% 3k

% % 20254121 Cal (TR, AREA UL, RS OV RAS 0 BAEESRIEES
HOATE GG BOR) ez 5 0 RESRREOS X5V TNF 1 FEEHERE 87219
Bpk - SRR TA4RV I U
AR ¢ 36 W ARES | B
$210mg | 3M00AMXO0IT6000 | 20226)]
a.IJJ 7'-{ 7%& lomg §20mg | 3M00AMXO0ITI000 | 2022461
B
ULy 17% 20mg
= Kerendia tablets 10mg/20mg
e vl v ROV I E A B K Fi e Rl D8
4. FEER IR
=®»=
2 RORFERE LA L) OrBIBREE B O BRI
73 A BEX N ~—
g i L etk o BELIE O 5 L 7L, RBERLREEFRTHROBE LR

Y22 4 v arv—n, wFaFY N, Ky aFV—

V. VM FENVESETLEAL. FVFENL, KR
TYTLFEN, AT RYy M EREETHBAL
rsyzusxf{ vy, Y MLIVEL, ur7 7y
V=T x5 o B#E[10.1. 16.7.38H]

2.3 KA G- B I ) 7 AMEA5.5mEq/L %
BATVWAIHRE(EAY Y AMEZHEIRELBZN
VdHbo]

2.4 EJE OB iER % (Child-Pugh%HC) ® & % B ¥
[9.3.1. 16.6.2&H8]

2.5 7YV UHROBEAKOERMIC L Y REEELS
TLBENEDH D]

(B OFE)

2.6 AFHIP 5B IR IR (2 B o B AR RE R 5 (eGFR25mL/
min/1.73m*Kii§) DD % BH[9.2.1518]

* %k O OF 2
L, BEOFRL2OBRENLAEEZITITVEE
#ICIR B,

5. SHEER IR ICBHET =

QENERR % 469 2 1BMBRR)

51 7y I9F 7 vy YEMBEHERLET vV T v
VN ZERREPERIC X 2 EBEFE S WA IR X,
NS DAL INTVLIBEIKGTHI L,

5.2 REIZHEGIZE DeGFRAME T $5 2 L 3H b &
5. eGFRA»25mL/min/1.73m* ki ® B FH X, U R
2ERRT 4y VEEELLZET, AHREOBEEZ
HEIZHRT5Z L, [8.1. 9.2. 18]

5.3 HARANEB A HE A Tix.  EBILHE S AR5 GRER
16244) O EEFMEH OB HAZ Y FRAL ¥ MiZBw
Ty RFO7 7RI T 50— FHIZ0.911TH -

7e—Ji T, B IEI A MR GRER16244) @ 3 ZEGFAif

3. MR - MR FHOHKEZOW AL, T O EBE SR 45 T3R8 R
3.1 M E%17530) ORIREFMIEE OBHEL v FEL V MTB
Wises | V¥4 7HI0mg |7 L T4 T §E20mg gff\igwggffmfféégzgwmgii
; R N N 272, WEROR ARl 4 ~XT
TS }ffnjgg DR ;&j SR TR AH OB Lr > HE B B A5 o 0T B A5
5o [17.1.1, 17.1.2&M]
WiV T — A, FURPRA, 7w A Ay 5.4 [17. 1k ﬁJE%ﬁM)IEO)V\]%r’E?ﬂ%]L I B SRR L A
AV—AF RV A ETBXT—X, A AN SN BEOSE Ol P, Bk, 7L
w77V VBRI T A YT A T VRS 73 ‘/W%)%ﬂ‘ﬁ SR 7 EC. SR R
MUY A BLFE YL ST Bk, [17.1.1. 17.1.28M]
=Sk [ et = bk HBMELTL)
3.2 WAEIOWLRE % %5.5 /e HEUNROIE T L2 LA 41 B 2 A O 4
= = = A DA S N e ey
Wi |Tv 7 7 Belme| 7 L Y74 7 #2mg P LURHRBERS T L 7P DR 2 e 54 L
e TANAI—T 4 VT 5.6 [17. BiRBA OO WE 2 BH L. Bk AR HLA
0 ke i AN S N7 BE OW G RaR, AR, BhE
5) % FAMCHR L7 G RS AR 5 2 L,
[17.1.3%M]
e 6. AARVAE
— — QEUERR % AT 5 1B BRS)
= = WHE. BACIE 74 2L YELTUTOHERZ1H]
R 10mm 10mm BIELIEE 55 %
— eGFRA%60mL/min/1.73m*LL I : 20mg
RitE Smm Smm eGFR#A%60mL/min/1.73m?ki : 10mg#: & # 5 % Bk
ERS 34mm 34mm L. MiEHY 7 2 fli. eGFRIZIE U T, #E5HiGH» 54
P 136mg 136mg W% HZIZ20mg W5 5,
4 o 2 (BMOTR)
kgl - F FI FI ¥ kBH. WAWLIZZ74 AL VELTUTOHREZRIHL
W 55 2




eGFR2%60mL/min/1.73m?2L I : 20mg %5 % B ik
L. liLiEH Y 7 A fE,. eGFRIZIG LT, 5B H4
FEMBE BRIC40mg~ R T 5,
eGFR %% 25mL/min/1.73m? X I 60mL/min/1.73m? &
i 2 10mgA HHE5-ZFME L. MiE A Y 7 AH. eGFRIC
o UCL #5-BldaD H4:M % % HEZI220mg~\EET 5,
7. BERUVHZICEET 28
(GhEEFENE)

* %7.1 10mgHe & 20mgSe D AEWH MR EE R I h Tnik
Wz, 20mg X i340mg % 59 5 B 13 10mgde & fif
JHALZwZ E, [16.1.381]

QEERR & &5 T 2 BB RR)

7.2 B 5B HR. WMED S4GERE. Fo%d el
BV A ) 7 2l FeGFRZHIE L. RIZHE - TH
BERAMTLZE, [8.1, 8.3 ]

i # v 7 2l (mEq/L) JHE R

A8V T OMGE 20mgl H1M D54 - Mady
10mgl H1m @34 : 20mgl H
e

4.8 B55LL T O MeFE

55 DA Ak

¥ 1 eGFRASHI M OWPWED 530% %2 B2 TE T LTwaw
BT S,

ek, Mg A ) 7 MMEHS.0mEq/LLL FIZF 2S5 72
WA, 10mgZ 1 H1M 2 5852 3 5 2 L3 CT& 5,
(B OFE)

