* 20234E9 H YT (45500)
202346 H 83T (55400

Bk - SRR
FxhHAM : 364 A

BAEESRIEES
FEZXFO4 FEERIREYI X ZILLF 04 KSEFERE 87219
AR NI
VUK -7 ST ARES BR5EEAMS
- ® 5210mg | 3M400AMX00176000 | 2022476 1
b IJJ 717%& lomg $20mg | SM00AMX00I7I000 | 2022461

TLYF17 % 20mg

Kerendia tablets 10mg/20mg
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24 7aFV—,

2. BR(RDOBEICIIBELEWN &)

2.1 RA DG LBROEDMAERED D 2 B

2. U rFELEEAET D RA,
TIHFENL, FVFEN, FAT Y TLFEL,
ICYRT Y bEREATAEA, 5 Au<L ¥
V. LYV MULVELVERSHOBE[10.1, 16.7.3

2.3 AH BB ML 7 ) 7 A A5 . 5mEq/LZ
BZTWLIREEAY) Y AMELZESELBZH

2.4 FHE DAL E (Child-Pugh2C) ® & 5 B
[9.3.1. 16.6.2&M]
2.5 7YV UHROBEAKOERMIC L YRR ELS
HEBENED B.]

3. ARk - MR
3.1 #rk

Wt |7 Ly 4 78l0me| 7 L v 54 7520mg

ARG

1745212 V|1gEh74 %L v
10mg&H

20mg&EH

Hitvo—x, MKW, 7axh v
AR—AF M) T A, ETBAT—R, A
wE | TTV VBRI AT A T VRS
M)A, BILFS . SV

=Lk

| it = gk

3.2 HADOHK

Wit |7V 74 7H10mg| 7 L v 5 4 T §i20mg

#IE TANKD—F 14 ¥V ThE
iR A W
4 D, G,
— —
= =
RfE 10mm 10mm
R 5mm 5mm
JE & 34mm 34mm
B 136mg 136mg
CYERS o 2

4. FHEEIIRNR

BIERIR & & T B 1R B RR
U, REPBERLEIENBITPOBEZR.

5. SHEEX IR ICBHET xR

51 7y IF 7 vy VEMBEAERELET v VTV
VN ZEMRENERIC L 2 BEIE I LW A T RE.
NS DEAIPEEEINTVLBEIEGTHIE,

5.2 AFBEHICE VeGFRVWE T T 5220 H 5T &h
5. eGFRA25mL/min/1.73m* ki ® B FZI12iE,. VA
2ERZT A4y VEZELLLET, ARESOMGE
EEIHWT 528, [8.2, 9.2.12H]

5.3 HAR NS <, BB I 45 A 308 GRER
16244) ® EEFFMEH OFHAZ Y FRL ¥ MzBw
T AADO 75 L RIHT B F— FIIZ0.911TH -
7o—h . BRI A AR ERER GRER16244) o 3 B3l
HHOMREFZOEALE, R OEERILFE & A 38k GR
5%17530) OEIRFFHMIEE OB HEE T Y FRL ¥ MTB
WTlk, AHADT S ERIIHT BNAF— FHA1E L
Mo7ze REROWRE o2 KERE LLRTHAAN
TIIAH] O B AR G~ O o JE PN R R A355 ] fe Mk A3
5o [17.1.1. 17.1.28H]

5.4 [17. KRR F I OHOWNEZ B L. BRRRBIH A
ANSN7-BFEOE R FER, PR, Bk, 7
T I VRS 2R L BT, ISR E RN
52k, [17.1.1. 17.1.28H]

6. AERUVHAE
BE, WAZIZ 742 L2 VELTUTOHEZIHL
P59 5,
eGFRA%60mL/min/1.73m?LL E : 20mg
eGFR260mL/min/1.73m*#&m : 10mgh* 5% 5 % Bl A
L. IiEH Y w7 2, eGFRIZIE U T, H5-BMEH» 54
FEH% % H2\220mg T 5,
7. BERUHBEZEICEET3EE
7.1 HEPBIEER. BEISGEME. 2oBd el
BCiE » V7 2E R FeGFREZMIE L, RKITHE- TH
wERHiTEI L, [8.1. 8.28H]
i A 1 = 2l (mEqg/L) JHEERE
48V T DA 20mgl H1M D354« HEFy
10mgl H1m O34 20mgl H
1Mz (7272 L. eGFRASH]
[ D A 5 30% % #8 2. T
TLTWRWEAICRS,)
4855 T DA HERF
558 DE ik

Bl g, Mg H ) 7 2 fli)35.0mEq/LUL FIZ T As o7z
BAIE. I0mgZ 1HIE 2 S 5.2 HH T 5 2 &A3T& %,

7.2 10mg$e & 20mgSe D AW EM R SRR I N T
W7z, 20mg%E 59 B BICIX10megde & L 2w
Z ¢, [16.1.32H8]

