(0.5meBE. 1mgE. 2megEt. 4mgEh) IC B LV TEIERIE. 70/42241(16.6%) ICFR "
B, WTFNDDBRERICHE N TRBR2Y% LA DRIBFIE 2 FILLEICRD 5 NRIERIE.
BEBIETA[0.5mg Bt - 1/4061(2.5%). 1mgBt - 3/6241(4.8%). 2mgE : 13/25941(5.0%) . .
AmgEE - 4/6161(6.6%)]. MU Bk 7R B B [0.5mg 2 : 1/4061(2.5%). 1mgEt - 2/6241(3.2%). &
omgEt 1 4/259%1(1.5%)]. B-NFELFILDFILIAY I —4—CEmimgEt  3/626(4.8%).
omg Rt 3/259%1(1.2%). 4mgEt - 2/6141(3.3%)]. RchB.3 o007 iEmm2mg 2t :
3/259%)(1.2%). 4mg#f 1 2/6141(3.3%)]. a-I 0707 >»#Em2mgss 1 1/2594(0.4 5 B
%). 4mgEt : 2/6141(3.3%)]1 Th o7/ ARBOAFIZSEICH VNV CREARVOEELREIERIE L;%
RODNED DT, ARBOAFIZSEICHNTHIEICE>ABHERIE. 1meBICERBEAS 1 4.
Oomg B REE . BRAK BRABS AN FAEN FIICRD SN,
E‘Eﬁ
53
&
)
B
B
&%2
5
g
iz
%
7l
A
=
i
T H
ESEIN
/0
B E
ED
15
HE
Ea
=
XX
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i
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=
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1. MRPRIRE

(1) BERE (BREA) "

REMABHEGHI/Z)ICRFXZRN0OL, 1. 2. 5. 10. 20mgZz#ER T CHEEEORES L 2HER.
m#Ef NFXZ NEEIFR5%2.00 ~ 3336 E T Cmax ISEL. T1/2139.27 ~10.65FE Th D7z,
Cmax X O'AUC o-inf lFFIE/RFAIICIEM L. 0.5~ 20mg DEFH TR EDI RO o5NIZ/N\T—FEF )L
Wz (R ROMEZ) 1,

MR K7 X5 NREOHR (EEEORS. ERT)

(ng/mL)
2,200
2,000

@ 1800
% 1,600
':E« 1,400 —
; 1,200 —|
5 1,000 -
& 800
=
= 600
400
200 —
O —

--@-- NF¥XZK0.5mg##(n=6)
--O-- RFXZ R1mg# (n=6)
—B— NFXS5 N2mgBt (n=5%)
—O— KFX5 K5mga# (n=6)
A RFRSK10mgBE (n=6)
W RFXZ R20mgf (n=6)

B IZERE
% :2mgBE D 1 I BEATBR S

\
48 (B5fH)

BRE%HAE

miEP RF X5 FOEYBHE/NT X — 2 (BREORES. BRT)

Cmax(ng/mL)

Tmax(hr) T1/2(hr) AUC 0-nf(ng - hr/mL)

0.5mg(n=6) 41.53*+4.51 2.67x1.03 9.67x1.77 612.53+134.12
1mg(n=6) 89.18+10.78 3.33%1.03 9.60*x1.27 1,276.01£189.17
2mg(n=5%*) 175.22+33.01 3.10x1.24 9.53%1.11 2,699.01+£381.12
5mg(n=6) 447.82+72.63 2.00%£1.10 9.27%x1.10 5,625.68+419.02

10mg(n=6) 858.18+136.26 3.25x1.17 9.87x0.83 12,126.04£1,204.32

20mg(n=6) 1,783.63+£351.53 2.25%1.41 10.65+2.85 23,397.97£7,054.80

TOELRERE % 2mgBED1FIIEBITIRIN HERE DA IC KR SRICHIE]

<Xk 15) DEFEEROFIZEMER >

Motoki K, et al. Pharmacol Res Perspect 2019; 7: e00533

[FI#AAR] AMTRIFRASHELTEROERICKVIThh iz, ARNDEEDDELAIIKASHELTERDOHETHD,
ZHICE. BRSHETEREIY IOV LAY MIEZBELTVREDPEEND.



URECE Tablets 0.5mg-1mg-2mg

3
D
4 7
2) RE®RE (BERA)© "
BERABHEGHDICKFXZ N4mgZz 1B 1B EET(FHERERZI0LA) T7HEKRERO
BELUER. OFFRNFXT NEEF.BRS4HBICEEEREISELZ. B54BBICHT %5 -
7THEDAUCO24 2312 & L/RBHRHM(FHELZRERZE) 1097 007 Threl DB RE #
BREICELDEBEREFIRBOONED D/,
m#Eh FF X5 NREDOHR (RIEZORS. BRT) D
|
(ng/mL)
600 —O— RFXF K4mgE(n=6) .
TE RS S
500 | !
_[tll TR
3
ql\j“ 400
7
X 300 L)
5 #
¢
s 200 -
FZF oy
=
100 | )
i
0 —
5% AR Bz
e
ik NF XS5 NOEMEE/NS X — 4 (RELORS. BAT) ﬁ’gf
BRE®RB% Cmax(ng/mL) Trmax (hr) Tis2(hr) AUCo-24(ng - hr/mL) RIERE- %%
1(n=6) 366.50+81.19 3.33+£0.52 11.14+1.56 4,024.16+758.92 — o
4(n=6) 416.33+77.74 267+1.21 11.27+1.22 5,052.31+1,073.14 — é
5
7(n=6) 420.67+54.21 3.17+0.75 9.87+1.20 4,871.26+890.21 0.97+0.07

THETIRERE X RETHEDAUCO24/#2548BDAUC0-24

[RiERUAE]

BE. KAICIKNFXS NELTIBEObMgLWEKR L. 1B1EEORST 2, TORISMAFREEZER L GED OHE
ICISUCTHRAICEET 5. #IFERRBE1IB1R2MET. BEORRICISC TEERRAT 5P, ZFAKRSEF1B1H

dmgE&d B,

ST \ K
A S b

et

JRmiHE I



B REOHE(BERHRAN) "

BEAABHEA26)DICKNTFXZ RAmg 2R T XIFERT (FRERR107) T/ OAF —/N\—&
ICTERROKRS LER BRTREDEETREICX T 2 Cmax XU AUC o+t DR T [90%
BEEXHE]E. £h£n0.863[0.798, 0.933] K% 1*0.964 [0.927, 1.003] CHhH > 7z,

MmEh KF X5 KOEYBE/NT X —& (BEEORES. BRERTXIIERT)

Cmax(ng/mL) Tmax (hr) T12(hr) AUCo+(ng - hr/mL)
HETI=12) 296.48+37.26 2.58+0.87 9.35+0.89 3,722.65+654.35
BET(=11%) 261.59+52.19 3.91+1.51 9.05+1.09 3,672.00£689.34

FOELRERE % BRETOIGISEARINBESROSREBRL. ARMEDEEAREE(DE) ERD ]

MmiEh RF XS KOBRTHREDERTREICHT 2EMEBB/NT X —2OEMFEILL

Cmax(ng/mL) AUCot(ng - hr/mL)

BRT vs. #@RT 0.863[0.798, 0.933] 0.964[0.927, 1.003]

AT [O0%NEEX ]

a7



URECE Tablets 0.5mg-1mg-2mg

4) FEBMROERDOZE (RERAN)

EEEBME QO LEISEUT. 64)). ahE B M Ghml L. 66)).EskmERECORIU L §
35T, 64). BHELME GBS E. 6DICRFXT R ImgZzitE T CHEERORES LGSR, =
SEDOIEEEE I T D Cmax X OPAUC 0-inf O 2R EH L [Q0% EEBX ] &, B T0.93[0.76,
1151 K0°0.84[0.67, 1.06]. &4 T0.98[0.80, 1.211&0098[0.80, 1.21]ThHo/=. BHEOLHE
IZXt 9 D Cmax X O AUC 0-inf O ML [90%E X E] 1&. IEE & ¢0.87[0.68, 1.13] AT g
0.7810.63, 0.96]. 5#& C0.83[0.71, 0.96] X1V*0.67[0.53, 0.84] TH V) AERIE (L/NT
X—RICHEAECLBIE)BRORMAEHLL[90%EEXRE] IXIEFEHET1.14[0.98, 1.331 KV
1.02[0.91,1.14]. 8&& 091 [0.76, 1101 X0V'0.73[0.57, 0.95] ChH > /=,
D
|
migh KF XS NOEHBROERNOEMBE/NS XA —2 (BEZORES. EET)
Cmax(ng/mL) Tmax (hr) T1/2(hr) AUCoinf(ng + hr/mL)
FSMEBER(N=6) | 100.92+21.20 217+0.75 10.31+1.27 1,424.76+242.34 %
&
EE B MR (n=6) 93.30+16.07 2.00+0.63 9.28+1.05 1,209.38+290.88
FEMELERE(N=6) | 116.15+26.67 2.83+0.98 10.47+0.31 1,832.67+345.74 %
)]
EE LR (n=6) 112.07+12.66 2.17+0.75 10.92+1.19 1,797.95+357.84 &
TR
Mmigh KF XS ROFEHEDIESERE IO T 2 EMEEE/NT X — X DORMFHL (BiE. LtEh]) .
SinE vs. JEEinE Cmax(ng/mL) AUCo:inf(ng + hr/mL)
B 0.93[0.76, 1.15] 0.84[0.67. 1.06] %E
£33
£tk 0.98[0.80, 1.21] 0.98[0.80, 1.21] B
BT [90% (E AT m
m#Erh KF XS ROBHEO LIS T BEYEHEE/NT X —2 OEMFHL GESiE. SE&E ) %%ﬁ
>
Bt vs. i Cmax(ng/mL) AUCo-inf(ng - hr/mL)
@
#
- 0.87[0.68, 1.13] 0.78[0.63, 0.96] &
HEEE (1.14[0.98, 1.33))* (1.02[0.91, 1.14]) % &
"
g 0.83[0.71, 0.96] 0.67[0.53, 0.84]
i (0.91[0.76, 1.10]) * (0.73[0.57, 0.95]) *