* k7.3 W5 REOIFER. HERH»SGEH%E. 20%b
MG A V) 7 2R OeGFRZME L. RIHE -
THEZHM¥TAZ L, [8.1. 8.4, 8.55MH]

5. B IEEE D eGFRA60mML/min/1.73m?LL E o B

Mi& 4 1) 7 24l (mEq/L) JH A

5.0 DYty 40mgl H1m D545
20mgl H1m D354
LIl B ™
10mgl H1M P4y
LI 28 ™

HEFE
40mgl H

20mgl H

50 BS54 D& A

558 F6.0Kim 0% & 40mgl H1FH D34 -
1N R
20mgl H1E D4 -
1N R
10mgl H1EO¥4E -

20mgl H
10mgl H

ik

6.0 L& ik

% 5. B 46 B @ eGFR 28 256mL/min/1.73m? Lk F 60mL/
min/1.73m*A: O BH

ML % Y 7 24 (mEq/L) JH &

50K DA 20mgl H1F DA « HEH:
10mgl H1m @34 : 20mgl H
1IE] L 3

500 E55Km O%& MEFE

55U E6.0Ki D& 20mgl H1F D54 : 10mglH
1]
10mgl H1E D54 - Wik

6.0 EogE Hhik

% eGFRAHT I DIl 5E 2 530% % 8 2 TEE F LTz

WA S,

Bk, MiE A VY 7 2 EHS5.5mEq/ LA I T A5
7eW i, 10mgZIHIM 2 5 H§ 42 EATE
bo 72721, MLIEA Y 7 LMEA6.0mEq/LEL LTS

ik &y, Fe5 kg d ik LIl » ) o A S
5.5mEq/LY EOBE T3S iz kb L, MEH Y
7 AEHS.0mEq/LARIZ T A - 285412, 10mg#1H
1P S HHT A EMNTE 5,

8. EELEXREE

(FhEEHE)

8.1 AHIOPLBIBRIIIC, eGFRAMET T 5 ¢2H 5
DT, FEEOEAIIEEL TR TAHZ L, [5.2
7.2, 7.3, 9.2.1%H]

8.2 BIEEMHICESL D FVENHLDNEI LD S
DT, BIVEYE. BB OB G E 2L 5 AR % 5
BT HBRCIIERESEL L,

QEERR % &6 ¢ 2 BUERR)

8.3 BMAVUYLMIENRDSDNBEI ENHDLDT, K
L LTHLiEH V) v 2 liH4.8mEq/LEL T @ B E 1255
BL. ¥ 5B R, WME»SGEBICmE SV Y
LMK PeGFRZHME L. Z0%H b EMWICWET S S
Lo F/o. BEHBREOILTE A V) v LA, 8mEq/Li
DOBETIZ. MEHY 7 2L TBEEORBIIE LT
e 5 BaH S48% X 0 BENSEMO M A V) 7 2l
EERERTAHI L, [7.2, 9.1.1, 9.1.2, 11.1.1BH]

(B OF2)

*%8.4 WMAVTAMIENRDH HDLNLEZENHLDT, JEH
L LTI H» VU 7 2 lH5.0mEq/LEL T 0 BE 2% 5B
L. B5BEUIHEE., HEHRE D S 40R# I
U AMERCeGFRZIIE L. Z0# b Eliciie s
52l T2, HG5BBKREOMIE A ) 7 2 iliA5.0mEq/
LBoBETIE, MiEH Y 7 MR TBREOIREIZE T
TGRS S4B% LY DB Mo M » U 7 Al
HWEZEETHIE, [7.3.9.1.1. 9.1.2, 11.1.1ZH]

% %8.5 BHEREOTEALEH SbNDEIENDHLDT, K5 h
FEMICeGFRZHIE L. BHEOIREZ HEICHLET
52k, [7.3, 9.2.1H]

9. RENEREFIH2EBEICAATIER
9.1 AHHE - REEEDH 5BE
9.1.1 MiEHY 7 LfEH5.0mEq/L#B5.5mEq/LL FDEE
ARG OBGEZEEICHE T2 8, &AY YAl
EZWEIELBENEH S, (8.3, 8.4, 11.1.15H]
9.1.2 EAUILMEDOEBE) RV HFEVES
UToX) ZBHETE, XYHEICMEH Y v 2tz
WETAHE, BAVILAMEORB) A7 EE 5
BENKH D, [8.3. 8.4, 11.1.15H]
- eGFRAKAH
SRR R RPN
<Y A LRE O BEAEIE
9.2 BHREEERE
*%9.2.1 EEDEHEEETERE
QENERR % &6 ¢ 2 BMBRR)
AHFGICE VeGFRVME T 52 L 03B 5T Eh b,
eGFRA%25mL/min/1.73m?£:{# @ B #H T IE A F 5 0
BMEZHEEICHWT A2 L. T2, AFIFG iKY
BAENZENICE -8, KHloxkb 2k d
ATl BAVTAMIEDHKR) AN EELBEN
Wb, [5.2. 8.15H]
(B OFE)
AH PG5 X D eGFRAME T L. BHEREE LT 2B 7
NhH b Lhn, RAPRS BIERIZeGFRA25mL/
min/1.73m* RO BZFICRZHZG LI &, T2, K
#I¥% 5. #1112 eGFRA25mL/min/1. 73m? R i (TR T L 72
BEE. AAloRGhb2ZERB TS L, AHIHESH
CRMEARE NI BENICE - 2EIZ. AHokS %
HiEd2 28, BAYVYAMEDHEBRY A7 EE 5
BN b, (2.6, 8.1, 8.55H]
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9.3 FHkeERERE

10.2 SEAEE (FRICEET S L)

9.3.1 EE OIFHEEEREE (Child-PughfEC) D 2 E& N o B - fakR
PELARWE Lo AAIOMPEED 5 5 52 At el 255 BRPRHEAR - STk |
HY, BRABRTHRIASINTVWS, [2.4, 16.6.2817] b #E O CYP3A R | AF D i EE A 1 |CYP3A % i