8. ERLEFNER
8.1 FA YUY AGENDSDNLILEHHLOT, K
& LT A Y 7 2MEA4.8mEq/LLUL T 0 B 18 5B




L. H5BEUIER., MR, S4BRBICmIEA Y Y
2ME R CeGFRZE L. Z0H b EWMICHET S S
Eo T2, BGBIBRFOMTEH V) 7 A4, 8mEq/Li#
OBFZTIE. MBI 2 ELTBEORBICIE LT
P 5-BtEH S4R% X D S ENISBINOMTE A VU 7 A E
EEEETHIE, [7.1. 9.1.1, 9.1.2. 11.1.1HK]
8.2 AK DY 5 BB, eGFRAMET T 52 2 2H 5
T, EREBEOEAIEZ LTRSS THZ . [5.2,
7.1. 9.2. 18]
8.3 BEMHICE DK DT WENDHODLILZ LD S
DT, EIVEE. BB OB E LE S AR 2 5%
fEd BCIERSEL 2 L,

9. HENERZEIBEICEHAT I IE

9.1 &HHE - IEREDH 28

9.1.1 MiEHY 7 LEH5.0mEq/L#B5.5mEq/LEL FDEE
AF G- O@EG 2 EEICHK 52 L, &EH YT AL
SEZME LT LBENEH 5L, (8.1, 11.1. 18]

9.1.2 5AVUJLMIEDRERE) X7 HFEVEE
UTo X ZBETE, XHENCMES Y 7 2z
MWMETAHZE, BAVIYLMIEDRBEY) A7 BEE 5
BENYED D, [8.1. 11.1.1=H]

- eGFRIKAK

< ML A U T LAl

< B H Y 7 A MLEE O REAE IR

9.2 BHEEEERE

9.2.1 EENEREEERE

A GIZE VeGFRWME T T 52 EHH DI &0 b,
eGFR2%25mL/min/1.73m>&K i O B H I A K% 5 O
WEZHEEICHRTAZ L, T2, AAFEEPITRN
BAREIENCE - YH1E. AFlokS 2 dikd
HZl, BAVILAMIEDRIRAY X7 BEELBLI
b, [5.2. 8.25MH]

9.3 fFpEEERE

9.3.1 EEDOIFH#EEREE (Child-Pugh%3EC) D % 3 &
BHELZWZ &, AHOMAPRER AT LEBERD
HY. BERBRTHRAAEhTWS, [2.4. 16.6.25 ]

9.3.2 hEE DOFFHEEESE (Child-Pugh4fEB) D& % B
BEORBIS LT, X HENZME S Y 7 220
ET DT L, AFDOMPIREN LA T H2BENDD 5,
[16.6.2Z: 4]

9.4 £JEREEHT 5 E

TRV RE 22 PR R L Cid, 35 i) 2 e it % 47
SXHiBETH L, [9.58H]
9.5 iFiz

O R L C w2 Witk o b 5 iz, B# L
DE DM E En 5 B SN B BEE DA
BE3pzt, BWERS v M) TRABE GEEREIR
F) At bo#K25RE, I - RS (BRAEONA) 25
¥I19K5. ZHETE~ DX %E(HH%EEO)WE)#%’JN@@
EHBREBERTHEDON, T2 BWERS v M) I
BT, BICHIRPOBBEICLZEEZEZONLIBED
BFSEBREBMATE - ORUE DB~ D4 S HR
THRO BN,

9.6 BILE
BAEZMISELI L, BWERT v M. BRARS)
THIHF~BITTLZ LGSR TWS, 20 5
FORBWIZBVTE FORMEOEHRER T, B
WOV & 274 EEH GECEOMN) 23380 b7z,

9.7 I\R%E
INREZ R E LRI ER L Ty,

10. #HE{FH
AANIFE L LCCYP3A4Z X Y # SN B, [16.45H]

— 2 —

10.1 AR (BAL

BWZE)

S TR

FRRAEIR - 1518 7

By - fab
SR

£ b5aFV—n(4
A

DERND SRS - < F |
(/—¥7. L 15,
NR¥Fury F)
TEFEFEN (LA T
5 v)
FIVFEN(T) VA
. TV IVAYF AL —
7)
FAT YT ULFEL
(LZyey)
avy Ry beAR
HFrryR®L4xX, A%
JEN R, YAY—F,
FLyavry sz R)
royxrua~<4 v
(799 A, 7235
Yy F)

IV MLV EN(Y
a—)

(2.2 ., 16.7.3&}H]

ARH) D ML BE AT
LS ERATEBTH
Bdbo

CYP3A # &
CHET 2
2kn
KH D 7Y
7T VAN
BT 5,

10.2 BrREE (BRI

EBTBHL)

2 TR

R ARAEAR - 15185 ¥

By - fab
SR

R DO CYP3A 5
#i
TyAuxA v
NI NI )
TN aF ) —
§5WCYP3ARHEH]
TIFyuar
TNVRFHI V5%
[16.7.1-16.7.3% ]