RATILO0%EEXE] ¥ AEMIE (B/TA—RIHFEERUHE) RDOE

<MBR19) DEFFRROFEER >

Nakatani H, et al. Clin Exp Nephrol 2020; 24: S8-16

[FIHR] AMRSHR A ETEROESIC KU TN, FRTOBEDS 5 4L EHRAHETERO#ETHS. %

EHITIE. MRAAHETERLUBERBHESHEL TV BEHEENS, =

ik

[AERUHAE] %
BE. RAICIERNFXSRNELTIHO MgLWEB L. 1HIEROKRS TS, ZORITMPFREEZEZ LARD SHHUE B
IS CTHAICIBET S, #HIFEXBEI1R1RE2MET. BEEORREBICSCTEEERT 2P, RABRE5EF1A1R %
Amg& g B, =
%

48
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(5) BtEI £ HHE (BIREIETE)

BIREIEREE (6 ) XITBRE G H) ROHFE (G H) OBHERTEICNFXT N 1mg Z@R T CHME
RORS LR BREETERHOBHELE BRI T D Cmax KO AUC o-inf DFERIFIIEL[90%
EREXE] T BEBREETERCT1.01[0.79, 1.28] %0V 1.15[0.84, 1.59]. FEEBEHKEETE
##7C1.03[0.87, 1.21]Kk01.22[0.90, 1.66] TH o7z,

BiEEEEE  eGFR=90mL/min/1.73m?. BEBHAEK TE  60=eGFR<90mL/min/1.73m?,
FEEEHEETE  30=eGFR<60mML/min/1.73m?

Mgk K F X5 NREOBHEN#E (EREZORES. ERT)

(ng/mL)
120 — —O— BibeIEE &R (n=6)
110 — - BEBEHEETERH(n=6)

100 —A— hEEBMEETER (n=5)
90

80 —
70 —
60 —
50 —
40 —
30 —
20 —
10 —
0

TASELRERE
5 RSB RIEE TEHO1 Pl

e AN AN = v =

—3

FTTTT T 1 I

01234 6 8 12 24 36 48 (B¥fE)
B HEER

Mk K F X5 KOBRERNFEMEBE/NT X —& (BREOKRSE. ERT)

‘ Cmax(ng/mL) ‘ Tmax(hr) T1/2(hr) ‘ AUC 0:inf(ng - hr/mL)

BTSSR (h=6) 85.67+10.65 3.50+0.55 8.75+1.80 1.157.32+269.46

- B 88.73+22.74 3.00+1.67 10.29+1.50 1,366.57+427.94
BEBREETHEH0=6) (p=0.931) (p=0.655) (0=0.274) (0=0.524)

e L. | 8838+14.39 2.60+0.55 10.95+2.17 1,428.54+379.58
PEEBRAEETHRE (1=5") (p=0.951) (p=0.324) (0=0.116) (0=0.389)

THELRERE poff  BHMAELEEERF2EEL L/DunnettDZELE
# rhEEBHAEE TERO1FISARRIRS DEBES ]

MR KF X5 ROBHEETEROBREEETEHICHT 2EMBE/NS X —2OEMIEILL

‘ Cmax(ng/mL) ‘ AUC oinf(ng * hr/mL)
BREEWEETAEE vs. B EEER 1.01[0.79, 1.28] 1.15[0.84, 1.59]
HEE BRI ER vs. BEEETER 1.03[0.87, 1.21] 1.22[0.90, 1.66]

AT [90%EEXHE]

<X#k21) DEFEEROFIHMER >

Fukase H, et al. Clin Exp Nephrol 2020; 24: S17-24

[Fl#HER] AMERIMABHEIERROERICKYITbIZ, ARXOBEEDD L4 LIEIMARHETEROUE THD. &I AMRICETD
MASHETEROT7 KNS Y —ThH YA PILEY MFEEZEL TVWDEEL. AAROEFETH Y ERNZZBL TVWL2EDEEND,

BEOBHERERE (eGFRAP30mML/min/1.73m* ki) I&. hHI TOREZERT DI, FMIEDI(THE) = 28R
{TEEL,

AERESRE. EPNICHEEREZTORE., BREORBZTRICERT I, &, HHEREEREIL. EER
BBEREITD L., FMIIDIG~TE) ZIBRBIEZL,




URECE Tablets 0.5mg-1mg-2mg

(6) FFiieIc LB B (FFaEE) >

e EEE (66 X IFBRE G HF) . EFEOAF) . EE (34)) DRFHEEREEEIC. NFXT N4mgz zfg
HET CEEREORS UER. FFIRERESEREOFREEREERICH T D Cmax XU AUC 0-inf D747 '
FHLE Q0% EBXE] &, BEREEEEEZ T0.840[0.674, 1.047]1X00.872[0.684, 1.112].
PEETHEEEEEEET0.798[0.653, 0.976]1 X 1Vr0.879[0.704, 1.098]. EEFTHEEREEEET
0.74710.570, 0.9791 X 1*0.758[0.563, 1.0211ChH > /=, @
BEFTHEEREEE | Child-Pugh®$8A(Child-PughAa75~6). hEEATF#EEREES : Child-Pugh#$8B (Child-Pugh 237 7~9).
EERTHEEREEE  Child-Pugh£#8C (Child-Pugh22710~15)
m#Eh K F X5 NREOFHEEERHRE (BEEOKRS. BRT)
D
(ng/mL) |
450 — —O— FFlEEIE R E B (n=6)
400 @ BEAHEEEEE(=6)
—A— TEEFEEEEER (h=9) e
350 — -O-- BEFFREEREER (n=3) S
m _ - i
#F 300 — B IEERE
th
9[2“ 250 — -
X 200 g
P4 B2
B 150 -
=
E 100
%
50 — 2
\
48 (BFM[E) &i
15 AR 20
En
_ . - 5
miEh KF XS5 NOFEEERZEMERBNT XA — X (BEFZEOHRE. EET) p.
‘ Cmax(ng/mL) ‘ Tmax(hr) Ti2(hr) AUC o-nf(ng - hr/mL) %%
FriEEIEE&EE (n=6) 339.15£28.57 2.67+1.03 10.80+0.55 4,761.81+£369.35 ga%
BETHEEEER (n=6) 289.88+65.03 217117 10.50+2.42 4,234.01+£950.16 %%
hEE T REEEEEE(N=9) 280.34£87.91 2.44+1.01 10.75x2.28 4,327.091+1,249.48 5
BT EEESEEE (n=3) 255.23+46.06 1.33+£0.58 9.82+247 3,757.37+£1,343.74 %
0]
EELIRERE =
i}
MR RFX T NOFFEEEREESE R DIFHEEIE R EHE I 2FEMENRER/NS X — 2 D&M FEGLH o
=ik
| Crax (Ng/mL) AUCoini(ng - hr/mL) N
REFHEEESER vs. [FEEEEE 0.840[0.674, 1.047] 0.872[0.684, 1.112] %2
FEERTEEEEEERE vs. FFffaEIEE &8 0.798[0.653, 0.976] 0.879[0.704, 1.098] N
EEFHEEESER vs. FFEEEE 0.747[0.570, 0.979] 0.758[0.563, 1.021] N
ML [90%EBXE] %
ik
<Xk 23) DEFHEERUOFEHER >
Kumasgai Y, et al. Clin Exp Nephrol 2020; 24: S25-35 1
[(FIZARR] AFE IS EREMR S E R OBR A B THIOAESICLVTONE., AAXOEEDS 53 ARFRLERISHOLETH S, E
iR
%
(A ROME] z

BE. RAIKIERFXZIRELTIHOLMEL WYKL, 1E1EROERST %, ZORIGMARBEZER LAY OHRE
ICISCTIHRAICEET D, MIFEIFTBEETIHIR2MgT. BEDORREBICIGC TEEERT 2D, KRARSSIE1HTE
4mg& g B,

50



51

(7) R kR E

FREEEEABRIB O RERMAESEREZOCHIC NFXZ N Img. FREEFEHE TR O S FRERMAES M BE
BHIC NFXZ N1mg. [REEELBFEOSRKEMESHEREZSHIC M EOFY AKXy h8OmMg RV
NFXZRImgZ ABREBR T C7HEREORS LHER. BR51BHBEICE VT, Cmax (FHELIREE
RE) IFZnEh. 7868+ 1492, 83.80£9.77. 83.28+10.22ng/mL. AUCo024(EFNZ .
933.38+284.39. 957.07 £ 114.12, 965.61 £76.58ng-hr/mLTho/%. £ . BE5T7THEIC
FWT. Cmaxidznzhn. 10290£21.43. 101.20£1828. 108.33£ 15.49ng/mL. AUC0-24
iEZhnzh. 1,209.40£365.96. 1,193.53*£166.49. 1,257.48+210.14ng-hr/mLTdh D7z

M K FX 5 NORRFEVHE/NS X — &2 (RIEEZORS.BRET)

5z | B5EE% | Crmax(ng/mL) Tmax(hr) | AUCozs(ng - hr/mL)

< REECEHL> 1 78.68+14.92 3.50+0.55 933.38+284.39
KFXZ K (n=6) 7 102.90+21.43 3.67+0.52 1.209.40+365.96
<REFHETL> 1 83.80+9.77 4.00+0.00 957.07+114.12
RFFXZ K (n=6) 7 101.20+18.28 3.17+0.98 1,193.53+166.49
< RESEEBRIR > 1 83.28+10.22 3.17+0.41 965.61+76.58
NeOFVUR&Y R