9.3.2 FEEDF#EEREE (Child-Pugh?4¥8B) D&% 3 B& #l ATHEBENEDD|ET HZ L
BHEORBIZL T, X9 BEICmMEE A ) 7 Azl IV A4 Ty |OT, FRICARABGIC & D KA
ET AL, AHDMPRENR LA TE2BENND 5, NI NI R L O H RSO 72 ) 7 5
[16.6.2%] TNaAF—VE MiEA Y AMESR Y R SR

9.4 &£IEEEZF T DF $9WCYPAMHER] |[HoORBEEEIIB|T 5,

IR RE 22 MRS L Cld, Be G-l 2 i 4T & 47 7IFFur 82352,
S kBT L, [9.58H] TNVRFHI VE

9.5 1118 [16.7.1-16.7.3%: ]

Wi SO IR L C W A0 B 5 thicid, B L o xR E o RKFOmPEENE CYPSA & #
DEREPEBEZ LS &S558 120RE CYP3A#FEH LLIETFL, b ES 5 2 &
5552k, BWERG Y MIZBWT, #HEEGE V7y TV BIGTHBENEDH T X Y K H
BWREIRS) 25t b (40mgl H1EH5) oK1045. #K - HANNTEY v 5D T, CYPAFHEIDZ VT 5
JE RN B IRIKEORD) 23587, ZhhiE~opB L A=l NV BAER O WIIEES| v X A8
L CHMEE. EREORBAD L MR~ (G T I NNVEZ =)V WEREINOR B2 E T 5,
IRIEIE TR DB K PTG R 0 RA) B3R5, JF I77EL VY B¥szt,
KEBROBRMEINTEOEFRHERTRD LN, 72, I+

BWER (T v 1) BT, RICHERBTOBREIX 2 P ELERY
LEZONABREOHISGERRIMATe b OK2E D1 J v % (St.John's

B ~OLEBBRERTED O, [9.45]] Wort, & ¥ b -

9.6 #%FLiE JVa—vRX- J—

RHAEMISEL L, HWER(T v b, BRNES) b &H RS
THANPABITTEILFMEEIN T L, T2, T [16.7.3&M]

FoORBHWIZBWTE b (40mgl H1E¥ES) 0210 2¥ua/)ss by MmiFEH v 2k  H ) v 40
EHBRERET, FAYHORBICHS 2 RAEERT GETR FITATFLY B A Y 7 N E |RE AR JH A% 1
OGN 3D BNz HYVIBAI A (BREBTLERENmT 5B %

9.7 INE% 7LV Y WMAT 2 BZNHDH NADH S,
NS ERR E LZERRBRBRIE I M L Ty, IHFLL )V 5DT, HH LB

)] H /N~

10. AAELER Pyl
AANEEE LTCYPBAICK WR#END, T2, AH ﬁ_m?éiﬂ,};li"
40mgl H 1114 513 CYP3A J ISCYP2C8 ™ 55 v L 1 ST
7. [16.4. 16.7.4, 16.7.55 0] Miwgis 7 ) 7 5 % X

Z DBEENZRET 5 %

101 BFARR(BFALAWC L) ORI 2 P

\ .| BF - fab ol
K24 5% R RHE IR - 518 5 i b7 . B35k,
1 vE pa 1

fhgary—n (4 AHOMPRERE CYP3A &1 | R o

B ) LS AT a B2 < BLE T 2 BT B R4S 2 3 £

KFTFT— () 2 B Zritky WAt 2 52173 1L B .

740 wAMD7Y 0T, MikHY v

KYaFvy—n(74 75 AN Mﬁ%lthifﬁlﬁla:-iﬁu

72V F) WS %o P R TR O S 3
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({—1:\\7@@%% ANT 7 A MFRFI—MTEH ) T AH LS| A Y T ARy