ARFH) O ML EE A b
ATHBENND S
DT, FFIC
WRF B O T R £ R 1
Hig A ) 7 Ml R
HORELHEEICH
ByHI L,

ST

CYP3A #
I L[ L
X0 AR A
O Y)T T
VAR
35,

MW RED
CYP3A#FEH]
V77 ¥V
HANWNIEE v
Jrz= MV
T /) NNVEF— )
I77EL VY
N
4 a3t bF
Y v % (St.John's
Wort, & > b -
Ja—rvRX J—
M) & &%
[16.7.32 1]

AFH o i Hp i A
LT L. 2has
W T BENLD
%5 ®» T, CYP3A &
B OV IEE
WEHI DB E
[ R

CYP3A # &
BYHrIk
[N I N -1 |
DrIT T
VA DS
T 5o

AU/ 737+
FPITATLY
YV IBAY T A
T7VvVv /v
IHEFLL ¥

K OE A 7 A E
HRIT Btk H
WMRKTHBEND
DT, HWE LT
YIS A YEIC
DHRPEHT ST &,
PRI B3 A 1T

MiEH Y 7 Atz &
BB ET 5 &
CHREDOREEZHE
CHsg52 L,

Mg A Y 7 2l F5 | A

DR/AFAY i3
AR A H
wYhHBZ
NAd 5o




By - fab

By - fab

FEH 44 45 BRAIEIR - H518 51 B - HeF 2 55 RRASHEIR - F5E 5 BT
DRV 5| ME» o 2EER A ) v &0 N AZ I oM EM W g R
FOE AV 7 S SE | AR A B ETLBENDEHL AW TH
PRUTLHEHRER®RT 5B Z AH, I bF
MRS 2BZNHH MDD, Yo E
DT, MiFEHY > FHE(RA O
2% XY FEI )57 bY)
BT AR ETHICHE B ET S
BTHTE, Lo HER
ANT 7 ANEFY —EAY) T 2EER A ) T AR H5bo
Ve RYRANTY L ROEA Y T AV A5 1Y 1. BHER
DPRBT BB R T 5 B 2 - =71
igﬁ?i;sf%@nﬁ% n;&)éo ROBMWER DS LPNBEZ EDHLDT, BB T4
20T, lLiEH Y > 27w, BEFRo oA I3RS 2HIET 5%
2% X0 B CHEYRUEEITS 2 L,
GEDe b, BHU 1.1.1 EAH Yy LIFE (8.8%)
VA O B % 8.1, 9.1.1, 9.1.25M]
?5:}:?3% % 11.2 ZOOEHER
V=77 N — & AR DM ES | CYPSA % F S 1% 1. 19 A il
g AT 2BZHDD|ET 2 & R# L LT LT U7 AL
DT, BRLAEVE|IC kY A | RERE R IR AL i
SABTHIE, Or VT MBS i
v R RRA AR B SHERIR S B A
EXE 13. BERS
Y zvf\ﬁgﬁu VT AR D R 8 VS REREAHIN%D T8, MHLEHT XA O 2
WY T 5 z%m”fﬁf;ﬁiggi E”i’iﬁ) CRAHTRVEZZOND, [16.381]
“\ 7 ‘\
BEICHEET A . |V A4 F v 14. BRALOEE
AR+ 141 RHZHEFOITE
NI PTPA: DRANIPTP S — b2 S Y L CHUHT 5
O R E R E)ETHIL, PTPY— FOBKICL D, BV
BT 20 MBI EERBEA~HA L, BIZEELE2B 2 LCTHER
bhTwb TREGEOEELEGIMREZIETL I LA S,
72, F kY 16. EyEHRE
v & il & 16.1 Mol
e s % o 16.1.1 BEEE
Lieryie H A A REHEM AR 27 1 (25 4 5-BEOB) 127 4 A L
ZhLER 210, 20% 0*40mg™ & WIS Lz & &, g
T TR RREEEE T %;L;o o REALAUEE LB 50. 75~ 1. 00WF B # 12 Cmax |2 3% L7
74 N R R R T ® B 17 fe. 2~3IF R DWW T g
FEEES AT AMEYRS AW T D &1:1003.00—3113P FEEO)(E%ijziﬁf‘jii;:ﬁ; ;‘%HSD
AVIEAZIVE (bbhbaBThdd| 5, 72X PR IR
5o v g v Y 1000.004 +—=—= 10mg
¥ FE R AT T e
flEhsZ B 10000
A ;‘E
Ak 2 i & T 1000
BRI L. # z
i
emese ]
[[I]_(%: Vil 1} v 0.10
A D R
RS TivT s s & & %
Eibhb, 5B ()
Dose AUC Cmax tmax’™ tie
(mg) | (ug-h/L) | (ug/l) (h) (h)
10 279/35.0 123/39.3 1.00 2.06/23.6
(05-25)
20 445/36.8 213/30.8 0.75 1.97/21.8
(05-15)