FRFRS K(n=6) 7 108.33+15.49 3.67+0.52 1,257.48+210.14

T E R

<Xk 25) DEFEEROFIZHEMER >
Okui D, et al. Clin Exp Nephrol 2020; 24: S92-102
[FIEHAR] AMRIEHASHLELTEROERICKVITDON ., ARXDOZEEIILEMRNSHELTERDOHETH D,

APTEARBENhEOFV ALY NORE - AE

BE. RAIEMNEOFY ALY hELTIE20mgL WA L. 1H2EHY ICEROKRET 5. ZORISMFREREZ
HRLBYPSBEICIEUTRAICIBET 5. #IFEXBE1R60MgZ 1H2E & L BEOREICIE U TEEERT 50,
BAKBRSEIF1E80mMgE1H2EET B,

APTEBEINAPEOFV ALY NORE - BEICHAETSERALDEE

FREZRE T EEIC K DBEANAICIE. MAPFRBREORMBRETICKYBRARBEA (BREAFEE) PFREINDEDHHDT.
AE DREIF1E20mgE1 H2RD 55 L. &5/mD 5 2BRELIEIC1RE40meZa 1 H2E. &5FHmD 56ERE LI
IC1EE0MgZ 1H2RRGE TR E, RAICEEBT 5 & ([HRKRMKE] DIEEZR), LhH. BERLEBEZ +DICEHE
TBHIE,




URECE Tablets 0.5mg-1mg-2mg

2. WU (RERAA) >

ki
D
BERABMGHNIC'C-RFXS N 1mg & @A T CEERNOERE LAER. RROTESHADRE g
HEMSR (CEE T BERE) ¥ I A2 X2 AT7% ThHh o722 ENB IBEED 1 A2% PRI E N =&
wEE N,
¥ FRIZIRS 1684 . FRITIRS 7T2REIE £ TCOREE E
3. 9%
D
e [
(1) 9HBBEBEERERAN)
BERABMGH)ICC-RFXS N 1megAEE T CEEROERS LR, H7haE (T s
RE)I$14.75+£2.94L Th > 7=, -
B
2)ZEQFESE(in vitro)®" 2!
BEHRASHEGH) D SERLAMEIC. “C-RFXSRE01. 1. 10ug/mLDEEL 5D &
TN L RSB BEIC K LR, NFXS NOE b MEEEEEARIZZHE199.2%. 99.4%. "
99.3% CHho7. £/ TLFESBEARTILT IV EHESNE, ]
3
(3) mMERFE1TH (in vitro)?”
REEFA B (BE) D SER LAMRIC. “C-RFXSRKEO1. 1. 10ug/mL DEE 1D ES M .
LTIl LR, RFXS RO MMIRHRICH T2 MBIV TNAOREICENTEH0%TH . 5
RF XS RIZMERICIEBAT L RN EDSRBRE N, =
4) BB H (Y K™ 5
HEHES Y b (&3 “C-RF XS N 1me/kg AR T CHEREOHRS L 851, 8. 24, 72. 168 %
BERS 7% (72 BERI1E % 1 1 68 BRRIMAISHED &) D IETRE DM A5 IS DOV TARET L /-4 B . msE thinstas .

REICHANT 3RS 1 KBTI T 38 5 24 BEER TIIN— X —R . BREX OB CED o .
—h . Z OO TITE < B ICHRARER CRB. N R OFEE) R ORIKTIMED o 72 FEBA
METRERE (SRR IR T I DM &R L7c.

T HBEEZY b@BHNICUC-FFXT N Img/kgZzf@RB N CHEEROKZRES L. &5 1. 8. 24, 72,
168, 336KMRDMSTEEDHEBDHICOVTIRE LER. ABREROBEBREOBREEREIL
MEBFBSEREICLENT, 0.14~ 151 ERVU017~082ETH Y. £S5 168REERETD

e

BREK DM ETREMBRE 1 0.03~0.08F Tho7/z. INBEDIEND. RFXT NEKOZFDREMIE %

AT EDHRMEDBEN EDPRBRI N, %
8

=ik

70

Bt

ED

iE

B®E

x

=

X

ik

[AERUHAE] %
BE. RAICIENFXSRNELTIHO MgLWEB L. 1H1EROKRS TS, ZORITMPFREEZER LARDH SHHUE B
SIS U TIHRAICIEET 5, #MisEIRF1H1R2MgT. BEDORREICS U TEREBRT 2D, RAKRSEE1H1E £
amg&d B, §

52



5) BB (FY )

HR1IOBBEOHEZ Y M(BFDIC“C-FFXT N 1mg/kgZBEEFEOHXRS L. &85 1. 8. 24FRH#ED
MRETRE DA D 0 I DUVVTIRES L 72 #ER | RR BB (. B O Fib. AFREL. B R B1LE) DIRETEE
RE NIRRT PRSI RERE ICLE N TS 1 BFHR(I$0.03 ~ 0.1 715125 8R5ER1£0.06 ~ 0.33 1.
B 24FRRIFHREHREDOI0OFUTTH Y. FFXT RORBEBMEIFENZ EHAREREI NI,

) ALABITE(TY M

2B IOBEOHEFMES Y M BFDICC-NFXZ K1mg/kg ZBREORS LER. Hit
W REREDENENRE/ T A — X (FELIRERE) IE. CmaxH2,807.9£609.7ng eq./mL. Tmax
H5.33E231hr. T12¥H7.53+1.32hr. AUCo0-infH46,005.2£9,354.5ng eq. - hr/mL T
bolc. —H. MFEFHEGTEEREIL. Cmaxh2,044.1 +362.9ng eq./mL. TmaxH’0.50 = 0.00hr.
T1/2%p8.79£2.07hr. AUCointH22993.5+5,1451ngeq. - hr/mLTHh o/, £/, it
WESRERE 3R 5 2R LR ICEVTHRFRFERE L USEZR LIz, INE5DIENS. KF
XZ RNIZIFIABITED H2E DD, mEEEBROBRIBEAZRL 2.

¥ 1 R58~ ABRREIDMAREREZD ICET

[BENEREETHEREICHTHER] (—HBKD)

9.5 W#im

ISR L TS RIREME D H B L MICIE. AR LEDFEREDBKREZ LRZ CHENDHEICOARETEH L,
BMRE (T Y PROVYF) T, RRBEEOK1053F RV 7TABFICHI T 2HETERKEPRBO N,

9.6 &A%

BERLEOERMENOFARBEOEREZZR L. HALOMENIIHIEZIRT TSI, BMER (T M) T, AFIDAL
ICBATT B IEPRESN TN D,




URECE Tablets 0.5mg-1mg-2mg

4. (XH
(1) fRBER™

REMABHEOGHDICC-RFXZ N Img&@B T CERREOKRES LIV ANT Y AHBR U E M
HRERERIC'C-NFXZ N10umol/LZR/NL T RERISSELABHABROBR. NFXT NE

FICTNIOVEBREMNOMEBRAICKIAB NS EHESNT.

E MBI D MERBRRE

O\//

(o]

Cl

7»71:%&1%‘*%
(%% FR. 3. FH#ER)

Ox //
SO oOVER S HE

\ / ()

54

o.M o) //
d OH X OH %
o O ¢
cl &
0
2T 1 K 6147J<B§1t1$
(R B '\}R E (%% R % B AA)
=
| :
Cl al b
°N OH
Me
R
- ¢
HO o HO N o
o} o] @
3.,5-Yvnn- 4 l:l\l:lz\'—/ﬁ%%@@ 3,5-2/00-4-L FOF S REEFR ;%
K (FR 3£, FF#ERa)
(1111*% HFHBH@)

ST \ K
A S b
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2)RHEYOEE (BEEAN)™

REMRABMHEGHNICC-RFXT N ImgZz@R T CHEROKS LR, 50 ~ 7T28ERERD
HREDORAKIL. MFHICENT. REAEDABHFDB0.9%. 3.5-2700-4- £ RAFZREER
DA NFAEDE1%. MEBIREED 1.8%. SLKBILAED 1.7%TH Y. TOMDOHABEMITE1.1%
DR THo/ze RAICEWVWT. REMAEDPEEED1.1%. L7 OVEBEHRD44.3%. HEEE
BEN20.0%THY . ZOMDRBEMEESBNUT Tho7c. LERICHEWNT. REMGEDERES
ED0.5%. 6IKBRIAHEKRV3,5-700-4-£ ROFREEFED 1.0%. ZAILKRVBEED 0.7%T
bl ZOMORAHEDIEEZOANUTTHO 7.

(3) FFEMNRBEESE (in vitro)™

b hEEREE (A B, /N ) Bk o0y —LAR0E MUGT (UDP- 77 O > BREBEER)
FRIJOV—LICRFXZNE0umol/LZARML. NFXZ RORHICEEST 2 UGT DR FREIC
DVWTCHRET Le#ER. JIL 7 OV BRRPAaAFEMRICIFUGTTIAT. 1A3. 1A, 2B7EDEH DN FiE
DEELTWDZEDTRRENT.

Flo. b MREE® AR, BE. B B BEY A MVILROE N SULT (MERESEER) IR Y 1
VIUS RFXZ RE0umol/L&ERML. NFXZ NOKHICEST 2 SULT DDFREICDWTHRET L7
FER. MERAAERICIESULTIBT XU 1ASFOEMD A FREDPES L TS ZEDPRRENT.