AFuEs ) Vo RUARTY A ROEA Y AMUE A 25

Z)’”‘i’”“ ) YA PRI BBt T b B 2
|77 s A il

BH(F R4 X, ¥ BB b, BB

ORAEAS e AH O I 2 %1

ey 7 2) FoIk,

7oV ARNA Y 7V =77 k= G RAOITRER L CYP3A % KL

(7392 77 Fr il S TS

oo DT, FIRLAwE e £ ) A Al

IVYPLUNVEN(Y SUBTS L, ODrY TS

a—n) . S 3 Al
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By - fab

By - fabr

R 5% BRIRAEAR - 5 5 ik e R 7 5% BRIRAEAR - 5 5k BT
) F o LB VFy AR R BE xx[Lsry=F A #40mgl H 11 & | A #] 40mg 73
WY F 7 A TBENADFDL2DBIAWHTD [16.7.5& ] OFHIZE D, LY ICYP3A B O
T, MY F L A, F R 7 = F ol i | CYP2CS % 53
BIZHEETAIE, (v A4 F v BEAL. BIEH®CHEET 5
Ry F MRS N BENN| 20, LY
AN HoH7H, BEORY = Fofi
N I | BEAEEICBIZL. HAHE X
EFT 5 LW FEHORBC s B Eh
bhTws HETs2 L, Db o
- 1
Suwwe 1. WHER
T ?kOEEM’EﬁM%?bhé:kﬁ%)é@'C\ Blgt e 15
Lk ATV, ﬁi”ﬁ'ﬁ“?ﬁ%{&)%hf:%é‘b:ci?’i%’%qjmﬂ‘éﬁ
S Bk Ex WY R UEEITH T &,
BB, 1.1 EZC_&EIH’EH
TR 7 0 4 VR 2k T BRAERE < X 0] B % By ¢ 1111 @AY LMAE(8.1%)
fﬁﬁﬁ% %ﬁ'}‘?i\[ﬂlﬁiﬁﬁ) Ciﬁ%f“&) [8.3\ 8.4, 2.1.1\ 9.1.2%3?.'&]
AYFRS Y% | bbhaBehsid a5, 7uzx| 1.2 TOROBLER
2. A 1% 1 1% 4 i
VO AP s I » K MU 7 A MLAE,
HExh2z o SRAEREE 153 PR R I e
O NI 1
ikl g FFBIRRE  RRAESEERS  Ih2 LTS = B
PREL A 43 EERs
AR 5 28 REEEDRINGD 720, MEENIEAH OB
e & % CRAHTRVEEZ SN, [16.38]
i v
LD I 5 14, BREDEE
S| 141 ERTHEORE
%3 5. PTPAEOHANIPTP Y — b2 HIY th LTS 5
Iy I N2 ORI % LW fE 7 B 5 EOHETLHI L, PTPY— FOBMKICL D, BV
EF 2 BENHD S IE AW T H A EBERBEANTA L, HIZi3eile s 2 LTtk
2. I bF HRFOHEELREIIELIHT L LDDH 5,
v DK E 16. ZApENEE
MR YR 16.1 MR
/7Y 16.1.1 BEHS
B3 S 5 H A AR AR B2 270 (%83 5-BEOB) 127 4 R L )
& o A >10. 20 % 0°40mg™ % B FEI3G. L2 & &, AT
: : %o : REACIRIIE 352 50, 75~1. 00K [ 1= Cmax|2 5% L 72
‘(ﬁ???}i@ii)‘ﬁ%( CYP3A ZK%'J 40111g1 H llE’I & | A& #l 40mg A % 2~ 3R O B T L7,
T&fiif;i%ﬁﬂ ggigi%* ?ég; (éYE}éS; g‘)_ if 1000000 FrR B D o S P39/ MSD
Y7 aARY :/% ﬁ‘t% L. E‘H’Hﬂﬁ‘ 72D, Iho 1000.00 e—sa—= 10mg
[16.7.4% 8] WRE N2 BENN| D EH O R T dee
o1, BHEORH A EH S % 10000]
BEMEICBEL, W2 BZh i
HVEH OFRBUZ 153|235 %o T 100
HEITLIL, %
THREIRAHE < CYP2C8| A< #1 40mgl H 11 & | A #] 40mg 2° o 107
CRBENDZEA  OPMICEY. h|CYP2CS % 5 }
N7 FEeNE | SOFEAMOMAPIRE K HET % 010
[16.7.5& 1] BLEAL. BERD -0, 2hd
WmIhsBZEN2 O FEH O C 0014 T334 6 & B 5 P
BB, BEOIRH A HE & 5 G (1)
EAMEICBEL, hdBZh — e — — )
=) > LN As X X" 1/2
ﬂg?g?ﬁj‘“ Pbo (mg) | (ugh/L) | (ug/l) (h) (h)
= 10 279/35.0 123/39.3 1.00 2.06/23.6
(05-2.5)
20 445/36.8 213/30.8 0.75 197/21.8
(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)

TR/ BAMTCV %, n=9. 3% : rPefi ()

16.1.2 HE#%E
H AN e A\ BB 279 (5 P G- BB 127 4 A L )
Y10 U20mg# 1 H2MH, 3 0N240mgl H 101 % KA
OfhL7- &, SR EBELT74 2L ¥
DY B BIFEICKRE 2B H L, MiEF 74 2 L
7 Y OAUCT, mdiZH R ILFIRICHIN L 7ze iRk 5B
DAUCT, mdiZ % 5k D1.33~1.53(5TdH - 720

16.1.3 £EHREF MR
H A N A i 8 P Bk BB 368 2 tf 27 4 A L V§E
10mg28t. BT 4 % L V$820mglde # T Ehit i
TCHERIORS L2 Z0FELEYEHRE 5 2 —
Z . I I AUC(0-tlast) J O Cmax @ 41 354l o He
(10mg x 28¢/20mg x 18¢) 2 L F IR T, [7.1H]

B AUC(0-tlast) Cmax tmax* tiz
(ug-h/L) (ug/L) (h) (h)
10mg x 2$¢ 526/27.6 279/25.4 05 1.90/23.5
(0.25-1.5)
20mg % 18¢ 493/28.5 237/37.8 05 1.85/24.0
(05-2)
Lo 106.84 117.66
EM (%) | (10255 (10626~ . _
(90%15 # 111.31) 130.27)
X 1)

BATFEIGM/BATCV%, n=36, X : frdufii (FEpH)

16.2 TRIR

16.2.1 N FTXRXLFEU T«
TR N R B 15B1C7 4 & L/ ¥5mg™® & 22 JH Ik
B RO%S Lzt E0f 4+ 7L 580
T 41344% TH o - (NEANF— %),

16.2.2 BEDOHE
MR AR Z18HIIC 7 4 AL/ ¥ 20mgZ L ICH]
MERORE Lz &, 2B RSHE L L CTAUCKK
21%3 M L. CmaxiZ19%E T L7 (SHERAF—%),

16.3 9
R ABEERF 1580127 4 A L Vsl Img™ 2 3
MERR N G- L7z BE 0, A 25411352.6LCTdH - 7= (4t
ENF—%)o In vitroiRBRICBIFE 7421V YOk
MILAEY 87 FEERIFI.7%TH Y. EiICMFE7 VT
I VA Lz, [13.28M1]

16.4 X3
t MR 2 W icin vitroBREBRIZBWT, 74 2L/
VIEFNCCYP3ANC X DR s . CYP2C8D 53 72
DoNT, b MILEERIZBET S EAHDIT4EEZD S
h, 74%L 7 v0Ye Fuby Iy ygasrgitsh
VY Y re koAU WM-1alt O'M-1b, Bl & i & 2
FVIEDKEAL S 72 M-2a, HIZBIL % %372
H VR VBAHYM-3aTH > 720 WThOEHD D
FHERIIEED DM d o7z, [10. 2]

16.5 HEtt
R AR B AN [MC] 7 1 A L 2 U REOEHAII0mg
ZHMBEORE L2 &, #5%100H F TR L UHE
Iz EhE N 5 RE D #180% K ORI 20% 2sHEE S h
72MEANTF—%),

16.6 JHENEREEFIT28E

16.6.1 BHEEEETEE
BE(ZLVLTF=vZ7UT 5 YA 60~89mL/min) D
BREEREEZ AT HHEBHE6MICT7 1 2L 7 Y 10megx i
F#EOHES L&, 74 %L /7 Y®OAUCK P Cmax

. FIRREASIER RBE L B L TCRESEILLE
72 (AUC @ 15%fK F. Cmax : 22%37) o
h&EE(ZL7F=v 2175 YA 30~59mL/min.
1160) ROEE(ZVLT7F=02 )75 YA 0 ~29mL/
min. %)) OFREREEZH T2 HEBEICT 4 AL ¥
10mgZ MG Lz L &, hEERE R OERE OB
BEREE 2T BB E DAUCIE. BHBEASIEH 2 4 BR
FIZHRTENZFNS1% K 36%HEI L. CmaxiZZh
ZNI13%HM B OBWAL T L7z MAEAF— %),