Dose AUC Cmax tmax™ tiz
(mg) (ug-h/L) (ug/L) (h) (h)
40 1220/34.5 483/49.8 0.75 2.64/20.3
(05-2.0)

AT/ BATCV %, n=9. 3 : rhyefi (JERH)

16.1.2 HE#&RE
H AN R AN BB 27 (5P 5-TE9B) 127 4 A L )
Y105 020mg# 1 H 21, 3 0Ni240mgl H 1™ 2 SR
OfhL7-L &, PSR EEELT74 2L ¥
DY BBIFEICKRE R IE L, miEF 714 2L
J Y OAUCT, mdiZ IR BRI U 7ze BiR3% 51
DAUCT, mdiZ R 5k D1.33~1.53(5TH - 72

16.1.3 £YZHREMHER
HA AN B B 366 2 5f R 27 4 2L ) V§E
10mg28t. BT 4 2 L7 v$e20mglée T EhHE
TCHERHRG L2 20T ELEYEBNRT X —
Z . 3 I AUC(0-tlast) & UFCmax @ 841 -39 4l o te
(10mg x 28¢/20mg x 188) # L F IR T, [7.22H]

A AUC(0-tlast) Cmax tmax™ tiz
(ug-h/L) (ug/L) (h) (h)
10mg x 2§¢ 526/27.6 279/254 0.5 1.90/235
(0.25-1.5)
20mg % 15¢ 493/28.5 237/37.8 0.5 1.85/24.0
(05-2)
e i 106.84 117.66
%) | (10255~ | (106.26- _ _
(90%13 ¥ 111.31) 130.27)
X 1)

BATEI/BATCV %, n=36, 3¢ : rrdufii (FEpH)

16.2 TRYR

16.2.1 N FATXLFEU T«
MR ANBEERF 158027 4 & L ¥5mg™ % 22 i1
BpgEO&S Lz S0 4+ 7L 580
T4 1344% TH -7 NEATF—%),

16.2.2 BEDHE
EHER AN BEERZ18BIIC 7 4 AL J ¥ 20mg % fL#ICH]
MO Lz &, BB SRE L TAUCIK
21%3 MM L. Cmaxi3Z19%ETF L7z (SHERAF— %),

16.3 9
R N ERB15PIC 7 4 & L/ VIEHHIImg™ % B
ME RN 5 L72BE o, A 25851352.6LTdH - 72 (4t
EANF—%) In vitroRBFIZBIFE 74 5L VDL
MLAE S ¥ 8 7 FEAEIZ1.7%TH Y. EICMF 7T VT
I VA L, [13.281]

16.4 X3
t bR &2 W izin vitroBRBIZBWT, 74 2L )
IFFEICCYP3A4IZ & D &, CYP2CRDHL-H 72
oM, b MILEERIZBET 2 BRI D S
h, 74%L 0V eFuey) I rvinsrmibihn
V) YU rve o M-1ak 0'M-1b, Bl & i & 2
FNFEDKEBAL S A M-2a, HICE{bx 2172
H VR VBRI M-3aTH o720 WThOEAHD D
WHEMIZED S e b o 7z [10.BH]

16.5 ittt
R AN BB Z AN [MC] 7 1 A L 7 RO 10mg
ZHEREORE L2 &, #5%10H £ TR LUK
I EhE e 50 R D #180% K U 20% 2sHEIE S h
2MEATFT—%),

16.6 HENEREFI28E

16.6.1 Bf¥peEERE
BE(ZLVTF=v27UT 5 VA 60~89mL/min) D
BREEREZ AT HHEBE6MIC7 1+ 2L 7 Y 10meg% i
H#EORS L&, 74 %LV /7 YOAUCK U Cmax

. PIERREASIER RHBE L R LTCRELELLE
72 (AUC @ 15%fK F. Cmax : 22%37) o
h&EE(ZL7F=v 27175 YA 30~59mL/min.
1160) ROEE(Z VLT F=2 )75 YA ~29mL/
min. %)) OEFREREEZ T HHEBEICT 4 AL ¥
10mgZ BRI E Lz & &, e R OEE OB
BEREE 2 AT MG DAUCIE. BFHBEASIEH 2 4 BR
FIZHRTENZNS1% K 36%HEI L. CmaxiZZh
ZEN13%HIM B OBWAL T L7z MAEAF— %),