HE (R A) =

REABHEOGHNIC“C-FFXT N 1mg Z @R N CEREOKRS U/oHER. R &, FRNDOREMRST
REFRHER (FIHE L RERE) 3. 85 168FRERE TICENZN86.38+ 1.83%. 7.93+2.48%.
502X 151%*ThHY) . NFXT NEIEICBDLSHEEND ZEDTRE N,

% FROMES T2RRIEE TORME

[AERUHAE]

BE. RAICIENFXZSRELTIHOOMgXWEB L. 1H1EROKRS TS, ZORITMPREEZER LRDH SHHUE
KIS CTHAICIBET S, #HIBFEFBE1R1R2MET. BEFOREBISCTEEERT 2. RABRE5EF1H1R
dmgE&d B,




URECE Tablets 0.5mg-1mg-2mg

6. EMHEER

M AFH 7O (BBERKA) S
FEHTODUIE. FRERBICH O TOEBERBALRO LY O VBEAAERICHT 5 HED
AKEWEEZONEZEDDS  BRREYMHEERREZIT > 7=,
RBEMABEA2FDICEI1HE L TRFX T NMmgzBRZOES L. FO8HENHE2EE LT
FFP 702 >600mga5HE(E281 ~5HB)REROKRS L. ZORR(E2H6HB)ICKNF
XS5 RAMEROA£H TOY > 600me % Fr IC BEEOES L, ZOBE, MBh RFXS K
BED Cmax N O AUC o-inf ((E¥E L IZEERE) (E NF X T NERIEERE270.77 =26.61ng/mL XV
3.845.95+578.70ng - hr/mL. #FH 70> #ARE266.11 £27.01ng/mL Xk 1 4,487.36 +
480.21ng - hr/mLTH V. HAEOEHIZ SR T D Cmax XV AUC 0-inf DRI L [90% 558
XEIE. 0.982[0.945, 1.0211501.165[1.114, 1.219] Th > 7=
INOZEYHREER A NT1 VOREICKYEFHE L /& 25 MEYBEOEYEIRRFLHEEIER
ORIt b

(2)R#EEHR (CYP. UGT)FEZEEH (in vitro)®°*
EMFIo0O0V—LZBOWT.RBECYPAFRE(CYPT1A2. 2A6. 2B6. 2C9. 2C19. 2D6.
2BE1. SA4) I T AREEAZMRET LIZER. RFX T RNIXCYP2COICxd 2] R EEH
(Kif& : 10.4umol/L) . &BE (200umol/L) TO CYPIA4 (Xt § A EEHE&kIFAIBEEIER (KifE :
1,080.00umol/L) &~ L 7=,

FE MNUGTHIRI 7OV —LAZ2BEWT.ZBUGTYFREWUGTIAT. 1A3. 1A4. 1AB. 1A7.
1A8. 1A9. 1A10. 2B4. 2B7. 2B10. 2B15. 2B17) I AEEERA M L/EER. NF
XZ NFUGT1AT XU 2B15ICxd Bl iRBEE/ER (KifE © 10.0 50 16.6umol/L) ZxR~ L /.
INOZEYHEERTA NTA4 VDEEICKYFHMEL/IzE A BRIKEMMEEERRREZEET
MBI EHIFFE 7=,

(3) R #EER (CYP) FEEM (in vitro)™
£ NEFRR A LV T. S FECYP A FRE(CYP1A2, 2B6. 3A4) ICH T 2 HBHMAE. 8D FRED
MRANARREZET 5 LICKWRE LR, RFXS RECYP2B6ITx L Tigaf L7230 b
10y MOFERICEVWTRERFNZMRNARBFZEERZxR LD, CYPTAZRU3A4IC
i U C ISR #I7 MRNA RIRFEEM B SNAED 72,

4) hFFEFERICHIZFEHAREOMEER (in vitro)®™

BRI

B

NFXTREDODHBDPFRINDEZBERICONT, B MIEZAWTRASEEICKYFHMEL 2 %
BER. NFXZRNOEAFBAERIGT. 7 70F X EFFP702>100ug/mL BRERRABED 2

Cmax ([CHHZ) L EDOFRMIC K > CGEEEHBEDOEISDIEM L. —A. TOMOERDOEBFBEE

ERFXZT RO ~10ug/mMLOREHEFR TOMAUCI O TIFEAERLLBRD DT, gm

CORREHID. FTOFEIROFF Y TODVBBRBEICENT RF XS NOMEEAFKAER e

EREN L THRNERICHET 2EREEN DD EE A SNk, Eg
<AREHC AL 238> \
TRNUNAZF>, FLAOADEY . A RXEIY AFRYTOD AT O—IL, FUXEY R, bEOFVYREZY M, F70 %
Fro NUTILEY EFTURYY TITFRVYREY N TS/ 7071, JLRZVOY QANZREZF> . DILT 7> %
E

B

<Xk 32) DEFBIER OFIZAAR > e

Furihata K, et al. Clin Exp Nephrol 2020; 24: S36-43 ﬁ

[FIEStER] AME IS FHRERASHROMASHBETEROERICKVITON . FRNOZEED D L2 AIIFHMEKAIUHDOHETHS.
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1. (ER#F

REEE. 7Y AORBICHITDEEMEREDSDOEWMEN L TEESN. TOH2/IHEBRED S
FRAICEE S . U 1/SDPBED SERICHEHSND %,

BREICHEWT, REBISREKAFTI00%2BEN/R. EMURMEICHITDHERIR. Dl 2B ERER
INDBIRERE T RIRBCITRIKIE T OB SN REEDI 1 0% DIRFPICHER S D >, ITAIFRMAEIC
BIIBDREENEIE STV AR =N LTITHON. BRIICIFURATIVH, 2@ id ABCG2%.
OAT1%, OAT3ENEE LTS, KEBETIE. RERIFABCG2%&/ L TEFRICHBENSD ",
EF. BREMEOKENDERND1 DELT. REOBRITED HD EPRASDPERDTE/
TEEANEXZR) Y 722 RO—LPEEORETIE. TOBERICHD 1A VEREDI S >
AV VIMEERBE. THICHWURATI BEMEALT 2 2 & CIREEDOBIRINDTUTE L. MBREED
EFLTVWDZEDPEALND .

NFXZ Mg, URATT ZZRMWICEEZ L. REEOBRINZIH TSI EICK Y RPIREEOHE %
B¢, MERBREZEFSES. URATTERNLGREBEBRINEEETHD. &/ic. URATI LS
DABCG2. OAT1. OATIICH T ZBEEEMDBHNCH Y. INED TV AR—Z—%&5r LT
FRERD DT EZ RIFE T RMICMBREREEZE T2 EDIFTZ S,
ZDEDICNFXT NIFE. URATTERMED Sz, ABCG2. OAT1. OAT3 %41 U JoIREE DA HE B
IFREELT. URATT 27 L/cBRIRIER ZEE T 5 BIRIREBRINEEZ (SURD TH 5.

<X#k44) DEFBEROFEMER >
Taniguchi T, et al. J Pharmacol Exp Ther 2019; 371: 162-70
[FIMER]IAXBDOZEED DB BLITHMASH BT ER. 2LFREEMRASHDHETHS.

[ERIREORBOFENENEERE b2 AR—2—O R (BIEE)

7V ED
FHig COERH -
REHNSDER

700mg/H @ (FRep) SR (i)
FRER

BERES

-0

B /— AR
1,200% .@.;

PRER

(&)

v

BREREH  RePEE
200mg/B 500mg/H

A FRABEICE T 2 REDBRIICIEURATTI B, 2@ ICIFABCG2. OAT1. OAT3ENE S L TL 5,
ABCG2IZBEICE T DREEDODMICHB TS,



URECE Tablets 0.5mg-1mg-2mg

3
D
URAT 1 /& HEALICHE S FREED B RIGTHEIC K5 MEREEO_ LR (BEER) i
%5
#
FUSAKD
FRCOERR-
REHSOER
0 @ &) R ()
& D
B 8 ¢ |
: R
s | BT
() l:@;#
REE f;‘%
X
"
o) I 4{“}@@
i
GOl oce: R ovrs D) -
1 2
v L]
BEE  RehgE =
BRI TTHE URAT &1L
AXZRYY o> NO—LPEBTIH. TOERICHDA A VRTFIEDS S VAU VIEZBONTND,
FHICHOWURATI DEMA T2 ETREOBRINDTTE L . MEREED ERT D, -
S
g
KFRS KOERIR (BEE) 2
R
a
FUSED A1
ABCG2&ANL7: RRTOEER. ABCG2.0AT1.0AT3%A Lz =
FBIEHEERIFE L °0F BRI EERIFELV N
0 @ () iR (teh) Al
S R& =
s 5
RET—L S \? .
- AR
FREE — URAT1 g E
22
(3eee) *{Eb'ﬁ@ U
= dH «@
£
v %
BEdE R L4
BRIREE BIREURAT 1/RE =
B
NFXZ NFURATTZBIREDSE <. ABCG2. OAT1. OATI &N LR MR IFFEEE . URAT1 & §
%

T L7cBRURRER ZHE T 2 BRI R BRIEEZE (SURD TH 5.
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2. JEER PR AR

(1) e BRI FEEE/NE%Z B = RESER Y A ABEER (in vitro)*
NFX T NEEREKREAICKERER AHZEZEL. ICofEIX0.509umol/L Th o7z —H. XX
JO~xa>DICs{ElE5.98 umol/LTh o 7=,

KFXZ RRUNZXTOYOY0O“C-FREEER VIAZEE (B MBRIFEE/NE. in vitro)

WERME | ICso( umol/L) *
KFXZ K 0.509
N> XTOvO 598

¥ FAEROFE(N=4XFE) P OR/N_FHICKVEH

A BR 7
b BRI FRENRICRBERE LTES IV DRV EREMA. RFXZR0.016~10umol/LRUN>XT0
~0>1~100umol/LD“C-FREXER 1) A A FEE % 37 AH L /2.