16.6.2 FTigepE=HaE

TR EE (Child-PughZ3#A) O N BERERE =% 4 3 5 BEH9
Blz7 4 2V v5mg & HEREOHRYS Lz &, 74
3L 7 YOAUCK U Cmaxid. Rk AR & ik
LTZAL L 2% 5 72 (AUC : 8%, Cmax : 4% ),
145 B2 (Child-Pugh 2 HB) @ T ¥ RERE & 2 ¥ 5 %5
HIBNZT 4 AL Vomg® #MEROKS Lz E &,
T4 ARV YOAUCKE., fFBERAGRE LKL T
38%H N U720 Cmax i fét e A BEERE & Mk L T2k
Ldro72(0.9%ET) BHEAF—%),

HB. HEONFBERERZIIBI 2 MEIEERL T
Wi, [2.4. 9.3.1. 9.3.28 K]
16.7 EYMHEEA
16.7.1 TYZXAYA> >

R A EEBEZ P 2RI 2a< 4 ¥ ~500mg
Z1H3MAH B XBEHREG LA2BBACT74 2L ¥
1.25mg® 2G5 Lt &, 74 %L YOAUCK
UOCmaxid. 74 AL/ YRS LKL TERE
1248% K U°88%3¥ M L7z WHEIAN 77— %), [10.251H]
16.7.2 NXZ/ 3 )b

R N BB 1361 2 SRR F 283 V120mg#w1HH
IZ1mE$%S- L=, 2HH. SHH R4 HIZRF 83
N240mgZx 1 H1E3H B AEERS- L. 4HHOXF 33
N5 (R D67 4 AL 7 v5mg™ & B
HAEORS LzE &, 74 2L 7 YOAUCK UFCmax
X, 742V VHMPSREE B L TERLENLIT0%
BO122%BmM L7z (BAEA7— %) [10.25H]
16.7.3 BEMEMBEBITISEBZNEDRERT
Wekd>3ar—->3a>

B EEREFTVICEIEYI2L—Ya Vi
BT, 714207 Y EBWCYPSARLEARI DA b5
FIO—NVRET 7Y 2u<L Y v EEHES L &,
7432V YOAUCIEZENZFN531% M UF428% 38 1.
CmaxlZ ZNZFN137% L T125%3 13 % Z & 233 X
Nizo BHERSEWEIRBMAITOME. 74 AL VL EY
WCYPSAFERIOT I+ ¥y u v 2 AEkEG L L &,
74 %2V 7 YOAUCIE21%¥INT 5 Z & A5 iz,
B EEREFTVICEIEYI2L—Ya Vi
BWT, 74451V Y ERWCYPSATEER DY 7 7~
VY Yy RUOMEREOCYPAFEH O 77 EL VY
EORHESG L2E &, 744210V VOAUCKRZEIRER
93% K UF81% MK T Cmaxid % 12 186% I 0F68% 1% T
THI DRSNS, (2.2, 10.1. 10.28H]

*%16.7.4 I4JTL

TR AR B 30B 2 3 RI27 4+ AL Y20mg#®1H1
FOH M EHREG LB AICI ¥V T A7 .5meg it
L E, 3V 5 2DAUCK U Cmaxiz, I ¥V
T LAHMP 5 & B L TENZFN11% K TN9%H I L
HEATFT—%),

TR AR B 2001 2 5t RI27 4+ AL/ Y40mg#1H1
FOAMEHREG LB AICI ¥V T A 1lmgZ Y
Lk, IV 2DAUCK U Cmaxld. 34V T
2HRPe 5 & e L CE N En31% ML UM 15%3E 0 L 7=
HEAF—2%), [10.. 10.281]



% %16.7.5 L/NJ UK

TR AN BB 2801 % E R T 4 A L Y20mg& L%
7Y = F0.5mg#% M5, RO"7 1 2L/ ¥ 20mgHk
HBIEMBIZL 7Y = F0.5mga x5 Lz &,
5Lzt &L 37 = FOAUCK O Cmaxid L /%
7 = FHMP 50 & g LT E N2 N12% K 0N 4%H
ML, SEERBICIREG Lz XL A7) = FOAUCK
UCmax!ZZF N ZN10% L OB%HEM L7 (HEATF— %),
Tl B AN BRE 2000 % W RIZT 4 AL J Y 40mgk L X7
Y= KO.5mgZ kLG Lz &, LAAFY=FDOAUC
MO Cmaxid L 37 ) = FHMPz G gL I L CTEh 2
159% K OV30%3E i L7z FAEIN 7 — %), [10.. 10.25:0 )
16.7.6 ZDfhDZEH]

MFyrLz747821

e e ANEER B 1661 &2 R 7 A7 4 71 Y IV600mg
Z1H2P4H B ERG L2BHIZFA 74 7ad N
600mg% x5 L. ZO1EEZIC7 4 AL Y 10mg%
BEH L&, 74207 YOAUCK U Cmaxid. 74
AU PG L LT ERENL0% & O16%5
mLzzBEAF—%),
@QAATZI-IRUHIEE(T—0OY 7 X)

F XTS5 =)

B AR E 115 2 W R\ H A 75V — L40mg# 1H
1E4H B AERS L2BHICEH X 75— 140mg % %
HL, Z02M#BIZ74 2L V10mgZz kG L- L &,
T4 A2V YOAUCK U CmaxlZBiZA LN h o7z
(AUC : 5% 0. Cmax : 1% T) BAEIAF—%),
<—av 7 A

At B ) N B B 1081 % 3 SACERAL AL - KB EM gt &%
HIL70mVallEHIKI0mL % HEl¥ 5 L, €OEEZICT 4
AV Y10mgh b Lz &, 74 4LV YOAUCK
UCmaxix, 74 AL/ VHMPE SR E B L CTELE
N2%3E M K O 19% WA L7z SAEIANF— %),
@ITNT7Y