16.6.2 fTigelE=aE
R (Child-Pugh /i A) O W HERERE 2 2 43 2 BB H9
Blz7 4 2V 7 v5mgP & HEREOHRYS Lz &, 74
3V 7 YOAUCK U Cmaxid. R AR & ik
LTZAL L 2% 5 72 (AUC : 8%H N, Cmax : 4% TF),
145 B2 (Child-Pugh 2 HB) @ T KBRS & 2 4§ 5 % B
HIBNZT 4 AL Vomg® #MEROKSG Lz E &,
T4 ARV YOAUCKE., fFBERAGRE LKL T
38%HE N L 7zo Cmax i fét e A BEERE & Mk L T2k
Ldo72(0.9%ET) BHEAF—%),
HB. HEONFBERERZIIBT 2 BEEERL T
Wi, [2.4. 9.3.1. 9.3.28 K]

16.7 EMHEEA

16.7.1 TYZXAYA> >
R AN Z 1P 2RI 2Aa< 4 ¥ ~500mg
Z1IH3MAHAB XBEHREG LA2BBACT74 2L ¥
1.25mg® 2B x5 Lt &, 74 %L YOAUCK
UCmaxid. 74 AL/ YRS LKL TERE
1248% K U88%3¥ i L7z WHEIAN 77— %), [10.251H]

16.7.2 NXZ/ 3 )b
et B N BB 1300 2 3 RATR 5 28I W 120mg%1HH
WZ1m¥e 5 L7zt%. 2HH. SHEHRU4HBIZR T 83
N240mgZx 1H1E3H B AERERS- L. 4HHOXF 33
N5 (R O6RIBIZT7 4 AL 7 Vomg™ 2 B
BAEORS L2 &, 74 2L 7 YOAUCHK UFCmax
. 74 AL YHE SR E R L TENRENRLT0%
BO122%BmM L7z (BAEA7— %), [10.25H]

16.7.3 BEMEMEEBIA IEEZINEMRERTT
Wekd>3ar—->3a>
BRI EEREFTVICEIEYI2b—Ya Vi
BWT, 7142V 7 Y EBWCYPSARLEARI DA b5
FIU—NVRT 7)) 2u<A ¥ v EERAES L &,
7432V YOAUCIEZENZFN531% M UF428% 38 1.
CmaxlZ ZNZFN137% L T'125%3 13 % Z & 233 X
Nize BHERSEWEIRBMATORE. 74 AL VL EY
WCYPSAFERIOT I+ ¥y u v 2 fAEES L L &,
743V YOAUCIX21%¥IMT 5 2 & 3 S iz,
EHEREYEEREFTVICEEYI2L—Ya Vi
BWT, 7445V Y ERWCYPSAFEER DY 7 7~
VY Y RUOMEEDOCYPAFEH O 77 EL VY
EHHELSLEE, 7420 YOAUCERZERZEN
93% J UF81% 4% T Cmax i Z N Z186% M UN68% K T
THIEDBWEEN, (2.2, 10.1. 10.28H]

16.7.4 Z DDA

MFyrLz«7a2M0
R N 166 20 RI2H L7 4 712 ¥ V600mg
ZIH2BAH M RERE L2BHICy A7 470N
600mgZz 5 L. TOIREFZIC7 4 2L Y10mg%
BHLEE, 74 5L YOAUCK I Cmaxix, 74
AV v HMPH R L IR L T ENRENRL0% K ON16%54
mLzzBEAF—%).

@QFA*TZJ—IRVHIBE(v—0O vV X)
F AT 5 —



TR AR E 1161 2 SR F A 75 V' —v40mgZ 1 H
1H4H B RAEHRG LB BICH AT 5 — 40mg % &%
BE1L., Z05MBIZ7 4 2L V10mgx 5 L2k &,
7432V YOAUCK U CmaxiZBidA b N o7z
(AUC : 5%, Cmax : 1% T) BHEAF—%)o
X—uav 7R
B e A\ B B 1051 % 3 A ER{EAL - KERIEM gt & 5%
HWIL70mVallE & 10mL % BBl 5 L. €OEEICT 4
AV V10mgk#5 Lz &, 74421V YOAUCK
OCmaxid. 74 AL/ YRS LKL TELE
N2%38 M B 19%3 A L7z FHEANF— %),

B)IFIT LA
TR AR B 30B 2 3 RI27 4 AL/ Y20mg#®1H1
MOHMEHREG LB AICI ¥V T A7 .5meg it
ELrE, 3V 52DAUCK U Cmaxiz, I ¥V
5 L HPE 50 & I L CERZEN11% K U59%3h L
HEAT—%),

@Lrngy=r
R N BB H 2801 2 St R 7 4 A L ¥20mg& LS
7)) = F0.5mg#% MG, RO°7 4 2L J ¥20mg#k
H#%3MEMBIZ LSy = F0.5mga x5 Lz &,
G5 L &0 L7 = FOAUCK FCmaxix L 7%
7)) = FHMBG-RE & B L CZENZFN12% M UF4%3H
MU, 3SWMBIHKRE L2 EDL AT ) = FOAUCK
O CmaxiZ Z N ZN10% L O5%HEM L7 (MEATF— %),