(2) E FURAT 136 3R # R % AUV /o FRERER VW IA A REE R (in vitro)**”
RF XS NEEEKREFWICR  EERRFIT KRO"C-RE]R')AHKEE(E M URAT1 R, in vitro)

EREN ) AHEBRAE L. ICofB %)
1£0.0372umol/L TH o7z, 120
—H. Ao X7avorRe
7 ONZXY RKOICsofE & 100
FNZFN0.190umol/L X FR
165 umol/L T 57z, B %7
;i 60
#
5 o]
20
EELREREZE (n=3)
(()).001 0.61 0‘.1 1‘ 1‘O(umol/L)
NFXZNEE
¥ NFER (BRAANIDRF) D FRERER W IAZASE A 100 & L 72BFDLESR

Reprinted from J Pharmacol Exp Ther., Taniguchi T, et al., 2019, 371(1), pp.162-170.
[FIFHBR]IALBDEEDS B 82 MASHETER. 2AIFFRUEMKXSHOHBE TH D,

KFXZ RRUZDMDREEFMIEERD “C- FRERI AHFEE (B b URAT 1 RIRMAE. in vitro)

WERMHE ICs0[95% 538X ] (umol/L) *
KFXZ K 0.0372 [0.0238, 0.0581]
AN>ZX7OvOy 0.190 [0.121, 0.299]
7ONRZRY R 165 [127, 215]

¥ AFEROFIBE(M=3) DS54/ XTX—KOVAT (Y IRERICKYEH

HEE &
E NURATIZEHRIEMDCKIMAEZAWLT. KFXZRK0.003~3umol/L. X>>ZX70~[A>0.003~3umol/L.
7ONZIR10~1,000umol/L. lesinurad (AR 0.3~300umol/LD“C-FRERERY) A A BZE 2 5Hm L /=,

B lesinuradidBARARDED. EROZEHZEKE L.



URECE Tablets 0.5mg-1mg-2mg

B) URAT1LIADREE S AHR—%2—(ABCG2. OAT1. OAT3) X7 %

M@ (in vitro) **** z‘%
NFXZ NILEEKREMNICABCG2. OAT1. OAT3DREEEVIAHAZEE L. ICoEIFFNFN i
416umol/L. 4.08umol/L. 1.32umol/LTh 7. URATIBEELIEFNFNI11245. 11015,
355FTH>/.
—hH. AYZXT7AYAYROTAONRY ROURATI BEELIX. TNZEh 1.52~16.5FK%10°0.0144 5
~262{ETH 7=
RF X T RROZ DO REEHEM{EEZED“C- FREFER V) JAAEE (& F ABCG2. OAT 1. OAT3 #IRMEI. in vitro) 5
IC50[95%1E5EX A1 (umol/L) * '
WERME
o 416 4.08 1.32 5
FAX= [1.13, 15.29] [2.19. 7.59] [1.12. 1.56] r
W&
N R 0.289 3.14 0.967
NI EIAEI [0.154, 0.543] [1.00, 9.82] [0.772. 1.211]
%
s 433 10.9 2.37 2
ZANZZ K [140, 1,343] [9.45, 12.67] [0.933, 6.012] 2
¥ PAEXROFEHE(N=2XIE3) HD4/3TXA—EAT AT« v EARICKVESR
%
KF X5 KROZDMOREIEHBERD URAT1 BBE (£ h ABCG2. OAT1. OAT3RIEMA. in vitro) é
WERME
KFXS K 1 112 110 355 %
~AyZx7Oovoy 1 1.52 16.5 5.09 %
JORZY K 1 262 0.0661 0.0144 =

x 1 (ABCG2. OAT1. OAT3DICsofE/URAT1DICsofE) IC KW EH

Adapted from J Pharmacol Exp Ther., Taniguchi T, et al., 2019, 371(1), pp.162-170.
[FIBSERIAZBDEEZE DD B8 LIIMASHETER. 2AIGFAUEMXSHOHBETH S,

A BR 7k

t FABCG2REHRIRHEK 293 A i k/N 2R U E hOATIISOATSR ERIHEK293Mifa L T. NF
XZ R, A>ZXT7OvAY, TANKI K, lesinurad (BRARAR) OC-FREBAHBEEFMLZ. £, &
NS> AR—2—DICxEHRSURATIEE &7 L /2.

) lesinuradlFERRARDESH. EROTEH LS LT,

ST\ Y
B S Fr o

et

JRmiHE I
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(4) Mm4EhFREEEE TIEM (YL) "
NFXZ N1mg/kg®f. bmg/kg#df. 30mg/kg& D> 5. 5mg/kgEE AU 30meg/kgFICH TS
MEFFREEZE* ! E. RS 4ERLO SRBRICHIBEHCLUNTEEE RO bz, Smg/kgdt
RO 30mg/kg B C BT 25 SRR O MFFREREEEIL. SBRHICLLNTZENZE1.0mg/dL
KRO1.8meg/dLIEEZER L7,
F/z. 30me/kgBICH I ARPREFEME 2 (3 50 ~ 4FRICHRBEICENTEREDR
5N 7= (30meg/kg&E25.2%. XtiBEE8.9%).

¥ 1 BEHOLRSAORERE R 5HORSRIOREE
X2 RBBOVTF SR/ OLTFFZUI)TZUAX100(%)

MERPREBEEXECEDOHE (7Y F YY)V BREORE. BRET)

(mg/dL)
3 —
2 —
m
3
i 1
|73
i3
&
Z 0
1
=

—O— X{#BEE(n=5)

—0— RFXFR1mg/kgdi(n=5)

—A— RFXSK5mg/kgt(n=>5)

—— KFXFK30mg/kgEf(n=5)
- AXoX7Ovor30mg/kgdt (n=>5)

THE+H(RIE—) iRERE

% 1 p<0.05 (vs. XTEREY)
#% 1 p<0.01 (vs. %{H8E¥)
(Dunnett D & LLER)

T
16 24 (B5fE)
B5 % EARE

FRFPRERFEM DM (T F v+ YL BEEOKRS. EBET)

FR
FR
7]

(%)
40

20

N 5358EE (n=5)
KFXZ RN1mg/kg##(n=5)
B ~FFX5 R5mg/kgdE(n=5)
Il ~KFX5 R30mg/kgEt(n=>5)
Bl ~X>X70v0>30mg/kgE(n=>5)

FEHEERE
%% 1 p<0.01 (vs. XH5RE¥)
(DunnettD L ELLER)

0~4 4~8 8~24 )
B 512 HRmE

AR E

7Y FFHILEHI/EE) (S,

Reprinted from J Pharmacol Exp Ther., Taniguchi T, et al., 2019, 371(1), pp.162-170.

[FIFBERIAXBDEED S b 8LBRIMASHETER. 2AIFAREMASHDOHLETH D,

BaEH Uz, Tz 8#50~4. 4~8. 8~24KEDORZHRIM U CRFIRERFERZE L Lz,

NFXZ K1, 5. 30mg/kg. N>X70O%0O>30mg/kgXITEAED & (IIREE)
EHET CUOAF—/N\—RICTHEROZRES Lz, %581, %52, 4. 8. 245[ME&ICE M U T FREREZEL



URECE Tablets 0.5mg-1mg-2mg

5) GIID BBEF. (7 F v MIVAR—4— BREICRIZTHE (in vitro)™
EEEHER. (F0FrIl. NSUAR—&— BRKICHTE NFRXS NORBELBRE
10umol/L TEHE L7458, LWEhOEMIC O F 8 (50% &8 5MEPRAE) LD o7,

A BR A
FI3SEBNEBEER. (A F vl PIVAR—L— ZREICHTENFXSNOPBELBEREI1Oumol/L
(n=2) Ta¥ L7z,

R LICBER. /A TF v FIVAR—E— SBRRETROEEY.

(B %] >/0FF25F—H (COX-1). B/ FIVAFIH—H-AMAO-A). E/7IAF+
>4 —+-B(MAO-B). FHBENOAMKES (NOS). ZEFILIAUYIATS—H, 4
SFVAFIE—

({4 FvaM] DS T LF v (LE, Tk RO U U AEAI) . ATPBRZHK F ¥ 2L (Kare)

[MYAK=4-] /LT KLFUY RSYAR—E—. ZORZY SV AK—G—

(B & 4] 77/ A). PRLFUS(an o Brn Bo Ba). HYFE /A K(CB). K/
I (D). KEENVYITEEY . GABAs. I AIVEE. BEAZI Y (Hiv Heo Ha)o
LADY >, ZOAF >, FEFA R, O MZ2 (5-HTiae 5-HToaw 5-HTse 5-HT4) .
PPAR(a. Y)

RS

SRR TR G ey

NABADBE M | FRLHR

MEFH

ST\ Y
B S Fr o

et

JRmiHE I
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3. B pRFEIEEA R

(1) REBE NP (BIERE  RABKEES. AREE. 7THRRERS) "

W R R B REREIR T RO#R

BERRICBI2MBERRBEETR(IHELRERE) ETROCEYICHB L. HE7TERORE
AIClE. REFFPMETREE2T47.16£4.76%. FREEEFBF|I BB TA47.59+4.96%. HRAET

5452+8.88% CdoJz.
R A A FRERMER T RO

BRE %A

?(EI)

T i i i
_157
15
M 30—
/B
g 45 -
& |
E 60
L 75-
90
105
%)

X RERFUHE TR SHBRL CRELE L.

8.72%+0.96

—0— REFEMETEE2(n=6)
--O-- RERELBRIEEE (n=6)
—4— $tAE (n=6)

e RERE

H 5 a0 M ERRERE (mg/dL)
FREREEMETEUR2 | FREREEBRIZURE

Gidaikid

8.10+0.37 8.67+0.66

<X#k25) DEFZEROFZMER >
Okui D, et al. Clin Exp Nephrol 2020; 24: S92-102
[FIFBR]I AR EMASHELEROERICS W IThNz. ARNOBE I LEMRNEHETEROUETHD.