TR RE IR N BR 24 % R 127 4 AL/ ¥20mgZ1H

mIFE 5 G- 5 PG LIS A ) 7 2. eGFRIZIE T
T\ &5 H4E M % % H L2 20mg IR TH 5o

17. BRERELIE

17.1 A RORELMICET 25,
QEFERIR & &5 ¥ 2 BB IR®R)

17.1.1 EEEHEFESE IHEHER (515216244, FIDELIO-DKD)

BER A & B S BB [ORF 7T VT3
/7 V7 F = v H(UACR)30mg/g YL | 300mg/g A
W HEE SR ERK A 3R (eGFR) 25mL/min/1.73m2 8L |
60mL/min/1.73m2AK . 722 Bl IR Pk R8I AE O 9 JiE %
H$ A, XIZ@UACR300mg/ /gl F5000mg/g AT .
7*2eGFR25mL/min/1.73m?2L F.75mL/min/1.73m?%
1567461 (H AR N41H 2 &) 22 RIS, 7T IF
TV UVERBEMNERELZT VIV T Y VIR
RIEDTEE 2 & AR R HESIC L8 L 22 A H#] (10mgl H
103 1320mgl H1lH, B8 SO E) o A5 & 0%
M ERET AL MR, BRI, 75 2 AR RR,
THEER. WATEERL. 4 XV FER R E S L 72
%1 FEBEIR R YE O BIER IgABHE. 2R IEFERE %)
BB IARREBEOIN G2 S L7z
32 0 ILE E A BF 5113 550541 (97.0%) (H 7 A 414 %1
(99.8%) ) flAa AL BNz,
X3 T IR T VY UEBMBEAERERLIT VAT
VY VN ZBEREREI R KBTS I T
Wb BEEMAANT,

BRI O 5- W (hJefi) (T AKI#E27.0392 A, 75
L AREE27.2037 HTH o7z FEFMGEE & L2EHE
BT VFRA VI ROZFOMREZORNOFEH, F
LRIKEHEEE & L2 0MEEHET Y FRL ¥ MOk
MORBIE, TROEBYTHo72o AHBPETIE, 7
FEARBEHR L CHEFMHEATHLrEHEL Y
RA Y FREBY X7 DB - 72 (p=0.0014 (F =
JKkHE : WH0.03282695) . JEHIT 7T ¥ 7 BUE) o

16 FH BB 5 Ly 2 O3HHIZT L7 7 1) ¥ 25mg EGR OG VR i i
EOIIBG LAk &, 7L 7 7 1) ¥ WA 5 & AN I vca I R
LT, SS9V 7 70U Y RUR-T VT 71 ¥YDAUCKL SEF 0l o0 085
(J@%g?ﬂbﬁﬁ“*ﬂﬂﬁkf”yﬂ (FiHTy KA | (759) ©08) | (0732~0928)
vadaxo v p)H
R B A BB 2481 2 i 4z ¥ T % 2 ~0.375mg% 1H WAL DT 208 235 0.869
114 H B R H G- L, B5H~14HIC7 1 A L (299) (3.39) (0.721~1.048)
7 Y 20mgx PRI CTIRLIE ARG Lz &, ¥ 4 |GHRL B3RS 2 479 577 0815
TEI UKL RBELT, YIF Y 0I4AH !é‘ N=254 VIR (7.21) (873) (0.722~0.920)
DAUCK U CmaxiFZAL L %% 5 72 BHRAF— %) B |7 540% L 03§
% % (S)Dz/\zga'_y ﬁE’J&‘GGFRﬂ;&T
HEME R A BEBRE 1412 XG4 7 4 L )~ 40mg % 1H1 R 2 2 :
12 H B 5 LB H I8 R 52 8 F > 5mg % ik ERFRFMAH | 367 420 0.860
Bk &, BANRYF Y OAUCK U Cmaxid v 2 omEges> k) Gl G| 0747~0589)
255 WAB I L B LT 2R L% Y 1% Lkl o

X1 BARAEORE. VAR ERFRTE2RX—=Z25 4 VEHEPD
40% 2L O TR e GFRIE T, EHigsE
BEAREDORNEE  KUEAE (D% < L 90H BBtk EN
(BB AT O BBEHT) OB BRI, 5 Wvid
LA L L3RS 5 eGFRAY15mL/min/1.73m* A i (2K T
%2 0 DIAEFE I IE BB OIS A X > b (FEBFE Y B 28
FEBIEMZE T, DAEIC X 5 AR
%3 BRI (7 VT I VIRX G IR K PeGFRO A 7 T —)
12 & o TR L Z2CoxbBINgF— FEFNIZHDL

BmL 7z GHEA T — %)

k) ARBR SN2 LR ORI, 2EUBER 2 6085 %
T8 PR E %R ] TldeGFRAS60mL/min/1.73m? Pk i
20mgl H 1M # 10# 5-. eGFR #%60mL/min/1.73m?
K13 10mgl H 1R85 S FE LIiE 7 Vv >
Afl. eGFRIZIEUC, #L-Fa»o4BH#EE BE
I220mg~ ¥, [1BE.L0FR 2] TldeGFRA60mL/
min/1.73m? LA F 13 20mgl H 1R T3 520 & B G
LiiLiE A YU v A, eGFRIZIE U T, &5 BiE»
540 1% % B % 1240mg~ ¥ &, eGFR %%25mL/
min/1.73m2Lk_E60mL/min/1.73m?& i 1X10mgl H 1

HANEBZRENZB W TIE, REREE OS5I (hJefl)
WEAAIRE3S.565% Ay 77 R #E35.7135 HTHh o 72
FEEHMEEE & LBEEET Y FRA ¥ P ROZOHK



RRORADOFEBL, EREIEHNHE & L7208 S

IV RRAL Y bORAOFERIZ. TROLEBYTHo70
IV FFEL VB AH VAR NHF— R
(N=208) (N=207) | (95%I3HIX [H])
n (/10085 4E) [n (/1008 H4E)
M H 42 44 0911
(BHATY FRA (7.39) (7.87) (0596~1.392)
M }\ ) *1
WA ORI 21 15 1.349
5] (354) (256) (0695~2617)
j{‘ GHRDL RS % 2 13 0933
WIN=2F4 VW (7.39) (7.69) (0.609~1.429)
70 | 540%BL Lo FE
15 [ 22 GRS
B st 0 0
F R RIREHIE H 15 13 1.116
(DMmEHEET VK (2.40) (2.13) (0531~2.347)
KA Vb))