GYTNT 7Y
T AR 240 2 5 RI127 4+ AL Y 20mg% 1H
1El6 H M ERS L, TO3HHEIZT V7 71) ¥25mg
FORARE LS. N7 7Y P ERR L ik
LT, SS9V 7 7Y Y RUOR-TNVT7 7Y YOAUCKT
CmaxiZZ b L d o2 (BEANTF— %),

(P 2= E 2
B N BR B 2400 % PRI Y T % ¥ ~0.375mg % 1H
1E14 H MRS L. $5H~$14HIZ7 1 2 L
J v20mgZ PR CIH I KRS Lz &, ¥
I UHMFESRRERKRLT, YIF Y YOl4HHE
DAUCK U CmaxiZZIL L oo (MEANTF— %),

H)ARB SN 23 KO EIE eGFR %% 60mL/
min/1.73m? Pk E1220mgl H 1 EFR % 5. eGFRA®
60mL/min/1.73m?A i 13 10mgl H 1B IIH%5-2 5
BAG LIS A ) 7 A, eGFRIZIS LT, #45-BHIA
P S4LEM%E HEI20meg\EETH 5,

17. BREREXAE
17.1 BIMRUCRLMI(CEET 5588
17.1.1 EREHFESE MAEEER (58%16244. FIDELIO-DKD)
BER IR VER I L W S BB [ORB 7 VT 3
/7 VT F = v I(UACR)30mg/g bk 1 300mg/g &
Wi R ERIR A B B (eGFR) 25mL/min/1.73m? A |k
60mL/min/1.73m>&i.  H> 2 bR 95 M 8 IS O 9% JEE %
E¥ 5, XiE@UACR300mg/glk 15000mg/gll T,
22 eGFR25mL/min/1.73m? LA _E75mL/min/1.73m?%
Wi 156748 (H AR N416H % &) “ 2RI, 7 ¥ T4
FUYVERBEMERLET vV T Y VI RAE
ARG 2 & LB H I B e L 72 AH) (10mgl H
108 13 20mgl H11ml, 38 ) o A x50 L 0%
R 22 gkt ARG, 7T AR,
C“HEEWR. WATEER. 4 X b G BRI A F i L
1 FEREIR IR O BER (IgABHE. £ M%)
BEIRRBRONGE D SR L 72,
2w L E A OF 511 5505 51 (97.0%) (H A< A 414 51
(99.8%) ) fLA AN S NI,

K31 7TV T UV UEWMBEAERELIT VAT
YV I ZBEHREREPRAEBFTRE TG ST
Wb EBEEHAANT,

BEE OB 5 W (hJefll) I ARABE27.039% A, 75
R KBE27.2030 HTH o720 FEFGEE & L2EHE
HEIZVIFRA VRO EOBBRELOBRNORFEHR. £
HEIRGHGHE & L2 0MEREZ Y FRL ¥ Mok
MOFHIZ. TROLBY THo7eo RABETIE. 7
S RBELIE L CEREFGED THL2BHEL VK
RA ¥ IRBLY R 2 KB 5 72 (p=0.0014. J&}5)
ursyrKBE).

IV REAL VB AH VAR SN NHF— RIS
(N=2833) (N=2841) | (95% 5 WX )
n (/10084 4E) |n (/10085 4E)
M H 504 600 0825
(BHETY F¥RA (759) (9.08) (0.732~0.928)
v )
R DR 208 235 0.869
(2.99) (3.39) (0.721~1.048)
| GRBDL - EeR S 2 479 577 0815
fé‘ R=2 54 VB (721) (873) (0.722~0.920)
B |2 540%Bh Lo FE
Bl 72 eGFRIE T
T hHsE 2 9 ]
R EIREEAIE E 367 420 0.860
(DmEHEET Y F (5.11) (592) (0.747~0.989)
HA v p)H

X1 HEAEOFRE. GAMM LFRTAZRX—=ZX5 4 VIR PD
40% 2L O RRe 2 e GFRIK T . B ligisC
BAREORE - KHEAED %< L H90H oMk EN
(ML & BT S BEIBLENT) O BIG OEEBM). H 5 vk
4L 3B % eGFRAS15mL/min/1.73m> A (AR T
%2 DA TE U IERFE YD ML AS A X > b (FEBHE 0 A5 B 28
FEFICE R, DAEIT K B ARE)
%3 BT (T VT I VIRKS MK eGFRD A 7 371 —)
W2 & o TREIMEL ZzCox BN — FEFNIZFHED L