APTHERRBENZIEOFV ALY NORE - AR

BAKRS2/F1RE80MgE1H2EET 2.

BE. A NEOFY ALY bELTIRZ20mgL UKL, 1H2EFHY ICROKRST 5. €ORIZMPREREZ
HRELBDSBEIEUTRAICIBET 5. #IFERE 1R60mMgZ 1H2E & L . EEOREICE U TEREERT 555,
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URECE Tablets 0.5mg-1mg-2mg

W 7 B I PR PR BR HE Ot E D HERS

ERFRICHBITARPREBHEHE (FHE I ZEERE) IFTROEHVICHE L. WREZRSHTHTIE. C
RERHEHETREE2TH516.25£76.62mg. FREEL BRI T EET673.40+85.52mg. HHET ;E
85892+ 108.63mg. 51 HBOHZESRIClEd. #FNFN1,132.30E104.21mg. 1,289.33 =%
126.45mg. 1,187.77x£104.29mg. H#E52HBOHZESHI Cld. FNFN882.17 £ 132.88mg.
951.45+9598mg. 829.33+66.85mg TH > /=, E
R R Bl PR SR PR ES HE it 8 D HERS
(mg) D
1,500 | B R T AR 2 (n=6) '
(] REEABRIEE (n=6)
1,250 | B 5B (n=6)
TifE-H R i
PR
B 1000 %
eh
FR
B 750 -
£ 500 2
250
%
g'\z-!
0 - g
DERSHE 1 2 3 4 5 6 7 8(/)
5% AR ﬁg
EHR B E S4B A NERS BRI £ T. 1 ~7EBEEBIC B TR0~ 4% ET. %%
BHBIERILIF 524~ 48R B E TCOREME %%
s R B ME T RE IR L TR R LE L, R
£
5
23
Z
E3]
g
)

MEFH

BRI A
BIREEME DA BIEABEEE 24 610 [RESCHE TR 1 (64) . REIEHETERE2 (64). REEESBT
BEE6). SAREOGADIIC. NMFXTN1mgZz 1B 1 BSHARRICT ARRERORS Lz, HREIIREES

%
BREEOBEEL. PEOFVY ALY bB80mMgZ 1 B 1 RSHRRICHBIRSGT 26D E Lk, MBRREERTRIE il
MmEREEZHRS1 ~9BBICAELTEHL. RPREFOEEIIRFRBERERORELZVEEZRSHAE~&ES ]
SHEBICAELTEE L. BH. WThOEICEWTH. RPINADVAERCG I F > 2HBA1ERE L. 5

) AFERIS . HPOAERETE T ISREREEBRILEE (REREDBFIER R OHtBR) ORED IR SR L TSR L THAAND Z D
TP/t RBRETEZESE L (iThN/c @RS ARERE O%EHE) . £ J CREFEHET IR, BPORBREE CTbh/cd
DZ[FRESOMET IR 1 |, ZREROBBRETE CITON/cd DT RERFEE TR 2] & Lz,

ST\ Y
B S Fr o

e
=
X
[
(B RURAE] &
BE. BAICKE RFXS RELTIEOSMEE YBIA L. 181 EROIREST 3, Z0ORIEMFRBEERR LRSS NHE z
KIS THRAICHEET 2, #ISBIEAE1B1E2meT. BEQOREICS U TEEERT 2P, BARSEIE1E1E z
4mgE&d B, =

64



(2) HEBIE SRR (B ERER : RABHEE. SREE. 14BHRERS)

W AT A M EREREIR T RO#ERS
ZERRICHIBMERBEETR(FHELEERE) R TROCH Y ICHB L. #5514 BE TR,
FREEHEMME FALBE T58.50 + 11.56%. RESEABFIAI T61.99£9.35%. #EKRTRTIE. Zh
Zh5309+1599%. 51.85£19.31% Th o7,

WA M RERER T RO

%
PREZHEM{E T B8 13 9 8 7 5 9
PRERFEEE B FITLEE 13 10 8 8 8 11
5 1%H8E
®5a 2 6 10 14 (iB) R TE
0 s \ \ \ \ \
20
it}
;EEE 40 —
7
[i74
e
=\ 60 —
T
$
80 T E R
—@— [REZHEME T EUEY
100 4 1~ REEEEBFITE
(%)
<Xt 50) DEFEEROFIZEMER >
Hosoya T, et al. Clin Exp Nephrol 2020; 24: S103-11
[Fl#ER] AMRISFAREMRSEROMRSHETEROERICKVIThN ., KAXOZEEDD L 2 AIFIFHMERRNSHOLETH S,
ZE(IIE. ARICET 2MASHELEROT7 ENXA Y —THY I YILEY MHEZZEL TVDEDNEEND,
[AiERUAE]

BE. RAICIENFXZSRELTIHOOMgXWEB L. 1H1EROKRS TS, ZORITMPREEZER LRDH SHHUE
KIS CTHAICIBET S, #HIBFEFBE1R1R2MET. BEFOREBISCTEEERT 2. RABRE5EF1H1R
dmgE&d B,




URECE Tablets 0.5mg-1mg-2mg

W 7 B I PR PR BR HE Ot E D HERS

BEESICHITDRPREHEHE (BT EERE) TTHOEEICHB L. RS TCIE. REIEHET s
BEFT609.58+244.36mg. FREGEABFEREFT648.841+111.84me. &5 14BHETIE. FNFN ;%
729.68+12460mg.820.33+135.34mg CTho/=.
JREYBIFR R R B HE 2 DS "
M
(me) —o— REFHE TR
1,500 | O REFEEBRIE D
i+ AR R I
1,200
E =
900 — L
R 2
i &
% 600 —
E e
300 %J’/J
O _
I I I I I =
SR 2 6 10 14G8) 2
5% HIR =
%5
FRES HEMHE T AR 13 9 8 7 5
R BRI 13 11 8 8 8 2
i

A BRE
R % 20 & KR MAE DM A B SR EBE 26 6] [RERFOHE TR (136) RORBREESBR R (134D ]IC.
FFXZ NZ 1B 1EHRRICTABRRERZORS L. NFXZ RNE0.5mg zH&k5/iaD 5 218% £ T 218
BE5L. 1mgZ3BENS0BRETABAFRS LK. 2mgIcBEL T7THEBED S 10BRET4BFRS L.
EHICAmg ICEELTIBEBRLS 14BRETL4BREEKRS L. MBERREETRIMERREZERSH. &5
REFRERE2. 6. 10, 14BR)ROERERTEICHE L TEH U, RAPREBIOEEIIRFRBRERD
FREZIZGH. HEREFRAIRE2. 6. 10, 14 BR) ROBSETEICHE L TEL L.

NABADBE M | FRLHR

MEFH

ST \ K
A S b

et

JRmiHE I
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(3) A HEREEE T OIRREM BN AR (55 1A55  FTieeREEE. BEiks) =

W mERERIED IR
SR MEREE (PE H1E%ER) 13, FTHREERER 5,95+ 1.34me/dL. BEFFEERES
BT590+ 1.26me/dL. thEERFMAEREEET7.12+2.39me/dL. BEATHAEEEE T 4.43
+1.86mg/dL T o . HE524BMETIE. ThEn243+0.69me/dL. 2.88+ 1.41me/dL.
352+ 1.80mg/dL. 2.17+1.33mg/dL THY. &5 488R% TR, ENZNn360+091me/dL,
373+ 1.39me/dL. 422+ 1.78mg/dL. 2.83+ 1.80me/dL ThH o7z,

BERTHEREE  Child-Pugh 248 A (Child-Pugh 2375 ~ 6). hEFEAFHEERES : Child-Pugh 4B (Child-Pugh 2377 ~ 9).
EEMHAEREEE  Child-Pugh 248 C (Child-Pugh A7 10 ~ 15)

FriaE R MBRRER IEDHERS

(mg/dL)

14 —
—O— FFREEIERER (n=6)

12 —A- BEITREEEERN(N=6)
@~ HEEFTHEREER(=9)
O BEFREREER(N=3)

TERERE

T T
12 24 36 48 (55
BREREE

B E
FHEREERE (6 ) XITBE(BF)) . hFEOF). EEGH) OHEEREZEEIC. NFXTNImMgZ@RTT
BEEOKRES L. R548KERERE TOMBREEZAE L.

<X#k23) DEFBEROFZMER >
Kumagai Y, et al. Clin Exp Nephrol 2020; 24: S25-35
[FIZEMERIAAR SFFRAEEGRN AR OMASHETEROERICK Y ThN/z, KN DEEDD B 3LITHFREEKRASHDOHETH S,

[EZREARTER] (—HBHED
8.3 tDREBEHEERICE W TEELRFBEPRESN TS ZED O AFRSHIE ERNICAEEREZT ORE.