IVFHEL Vb AH| T5ER | NHF— R
(N=3686) (N=3666) | (95%f3HIX [4])
n(/1008H4F) |n (/100 8H4F)
ER e 458 519 0.87
(DG Y F (387) (445) (0.76~0.98)
A VR
LAESE 194 214 0.90
(156) (1.74) (0.74~1.09)
NEE TN e 103 102 0.99
% (0.85) (085) (0.76~1.31)
% e sae A 108 111 097
i (0.89) 092 | (074~126)
DARZIC & 2 AB: 117 163 0.71
(0.96) (1.36) (056~0.90)
F R RIREHIGHE H 350 395 0.87
(BHETY FR4 (315) (358) (0.76~1.01)
v 1)

¥1:BEAEORAE. AEMU ERRT A= 54 VENPD
40%LL O FBE N 2 eGFRIE T . B &5
BAREORIE  KHEAE D% L H90H M oE k&
(I EE AT X BLEHT) O BIaG BB, H 50k
4B L 5B 5 eGFRAS15mL/min/1.73m> A (AR T
2 D MASIE A IR IO NG 4 X > b (FESCTE Y 5 A 22
IFFEM R, DRI & B ARE)
3 REHIHT (7T VT 3 VIRIX S MR K OeGFRO 1 7 T —)
I2& o TBIAL L ZzCoxt PN — FEFVICHEDL, &
B, FREIRFEE IOV T, BARTIC X 5 @01L
FZLTWwhiw,

FIER (BRR A S8 & 5 ) 13 ARHIRE T 28274111646
B1(22.9%) 1B bz EREWERIEE A ¥ A ME
33361 (11.8%). Mid 2z L7 F = > Him445) (1.6%). %
MEA2H1 (1.5%) « SRERE S W3R 3951 (1.4%) TH -
72o [5.3. 5.4%H]
17.1.2 EREHESE M5 (8%17530. FIGARO-DKD)
PEIRIRLE R IR & W S - BE X [ORB 7 V7 3
/7 V7 F = v I(UACR)30mg/g 2L 1 300mg/g &k
Wiy o E RIS # 2 (eGFR) 25mL/min/1.73m?
2L E90mL/min/1.73m2?LLF. N IZ@UACR300mg/gbA
F5000mg/gPL T, #%*2eGFR60mL/min/1.73m?2L | ]
735280 (H R N50381 % & de) 2 W RIZ, Ty VAT v
VUBBBHERERENIZT Y VE T VY v 1w
P % & LA RIS e L2 A# (10mgl H 1M
XiF20mgl H1ml, 3R idaaEvl) oF k%4
W2 BET 22N, EEAL. 75 2R,
C“HEER. WATEER. 4 XV b BRI EE L.
1 : FEREIR IR O IR TgARHE. £ F1EFNE %)
BEHEIRRBROT G2 SR L 72,

%2 1 &I GE A BB 17061 51 (96.0%) (H A A 496 %1
(98.6%) ) flA AN BTz,

¥3: T v IF T Y ERBRAEELET VAT
YV I ZHREREPRREAR TR ST
Wb BEEMAANT,

HERIE OG- W (U fl) S ARHIRESS 877 Hy 7T
£ ARH35.893 4 HTH oo EEFMEH & L0
BEHELY FRSL ¥ MR OTZFOBBEEZDORADIEHL,
FREIRGFHEIHE & L2BEHEL Y FRAL U MO
DOFBIZ. TROLBYTHolo AHBETIE. 7T
AR LR L CEEFMEAE TH 5 0MEBHET
FRA ¥ PRI X7 BE RIS - 72 (p=0.0264 (F
HKHE ¢ [H0.04967388) . KT T 7 BAE) o

1 DA U IEBIER OIS A X > b GEBFERY O 28,

FEBFRMMIA A, DAAIS & B ABE)

X2 EAREORNE, AEBU LB T HN—Z 71 YIKEDP D

40%LL EOFERERY 72 e GFRIET . AL
BAREDFRIE - KIWEFAE (D 7% < & HI0H Mok ET
(ML AT AL BEBEAT) O BRI SLE B BHLD . & Z> w 6i4
SER L. L FE 3 % eGFRAS15mL/min/1.73m? A (2

X3 EHEHET (7T VT I VIR ﬁhi&&?}eGFRo)iJTH ‘)-—

DAL SRR B O BEAE A 8) 12 X - TR PIAL L 72 Cox e/
HF— FEF IS

HARNZR LRI B Tid. BRSO 51 1 (i)
IAKIEEAT 4745 P, 75 R E46.784» HTh o 7=

FEEHAEA & L0 mESHEGZ Y FRA ¥ P RZD
W EZOROORH., EREIKHEER & L 2BEE
IV FRA Y FORYOFEBIX, TROEBYTH-o72,

E AT VIO KA 751K | A FE
(N=250) (N=253) | (95%f= X [#])
n(/1008%4) [n (/100854F)
F IS 12 18 065
(LIMEBEEZY K| (126) (190) (0.31~1.36)
H4 VP
LT 2 3 064
0 (021) (031) (0.11~383)
A | FEBBE IO 5 3 2 159
éE (031) (021) (0.26~952)
75 | FEBIE M A 5 10 048
[ (052) (1.04) (0.17~142)
SN 2 4 048
(021) (041) (0.09~2.64)
FRRKEEmER 22 19 116
(BHaT Y F¥RA (243) (2.09) (063~2.14)

X1 DA SR IEBIER O IMLE A X > b GEBFE RO i 28,

FEBIEMMIZE P, DAAIC X B ABE)

X2 BEAEOFE. GAR LFRTAIR—=ZX5 4 VIR » D

40%LL L OFFREN 72 e GFRIE T, BHIHAE
BAREORIE  KMEAED %< L H0H oM EN
(i 330 EAT AT BEIBLENT) OB I E B, H DV
4H L. LR 5 eGFRAS15mL/min/1.73m? R 12K T

X3 IR (T VT 3 VIR G MR eGFRD A 7 3Y —,

DI R B O BEA A ) 12 X o TRBHIMEL L 72 Cox L/
PF— FETFWITEED o BB ERBIREHIIEH I2oW T,
JEBIEF12 & B EHIEIZ L Tz,

RIVEH (B R AR S % & &) IXAHIBE T 36835111560
B1(15.2%) 138D b zo EREWERIZE A Y 7 AU
240%1(6.5%)  ARMLESOH (1.4%) . SHERTK S 3 WA
28%1(0.8%) . THI2681(0.7%) IiLi 2 L 7= 8
25%1(0.7%) TH -7z, [5.3. 5.4 H]