HANEBZEEIZ B W TIE, REBRE OS5 W (yefi)
EAARE3S.565 0 H. 77 &AR#E35.7134 HTH o720

FHEMEEH & LFHEL Y FRAL ¥ F ROZORK
REROBRADOFRBL, ELRRIUGEHIEHH & Lz0mERE
I FRA Y FOBRYIOFEBIL, TEOLBY Tho7z,

IYFRL VT AH TIER | N FEES
(N=208) (N=207) | (95%5HHIX [H))
n (/100 4F) |n (/1008 4FE)
F A 42 44 0911
(BHEAETY P4 (7.39) (787) (0.596~1.392)
AR DRI 21 15 1.349
H (354) (256) (0.695~2617)
j’f CHMY RS 5 2 13 0933
WIN=ATA VB (7.39) (769) (0.609~1429)
20 |4 540%BL L ¥
I ity 2 cGERIE T
e 0 0 ]
T2 BRI E H 15 13 1116
(DmEREAT Y F (240) (2.13) (0531~2.347)
KA v b

X1 BEAEORE. A ERRTAR—ZA T4 VREDID
40% DL O 22 e GFRIE T, BHIBSE
BAREDORIE  KMEAE D% L HI0H oMk EN
(UL 3 3% 7 A BB AT ) O PG X B RAE) . H 5wk
AR LA LF35%3 5 eGFRAS15mL/min/1.73m?* K (AL T
¥2 DM FE U IEFSE AL I A X > T (FEBIE RO 5 1 2K
IFIEM WA, DAL & D ARE)



X3 EPHETF (T VT I YIRS IR K CeGFRO A 7 T —)
W2 & o TEPME L ZzCox b BN — FETFVITIS o &
B, ELEIRFHIEHE oW T BRI X 585k
FLTwiwn,

RIEH (BRR BRA I 3% % 15 &) I3 ARHIBE T 2827111646

e D PSEER | = RIS
B1(22.9%) IZFD BNz EREWERIEE A Y & A ME S (ijéo) ?NZZE;; (952@%&@)
33361(11.8%). Ik L7 F= v #Einddp)(1.6%). & n(/1002:24E) | n (/10082 4E)
MLE4261(1.5%) « SRERIK A #8338 3961 (1.4%) TH - 720 FEMED 12 18 065
17.1.2 EFEHMESE I 155 (;HB%17530. FIGARO-DKD) (LmEEAT Y F (1.26) (1.90) (0.31~1.36)
FEIR R & B S N BB ORP 7 VT 3 KAV B)E
/27 V7 F =¥ K(UACR)30mg/g Bl I 300mg/g % LML ESE 2 3 0.64
Wiy B E R ERAK S @At (eGFR) 25mL/min/1.73m?* i S (1) (031) | (011~383)
UL 1:90mL/min/1.73m*Bh ¥y XIZ@UACR300mg/ghh |4 |FELMLHHLE 3 2 159
£5000mg/g b T\ A+ eGFRO0ML/min/173m* M E] (8 (O'gl) (Oﬁ)” (0'2?)13'52)
735261 (H A NBO3I & &) 2 w4, 7> vrsy P (052) (L0 017142
VUEMBEHERIT VAT Y v N2 BRE Eil DR E 5 A .2 4 . 0.48.
Pk % & LA HE TR HE T ¥ L 724K K (10mgl H 119 (021) (041) (0.09~2.64)
iZ20mel H1kl, & X ET) O fFxM: K OR 4 TR RGEIE R 29 19 116
W2 T 2L IR, BIEAIL. 7T 2 RR, (BHaz Y F#A (243) (2.09) (063~2.14)
THEW WATEER. 4 XY b BERIERERE FE L 7. VR

AARNESERICB O TIX, BEREOBS-HIW (rhyefl)
BARKNBEAT 4745 H. 75 & KEE46.7845 HTh o720

FEHMEA & L DMESHEGZ Y AL Y P ROTZFD
W EZEORMOFH. FREKGHGED & L2EHEE
IV FERA YV FORADOFEHIEZ. TROLBY TH -7z,

¥1 : JERERR IR YE O B lgn (IgARHE. £ 5Pk 2EEss) X1 GO MAE A8 U IEZFE IO LT 4 X > b (RS8O 5 48 2E
BERIARREBEON R S L 72, FEBIEMR, DAL L B AR

X2 0 I FE E A F 9113 7061 61 (96.0%) (H A A 496 %1 H2: HAZORIE, AR LERHT 5 N—RA T4 YIRS

(98.6%) ) LA AN SN 70 40% 2L . O F%e i) 22 eGFRIK T . B ligsE

%3 Sy s <23 S BARLORNE | KBRS (AL L HI0H M oBIEEH

e e 2 2 (R 2 U BLERT) 0 BIG LK. b 2 13

2 I A I A LT 4H L, EFEBES 5 eGFRAS15mL/min/1.73m* R (AR T

- =° %3 BRI (7 VT 3 VRIS, HUR R eGFRD # 5 T 1) —,

D LE R B O A )12 & - TRHIEL L 72Cox LB

H— FEFIIZHED L B ELERRGHEEH 22w T,
FERIRFIZ X 2 EHIMEIZ L Twiw,

B O 5 W (b oy i) T AKI#E3S.877 4 Hy 75
L RB35.803% HThH oo FEFMIEH & L0
BHELY FRAL YV PROCZOBKEZOBRNDIHL,
FERRRGHEED & L22BEET Y FRA Y P OREY
DFEBZ, TEDOEBYTholzs AFMTIZ, 7T
AR E R L CEEFMEA TH 5 0MEHET v
FRA VMR R 7 BAE B - 72 (p=0.0264. JF
nazs v 7 BE).