BEOREETDICBHET S L. [9.38K]

[BRENEREETHBREFICHTHIE] (—HBikD

9.3 ftEREERE

BELEBREZTO . MORBIPHMBEE TIERLBEEIRBDOOSN TS,

BE. BRAR T, EERERZET2EE. ASTXIFALTI00IU/LU EDOBEFEBRAEN TS, [8.388K]
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URECE Tablets 0.5mg-1mg-2mg

4) QT/QTciHli 7 OAF —/N—5 Bk (B IHHER ; @R, BEIRE)""

i
B QTcF NELEDZE (AAQTCF) DRREFER i
KRFXZR2mgXIZ 10mg EBEIEFSEOAAQTCF* (R/N_EFXHE X Q0% EBEXE) I TR
EFVICHBEL., WITNORRICEWTEHHEAIOO%EBXE D FREIE10ms E#B A TULED D/,
REPEARRBEODTEREZERT D/EOOBENRBE L TCEF > V7OF Y >Z2A0VE, EF>70OF %
P2 400mgik 5RO ANQTCF 35 4R ICHAIO0 % EEXE D TREDS Sms a8 2 T &
(/\7.::0
¥ RFXTRBERFOAQTCF 358 DORBEICE TDEERTHSD QTCF BROZEALE) LR —BRICAE SN/ TS RIBESEDA QTCF EnZE=
D
KFXSK2mgXis10me. EFS 70542 400me 1258 OAAQTCF DIRE |
(ms) L
20 @ RFXSRK2mg(n=46) ﬁ?
—O0— KFXFR10mg(nh=46) g;i
15 | —A— B T70O0%432400meg(n=44) .
10 - #
AQTCF =
2 :
(AAQTCF) #
BN R B+ 90 %SRS .
_10,
S By .
114 ER e
S— B
HERAE .
fRERAA 485 (B 24 PIR VLI 24 ) IC, KFXT K2mgXIF10mg, EF>T7OF4>400me (B iz
SR HBWNE TSt REVOARA —/N—HICTHRE T CHEERORS Lk, B58. %505, 1. 2. 3. 4. 6. 77
8. 12, 24BRILICOBRZAEL. QT/QTcRIBAMEL /. L
)
=
iD]
=
el

ST \ K
A S b

£

=

X

ik

[AERUHE] %
BE. RAICERFXSNELTIEOSMEL BB L. 1H1RREROERST S, FORITMAFRBEERER LRSS DHUE B
IS CTIHRAICIBET D, HIBFEIFBE1E1R2mMeT. BEEORRICSC THEEERT 5D, RARSEF1H1E %
AmgE&d B, =
%
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VI. RLERIPHR R USRS

1. REHERIBHE

FBEE | mREME | 6%/ B | R5EE | R58Mme/ke)

_ IR - |EEE  500mg/kg
TR | SR ERRD | gps .y 1 6 | MESO | 0. 50. 150. 500 | - b k& SBERIHTS
el e M2 1,201
DIER I hERG®Ei rﬂ@%fégm 5 invitro | 0. 10. 30. 100 | - |8®E : 100mg/kg
RiETER M, DI - ENREBERICHTS

ME DI -5 | w4 | BEMEO | 0. 10. 30. 100 | HE*3:740
DEX
I i, - WEEE  150me/ke
FFIRRIC — = = 2 R
Rk besa - 461

¥1 . HEK29B3#iRBIC B 1T 252D EArid umol/L
%2 Ty NEEHRSEMREBRICEITH500me/KeiRSEED Crae (543 ug/mL) £, ERNTDCrax(420.67n8/mL) * &ML
%3 P SEMRORSEMRERICHITH100me/ke/BIRSEHDIRS1BEDCrax(311.5ug/mL) &, ENTDCrax(420.67ng/mL) * &ML
¥4 Sy MIBREEOHRSEHRBICHFTH100me/ke/BIRSEHDIFSIHENDCrax(194ug/mL) & ENTDCnax(420.670ng/mL) * DL
(Tv NMBEOmg/kegiZ 58 DM hEYREN R0, AEORAEHDKETEL)
* EEMRABEICRTFXZ Nmga181E. 7HERRERS LEEEDRSTHED Cra(46E2HR)

2. B
(1) BEEE S HAER Y

R | /B | RSEE |

#5828 (mg/kg) B DHEE (mg/kg)

SD v h &5 | #&0 | 0. 500. 1,000. 2,000 1,000
YN >1,000
HZUAFLE| &1 | #O | 0. 10, 100, 300, 1.000 | (300ma/ke. 1.000me/KeCIEHA % SA)

¥ ABRREORSSHHBRORSIBEO—RIRERCMEHNFIZ NREREICKY. SESEETM

(2) RERE SRR

1) SDZv hD13BERERORGFHEHER
(MERER1061/3%. %58 :0. 30. 100. 300mg/kg/H)

300mg/kg/ BB DM THRED A . 300me/kg/ BEDOMH# THRIMIKE. NEJ/OEVEE.
AN KTUY NMEDBRDHPRDONTZDH. WTNOEMEREICKVRBEEED RSNz, BE.
100mg/kg/ BE X U*300mg/kg/ BEF DO CHAEEE DEIN. 300me/keg/ BEED M TRE L
FFH#BAEAER. 300mg/keg/ BEF Dt TR DB E/NEBAEDIBED D SNED . FFEDRBFERD
FEERICEEL EBOMRLEZEZ oz, BEMEF 100me/kg/ BEHES N,

2) SDZv hD26:EEROR S ES MR

(HEmER1201/8f. 752 :0. 12. 60. 300mg/keg/H)

300mg/kg/ BEXDEMHEBREL DM HIROT 724 MO FIHSET L7z, 300mg/kg/ BHEED
I TEEDOMD . FEENINF. BEEOFHADLOICHKMEI. NETOEVEE. AX NI U ME.
M/NREDBED RO SHNT=H. WTHOBALBREICK) BEEDRENZ. FTloo KRREICE/N
HEDBIMARD SNz, BP. 12meg/kg/ BEER D 60mg/kg/ BELD 1 0N 300mg/kg/ HEED
EECAREEZE DB, 60mg/kg/ BEED MR U 300meg/kg/ BELD it CAHRRRAR AN RO Sz
M. FEYPYRBBEROFEERICEHEL BRI EZE A bz, BEME(F60me/ke/ B EHE
hiz. *MEREYRE AN E LR CIRE | MR 400/ B, NFXS NEERE IR 126]/30)
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URECE Tablets 0.5mg-1mg-2mg

3) W=7 AM YL D13 BEFEROKRES S ER
(LR 351/8%. 5% :0. 10. 30. 100mg/kg/H)

100mg/kg/ BR¥DOMH 1 Pl 2 HREBAD /OB E 71 BEICYNERICH U c. AFITIE. HIE
HERZHRECTERMARORD BB SN, K. NETOEVRE. AY AT Uy ME. B
KEL. /MR DZE L WD FOEAHRO 5. £l RE4BBOMARFZIRETCNE/OEY
IRE DD ROREIFR B OBMDRD Shjc. £FAFTIEL. 100mg/kg/ BRFDMETRILIE
FEMMRBOBMDRD Sz, 100mg/ke/ BEOME 1 HITIF3Z5 13 BRICHMIKE. NEJ/OEY
RE. AN NI Uy MEDHRPDRD SN KPlES T2 B THRHEROREREOSEEMROEMND
ROLENTce WITNDRILEREICKYREREDP RSN, REEBECEZWIRETIE. BEBHERO
EINDBDHSNZ26ITT ) 2 /NP SR DIEREADBD Shic. EFHMHELI0me/kg/ B EHE
hic.

4) A=A Y DIEMEOR S H AR
(MERERAGI/BE. 58 :0. 3. 12. 50mg/ks/H)

50mg/kg/ BE DI flz 2 HIREBACD 20" 584 BB ICYERZICH U, ABITIE. RIEHE
MFARE CEBMBEDESE, Him. /KE. mie. REHFEDSEUEEROFEROREERLDR
HoNTz. BE. AOITROONIZBEDRERFEREBRPRALOD TIHEEWZ EDOBEBEYMERSD
FEDNTRICEEBETCERVDBOND. YIDI13BABROXRSSEEHAE(F5H=100me/kg/H)
KROKRHEED 50mg/kg/ BEDMOBYM TRKOFARPRBO SN TWWERWNIE. BEDEIFERT
BAKEMEDOBEDOREELMENPBLL TVWDIEDNS. BRAEEFRE CHAIREEDGE AL SN,
F£7=. 50mg/kg/ BEDH 1 fl2BZRIC K2 BIND/-HRE585HB ICYBZRICH Lz, BSHEE
lE12mg/kg/ B EHEE SNz,

ST

RS

Q) BIESMHHRER (in vitro. Sy k)"
X AIFTABRROKRGREZBWZEREAZRAB TIE. KFEELCROBFEETAROIEFET C.
RFRS NICKBBETFERERFERIERD SNEH 1.
CHL/IUfiRRZ B WL BAEEHER TIE. KBERCROFETMAOIEFEE F T BGHEHIFTELE
(10%LI L) ZBA B FEABEEETMROLIRBEEOEMDRD SN, NFXZ KD CHL/IUMA
IS L TRBRREEFRT 52N RENE,
v MR/ ERER(n vivo) RO Ty TRz AUV RNEH DNA GG CTlE. FNZFhn
NFX T NICLB/NEAMBGEREL O DNABEFZREIIRBDO SNEHI O/,

4) BARERER(TIR. TV R)™
M BEC3F1 ¥ T A (R 504/ 85) RUMEREF344 5w b (& S0HI/8H) 1. FFXZ KO, 3. 10,
30mg/kg/ B 1 1E 104 BEEORS LAHER. KFXS NMESICEE LEFROENL D
B URER OB IEREORINERBD SNRH S .

ST \ K
A S b

(5) Tl E =145 B

1) RMEERVERE TOPVMREREICETIREB (YN
EHESD Z v M (& 2041/8) I KFXZ KO, 30, 100, 300mg/kg/ B 1 B 1 E#ZEO®RS L7 (3%
S ENEN. R4 BM D S RERER A K T, it SEH 2BAID SR 7 A& TR
300mg/ke/ BEDIEEDRE YT, BEEORED ROGERENIF]. HORBHY THEOHD LV
ICEAH. BRY. EEEROROPRBO SNk, BEORSHNO—REERVERRIEEICH T
ESUBWOCICHPEREIH T ZEEMLBE. (\The 100me/ke/ BEHES N,

et

JRmiHE I
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2)IF - BRIRRAICEHTAREBE (S Y. oYF)?