(B T2)

* %17.1.3 EFEHFESE MHE58R (8820103, FINEARTS-HF)

NYHADBERE AT ~ VI, A BRI 3 (LVEF) 2%
40%PL F.. eGFRA%25mL/min/1.73m22L o A4
HF600161 (H A N28661% &) 23512, AH] (10mgl
H1ME., 20mgl H1ME Xi340mgl H 1M, 34E: i sET)
DA RNE ROV % MEt s 2 2 itiak L m. mIEA AL,
7 AR, ZEER. AT, A X2 hEER
RER 2 FEH L7z RIREBRTIZ, FURIE, ACERHESE,
ARB. ¥ 2 E MY LNILHLZ ¥ F b Y 2 KFI.
BIEWT I, SGLT2M EH S ML ST BE I
AANSNT,

B O G- W (e fil) 1 AKIRE28.032 AL 7T
LARME28.077» ATH o7z REFMHEE & L0
BHAZVFRA VMR ZOMBKEZDOAL XY M
BB OB LGN — Flkik, TROEBD
ThHolzo REBTIE, 7T R LB L CEEGF
fliEHCTH20MERETY KRS ¥ MREHY 27 M
A B - 72 (p=0.0072 (F A © WiH0.04967) .

Andersen-Gill € 7V ),

IYREL VD ARH 75 kR FHHIL
(N=3003) (N=2998) i
ARV b AN NF— R
RBE RBUE | (95% S BIX )
(/10044E) | (V/100B34F)
EEFETEH 1083 1283 0.84%
(DMEHEET Y F (14.88) (17.70) (0.74~095)
KA V)M
58 242 260 0.93%3
& (3.33) (359) (078~1.11)
%L$%4N>F 842 1024 0.82%
5] (1157) (14.12) (0.71~094)
AR E B AR 744 877
(10.22) (12.10)
AR E BB 9 147
% (1.35) (2.03)

X1 DA SE K O XTO (TR OTFIE) DAEAL XV b DR
A& D AT DA 2 B8%2

X2 B G5HEMERE. BESNZEH/MBRIR=-ZF 4 ¥
®OLVEF (60%Aiii. 60%LL 1) % R JI KT & L 7z Andersen-
GillE 7 Vo JEHR I

3 G HEBEEME. A SNZE/MBREOTXRX—=Z2514 D
LVEF (60%A:. 60%UL ) % @K ¥ & L7zJ&@ 5 Cox It pl
N — FEF WD — Vb

BIVE (BRRMAE Al 528 % & &) (AR A IE ©299361 W (H
AR AN14381 % & ) 576651 (19.2%) I2@D Stz E42E
PERNE R A ) 7 A E 18251 (6.1%) . B Bk I 8541
(2.8%). MKILT6451(2.1%), SRERME S HE K625
(2.1%) TH o720 [5.68H]

17.3 Z 01t

17.3.1 QTERICH T 2 2E
e IR AR B 5T B % 3 A AHI20me B OF80mg™ % I
\¥#EGL-E &, QTcHBOERIZRI NG o 72 (4}
EAF—%),

* H{E)RB SN HE LR, 28R %2505 2
18Pk B B | T ideGFRA%60mL/min/1.73m? 2L 11
20mgl H 1/ #% $% 5-. eGFR A%60mL/min/1.73m?
ER51Z10mgl H 1M OPe 55 & Bds LI~ vV >
A, eGFRIZIE U T, #LFa» 4R #EE BHE
I220mg~ ¥ &, [18%.0AF8 2] TldeGFRA60mL/
min/1.73m? 2L £ 13 20mgl H 1\ £ 8% 5- 2> & B #h
L&A U 7 A, eGFRIZIE U T, 5B

S4EM % % HLI240mg~ 1 B, eGFR»%25mL/
min/1.73m?EL F60mL/min/1.73m?A i 1£10mgl H 1
EFEPe 57 & BgE LIS A V) 7 A, eGFRICZIE U
T\ B 5-BaH» D4 % %2 HZ 12 20mg iR TH %,

18. EEHIEIE
18.1 1ER#F
7432V VEFEATEAL PEERHI AT VILF
a4 FBEEMR) EHRETHY, 7 Fary, 7o
FA5Fay, TAMaFXr R VvaanvFaf ko
HZZRKCEREAELEV, TUVRATF VICX BH00E
HMROIEHEALIZ & ) BFFE O - PRk s T
WAHH, MRASBEEELST 2 &, BRSO RICE
WT, HE. B L. F MU A Rl R A3
Ld. 74 %L VIEMRIZEATAZ & T, MRDO#E
FIEHEAL 2 B9 %0

* %18.2 L ERFE(ER

i - FEERAE RSB EEBHET VT v MIB VT,
74 AL VIR 2 B L. BB R 2 R
L7 T2 FAFFYarFaxsru BT AT
)V (DOCA-salt) FRFEMIEIEE TV S v PIZBWT,
VR N AR TN SN ROV Ry T 5 S ! | FH N =
KBy 7 ROFERZHI L 7=,
BB E TV S v b ROERRINRORE 2N 720
BEFNCHBHZSF-15 v MZBWT, 74 4L Vit
DRHEAL 2 B0 L 20 DI TRRE AR 2 3 L 72,

19. B CEAY 2EE{EERIAER

—f%B9&F5 : 7 1 & L/ ¥ (Finerenone)

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

SFR - CaH2N4O3

SFE - 378.42

MR - R A B ~EEOREKTH S,

1EZEER -

21. A& H
RIS A 7 BT 2 R ED b, MU ERT L 2 L,

22. ‘A%

rL 7« 7i£10mg)
1005 [105¢ (PTP) x 10]
(L5 1 7820mg)
1005 [105¢ (PTP) x 10]

24, XEFERKERUBEWEDLESE
SCHREE R G
NAZNVESKRREM - AFA IV, VT3 A= gy
T530-0001 K B il At X g =T H 4% 95
NA ZVIEFRHEREGH OB WEbEg
HEi50120-106-398

— 8 —



26. RERTEEF
26.1 SERRTTT
A TOVE RS
KB AL Mg =T H43% 975