BIEH (BRAR B A S 8 % & T) W3 AHIHE T 3683611560
B1(15.29%) 12D SN ERFEIERIZRE A Y & A LE
24051 (6.5%) . ARIMLES0H (1.4%) . SRERIK 2 i 3
28%1(0.8%) . THI2681(0.7%) . 27 L7 F= ¥l
2561(0.7%) TdH - 720

IV KA VDB AHA 75 LR AL SN 17.3 ZDOfs
(N=3686) (N=3666) | (95%EHIX ) 17.3.1 QTERBICH T 352
O A L s A R FEHE B A BB 5TH1 % 3412 A1 20mg B O'80mg™ % M
(DEBETY R (387) (445) (0.76~098) :fik;fg‘Qh%%wﬂﬁuméh&ﬁOtw*
K4V )M °
DI 194 214 0.90 o i ) )
(156) (174) (0.74~1.09) W)RE SN HE R M &I eGFR %¥60mL/
NN 103 102 099 min/1.73m? LA 1 1320mgl H 1M #EH 5-. eGFRAY
" (0.85) (085) (076~131) 60mL/min/1.73m2 M 13 10mgl H 1R 13 522 &
FEFFEN A rh 108 111 097 G LIS # U 7 24, eGFRICIE UC. # 5B
. (0.89) (092) (0.74~1.26) 2 S LERH % HE220me~HiETH 5o
DARIC X B AB 117 163 071
(0.96) (1.36) (056~0.90) 18. FEHIEIEF
A I E H 350 395 087 18.1 1ER#F
(B#isT v FRA (3.15) (358) (0.76~1.01) T4FR2V 7 VIZFEATEAL FREBIRWI A Va LT
v b)* a4 FZEAEMR EHETHY, 7Y Furyy, Suo

M1 OIS I IEBIE RO LE A X > b GEBE O A 28
FEFICRA A, DA X B ABR)
X2 EALEORIE, AHBU BB 2 X—Z T4 VDD
40%2h L DFEREN 2 eGFRIC T Bligst
BAREORE - KA (D% < & BI0H HOMEMEH
(BN AT ILIEENT) D B SIS E R, 5 vidd
L. ERHE 3 % eGFRAS15mL/min/1.73m* K (AR T
X3 EHEF (T V7 3 YIRIXSS. MR PeGFRO A 7T —,
D LS SR B O BEAEA 16) 12 X 5 TR ML L 72 Cox e B
F— FEF VDL

FAFuay, TAraFXF v ROZIVvaanFaL Fo
FZRRICEEAE LBV, TUVFRATE VIZL HH5E
AMROIEHEALIC & ) BFE OB - PRlkSTATHi s T
WA A, MRASBRENGHLT % & B OMmERICE
W, ShE. BAEE. MY AR R A IR A3 AR
Lo 74%L 7 VIEMRIZKEEGTAHZ LT, MRO#
FEE L2 P9 5,
18.2 {LBIREEH

ML - PR AE R IE BB E T VT v MZBW T,
T4 AV VITEREREREE 2B L. S A L
770 720 FAFFVYaNF AT VEBRIAT IV



(DOCA-salt) FREMEREE TV T v MZBWT,
T4 3V JEODER LML 2 BIE L. B R K
U7 VX7 ROFEREWHI L 72

19. FRIRDICEET SIE{LFEAAER

—i%E9&%5 : 7 1 &AL/ ~ (Finerenone)

124 : (45)-4-(4-Cyano-2-methoxyphenyl)-5-ethoxy-
2,8-dimethyl-1,4-dihydro-1,6-naphthyridine-3-
carboxamide

SF ¢ CaH2NaOs3

SFE 1 378.42

MR AREABR~FEEORKTH 5,

{LEFBERN

CN

21. AEDEMH
RIS Y R 7 BHETH 2 R0 L, WWICEET S Lo

22. ‘ai%

(L7« 7#10mg)
10082 [10%2 (PTP) x 10]

(LT 1 7#20mg)
10082 [10%2 (PTP) x 10]

24, XEREERKERUVBEWEDESL
HRAE R
WA INVEGHRAEH - AF4 ANV, VT3 A=V a Y
T530-0001 KB i AL XA =T H47F95
WA TVEFEHEEDO BB WG bEE
#7%0120-106-398

26. BERTTERES

26.1 BGERRIETT
ARIENIZ 31) /S veog i
KB AL AEH = T H4% 9%