FRSD T F(19XF2061/85) IC NFXZ KO, 30. 100. 300mg/kg/BaEdx7HD 5
17HET1H1EROKS LEFER. 300mg/keg/ HEOFEH T. |BEEDRD . KREBININH].
HKEOHPDDRO SN, 300mg/kg/ BEDKBET. BREZ(E/NBEHE. T2BFEE. B
BE) ORIBBEDIBINDRD Sz, BHYO—REENROEBEEICTT 2ESEHESW O -
BRRBEICHTHESEZIE. WITNIH 100meg/kg/ BEHES N,

EPRNZW 7 F (19 X204 /85) IC KFXZ KO, 10, 30. 100. 300mg/kg/ Bz 4x6 H
PS5 18HET1 B 1EROKRE LFER. 300mg/kg/ BEEDOEEFHYT. EEEDRL . (KEEN
El. FEOHA . BEEHSRD SN, 100mg/kg/ BEEAD 300me/kg/ BEDRIRT. BHERER (5
SBFFHE R OEHIBE) DRIRBE DI ISENNER D RD bz, BEHO—KREEROESE
Heelcxd 5EEMEEIE100me/kg/ B, & - BRREEICH T HESME(X30mg/kg/ BEHE
<Nz,

3) HARMROHAERORES VICRAOEEEICEATHER (T YN

FYRSD T M (2061/8) ICKFXZ KO, 30. 100. 300mg/keg/ B=itix7 B 5 2M%E21 H
FT1H1EROKS LFER. 300meg/kg/ BEOEHY T. BEEDRD . AEENIDH. A=
DFL . TRABDOIERED RO S /z. 300mg/kg/ BEOBILBTOHAIR T, BER, 4% 0H
DEBFER, £EHAERK. EER4HOEFREBOBD U OICHILEERDAED R AMEBDRD 5.
100mg/kg/ BEE A1V 300me/kg/ BEDEILEDHAER T, MEERDHEIEFEBEDATE
BEA. 300meg/kg/ BEDOBILBEOHAR T, MEERDOERODENDRO SNz, MHELHER
B E B /oA TEEERR T (FEIASER) Tldk. 100me/kg/ BB R0 300me/kg/ BEF CRRBED A .
300mg/kg/ BB TSHREROBDDRBOH SN, EIERERERMEER & ENB HENY K A E i
Y CITERER LA ROEIERESRE CBINKE) DD . REXRUZRIEOHD SIELAE RICER
LE=RbEEZ Nz, BEYO—KRBEROETEHEICT T 2ESHEE1E100meg/kg/ B, H4E
R 2ESMEE30me/kg/ BEHESI N,

(6) FDthDE 5B
1) FIEERER(EILEYR. TIR)?

HHartley BILEY NZERBWVWTRERBNESH T T 71 25> —RIGGH/ B ROREZERBEY T
T4 2F>—RIG(GH/F) ZiRat LIEER. WIhbBEETHY . #EBALB/c~ 7 A(66/%)
ROECSHY 7 A(GHI/E) EMVWTEBREREY T 7« 7F > —RIBZRE LER., LWIN
BHETHO, IhoDIENPDH. RFXTREFEILEY FROXYTAICH LU THREZRZ R0
EEABbNTC,

2) S tER (in vitro)®®

BABED =TI GE)DPOSER L2z NFX T NEIL-2 (HHEIRE30U/mL)AINE#T
K T28FE A > F 2 X— & BrdU DfifRNOERVAAZRE L. BHEMROLSZ ) >/ \3kihEl
DFEFEE U TEHE L /2#ER. 300ue/mL T VNG ENIERPRD SN EDD. NFXIXT RN
EYILDUZNEKICH L THEERZE T D EDERSNL, To. BRGETELEOBAA
SHEGH)ROESDZY MEHDDSEIM L /c2mZBOTHRE LEER. ThEtNORERE
300ug/mLR 0T 1,000ug/mLTYU /B EMERIEREDONT . NTFX T NDU 2/ BKhFEL
ERICIIBED H D I EDPTREEI NIz,



URECE Tablets 0.5mg-1mg-2mg

3) FEMRBBRFZEO®E (in vitro. v M)
i#SDSw ~(5HI/EDIC. KFXS RT3, 10me/ke/ BA 1B 1E7HMEROZS LEHER.
RFXZRETY MIH LT 1~10mg/kg/ BORETRIFENRBBZEFEL RV EH
RENTz, Ffz. WESD TV (6HI/E)IC. KFX T K30mg/kg/ BRVUB00me/kg/ Bz 1 A
1TE14BRRORS LARR. KFXTRIET Y MO LT, 300mg/kg/ B O RETIHAFEY
REWREFHT B EHRESN.
Sy MNFMfEERV T, RFXS RBEET 3. 10, 30. 100. 300umol/LTHCYP2B1 K1
CYPBATICN T 2R EMEMEME LARER. NFXT NET Y MNFMEICHWTCYP2BT DO
ERZERLIEEEA BN, BB CYPBATICDOWTIEBFMEIR(T T/ /UL E & —IL 1,000 umol/L)
THRAFEEBIHONT . RBROZUMSBRINAD LA TERD ST

A REHRER (VM)
HLong-Evans v N(5HI/E)IC. RFXZ KO, 1. 10, 100mg/kg =B REFOZS L. UVA
HRELEER. FFXTNERSICEELEEBORRMNER. ENEORATE. REIZMHBREIL O
ICRIEBMBZMRE ICH TDEEADONT. RFXT RNidELong-Evans v MIxt L THENEZE
REBRWEEZZ BN,

5)IpAVRYZICHTBEEDRE (in vitro)®®
H|INEZY NOFFEASI MO N 7RBRZREL . BRBEBAEC AT LZRBLNTCI MO
N 7O % 8IE L.k /= MitoCheck® Complex Activity Assay Kit (703 O KUF)
AWV NIV NRUTEBRESADFEERZAE LEFER. NRFXTRICKDI OV N 7iEsE
DEZEENLUEEYEEE) AV ZR"BTHFRIEROSNEHD D,

6) HHEAREDIKE (in vitro)©”
£ NFRBRERIC C- N F X T N (BRHBE 10umol/L) 7ML T 28R > F 1 X— Ma. B
WRORSEEEAEL. HERABETMLIER. NFXT NCLZFBRAORER-EENLE
EMERTEE ) 20 ERB T BARIERD SNRD 72,

7)IL-8EE&IEIZEEL L4485t (in vitro)®®

THP-1fifa (& bE2MEKERIRBEMARER) IC NFXZ K230 10, 30, 100umol/L DEBET
AILTE NFI 70OV —ATFE TN C4EEEER. LEFOIL-8REROMBEGTRZEML 2
R, NTFXTRICELDEERICOFHEN LZEYERES) A28 T H5MRIERO SN
BHho/,

RS

ST \ K
A S b

et

JRmiHE I
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VI BRIEHMHFET SIB{LFEIZIR

B—i28%#R ~KNFXZ K (Dotinurad)

B % % (3.5-Dichloro-4-hydroxyphenyl)
(1,1-dioxo-1,2-dihydro-3H-1A%-1,3-benzothiazol-3-yI)

methanone
B9 F I CiusHoCI2NO4S
M5 F = 35820
miesmEt o f
~s
-
(0]
T X BE~RXEQABDERMEOMEKR THD., ANRAlEIE/—I (99.5) X

X&) =SB IFICLL, KISIFEAEB TR,

W # 214C

~
-
|
s
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X. BESZRYEIE URECE' Tablets 0.5mg-1mg-2mg

BERAOREMS

e R (17 HAR HERfER
. o PTP
e 25C. 60%RH fra 3655 iR
IR EE 40C. 75%RH 5’3—; 618 FREA
RE 60T PTP 318 BN
wEmHE | 9E 25, 75%RH AZAZ Y=l 3nA AP
()
w De5sEHZ > HZATv—L iEE
x 2.500Ix. 25C (B0 1207 Ix-hr D ARAEP

BIEER | MR MEREIER. EAR . BN T2, MESER
P T P ARUBIEZILT IV TILIZILSE

N T IEBERVIFLYARNLR)TOELY vy T
INZFImgDAHEEE L=,

1) #IRE 12077 Ix hrigm CORITERSNIE T 2L F—(E200W-h/m2Ll £

BRI

=
Z
i
i
2
5
7
7
BX
2
Bd
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)

S S
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aF S b
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X. BRIV ENET XI. A% XI. BERk

BBV EDEE

HHEIXD MHEEREZY DB -ERSONSZCIVERTIIE
B R ERERE
B3HEART: 3

B %

1) A§E0.5mg 11008108 (PTP) x10].500%e[108 (PTP) x501]
Y AgEImg 1008108 (PTP) x10].500%€ [ 108 (PTP) X50./\Y7]
Y RfE2mg 10081088 (PTP) x10]

BETRER

ARBES: 1) A$£0.5mg [30200AMX00020000]
1) AggImg  [30200AMX00021000]
1) Agg2mg  [30200AMX00022000]

ARER 2020%1A

FMELRTHFR 2020F4 5

fRFERIRER  2020%5H

ARF EER AVEEFEERED L BYICERT D I E,
BEEYPRBETER 2028%F 14 (8%)
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URECE Tablets 0.5mg-1mg-2mg
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54) #WRER © Tv hOBEROFKSEMHEER (202051 A23H&. CTD 2.6.
55) &R | YL O4BERRORESEMEE (2020F1 B2384. CTD 2.6.
56) HRER | kEZRSEERER(2020F1B238%&. CTD 2.4.4.2)
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67) i AR EEDIRET (2020F 1 B23H&R. CTD 2.6.6.8.7.5)
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68) HMEE : IL-BELAISIES U/oikat (202041 B23EAR. CTD 2.6.68.7.7)
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