* 20224F 8 HET (5 4 i)

20224F 5 HE&ET (3 3 i)
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125mg/25mg/75mg : 364 H

HIF-PHEEE 38/ B4 R A A5
EBYVTFTaRY Yy bF YT LG ARES ARcBAIA
CE N IE 1S T

Y A—LwWh%t Bmg

BAEERRSEES

873999

$¢ 5 mg | 30300AMX00020000| 20214 4 H

$¢125mg | 30300AMX00021000|  20214F 4 /]

$E25mg | 30300AMX00022000|  20214F 4 J

7 l—b\\j { ﬁ 12. 5mg $e75mg | 30300AMX00024000 |  20214F 4
77\_|/“Jf 5 2Bmg
VY A—LwYhk% 75mg

MUSREDO tablets 5mg/12.5mg/25mg/75mg

EEE—EMSOMFE I VMITAZ L D4
1. = 3.2 BF DMK
KEBEHIC, BIEE, OHIEE, BERSZOE B NA— | RA— | YA | YA—
BEMREREF S5 DO, ECLESHZOY Mgt | L FEE | Vo RE L RS Lo R
B35, RFOWESEBTIC. BIFE. OHIEE. Smg | 125mg | 2Zomg | 7omg
%'J?fé TANKT—F 1 ¥ ThE

MERFORHHERVEREEOFESF 2D /M

BEREDY XV ZFHH L - LT, FHOEED

AIREZEEICHMI AL, . FEREDIL,
BEOKEZ TICHEL. MEEREIFEDLD

SRRCPEROERICERT 5 &, MEERIE

PEONBERD S5 b GHEEICE. EPH,IC

EEREZZZIHLO>BEEEEI S &,

[11.1.1 ]

i | R Hfs | R

w® @ ®
=

of)| @ &

2.ER(RODBEICEEBES LAV E)
2.1 ARHN DI L BUE O BEEE D & % BH
2.2 WIS IR L T B W D & 5 & 1E[95 ©

e
T |
4%
Jx s | Efsmm | S 5mm| FEmm | o
JHAE5mm

JE X 29mm 24mm 3.1mm 45mm

B 61.75mg | 64.70mg | 1286mg | 206.0mg

i
3.1 fHmK
XA — T A— Y A— < A—
W5ess | Ly FEE | Ly FgE | Ly F§E | Ly Fée
Smg 125mg 25mg 75mg

15 EY (1R EY 15EPEY 15T E Y
TFTAAY I T2AY | Ta2aAY | T2AE Y
F5mghl25mg/b25mg/b75mg
GHEVEAE(EY IEHE(EVEAE(EY
TFTAARY VTR | TaAY | T2AE Y
FFMYZI PR FRNYT I RFNY Y
srtlLciatlLcCatLrLCatlL T
5.35mg) |13.375mg) |26.75mg) [80.25mg)

Ve — A, 20X AN Aa—AF LY
wAh, eFarAu—R, BkFryr v, yo

AL ARKMD-~vy=D-vvy=D-v v =
WM. AF|b =V b=V |F =,
TV v BRI M KRR R KR oK
R 7NV A B4 BT A R
A, RTINVETNVET IR
70T — AT T VAT TIVATTY
D)2 UV V10 20 N D/ 2 i N RD 2 il N

A

EP/NF. Y& A A
W = = A1t
Btk #

4. RHEER IR

BHAEmD

5. XBER IZZNRICEET 2R

7R L ER 3 ML) 3 P - S5 TR B D A D AR K P 5. B

GO HZE. PRAFIIIEVE SIS o B OIS B AT
TIINEZ O Y ViBETllg/dLAM. MEEREE T
FANEZTE ViEETI0g/dLARm E 5,

6. RERUVAE

(REHEMBRKERE)

FIMEREMFBETFHRE TREEDZE

. EAIZIZEY F2A% v FELTIM25mg% B
BHREE L, THIEEZIRIIRS T 5. Ui, B
HOWRBIS L CHGEBZETHMT 20, REHE
131m200mg &9 %,

FMBEMFHEFRE D, ST EZ 25E

BH. BRACEEYF2 A%y FELTLH25mg i
50mg# BB & Ly THIEEEICRIIRS T 5. U
#ix. BFEORBITE U TREREZEEHNRIT 5 25,
e EIX1FI200mg & 3 5%,

(ErEE)

WHE, RACEEYVF2A%y e LTIM75meg% B
GRS L. THINAERICROEET 5, D, &
FHORBIZIS UCHGBEZETHMT 205, KEHE
1Z1M200mg & 3 5%,



7. AERUVHEICEET 28
7.1 REHEMBRERFERE T, FIEEmMRHEREFRHE
ot EZBGEDOMEIGHAE
TFEE2SEIZ, WA AT OBk 5] 5 73]
BESEPOARFORGEREZREL, WO EZSEZ L,
IRTF
A | FNVRRIZF Y 7|V R—% .
Pehw V77 (ug) =y 77 X@N—=y
(ma) (ue) (IU)
g ug
b2 1 0 e 1 e T 1 e N 5 22 N A N
25 | 15BLF | 30LAF | 25DL°F | 1500LL°F [3000LL T
50 15 304 25 15008 | 30005
7.2 %5258
B RMNMALELRZGEEIE. TRESEZICIERK
FTORGRZERTSZ &,
B 1 2 3 4 5 6 7 8
ZML 5mg |125mg| 25mg | 50mg | 75mg | 100mg | 150mg | 200mg
e
AR LR 2 MR B R - 3R TR IR R o g . AR G-
BARAE % & (48R G- m K] 2. 2D
(G RMBE] 22 EZ IS Rm2HMRT A2 L,
ARILER S MR SN T- WA S 0 B2 06, [
HEMBE]ZBEZ RGBT L, B,
WaIZFEHE LT ELoMBEZ HTTITH 2
Lo WELABAIE, IERBRVHE TR 2 HH
THIE,

(A R -5 12 1 9B 2 (ol i R i 4 3 R - 41 © R it g

%ty ]

IFRTFV T

Hbfili
AE R OHbAE | PRAFI 2 PR R -
BRSO BRSO Mo R
W JES 3 AT SR
o | 10.5g/dLAKI | 9.5g/dLA G | 1B RHE &
0.5g/dLAH 105g/dLYL I | 95g/dLLL |
05g/dLYL I R I U B %
1.0g/dL il FRTOM H
1.0g/dLELF |11.0g/dLEL T [10.0g/dLEL F
20g/dLLF | 110g/dL& | 100g/dL#& | ... ...
20g/dL# FTRTOfH IEERE
[P 5 B ]
= L =R I U ek L =R SHE i
R BRI o (LBORERE | R
PRAT 011
PE R 11.0g/dL | 125g/dL

B¥% | 110g/dL| DIk N

MY Hi 12.5g/dL | 13.0g/dL
WEGEH Kb | ki 130g/dL
DA Bk

10.0g/dL | 12.0g/dL

MiEEHT| 100g/dL | DLk Uk
e R | 12.0g/dL | 13.0g/dL

A A

TED) Mk FERRAE (O BEgE, il 8RR L IR LR 2 v
Z B KA, RORIETBOE ) OO B 5 M
T, Hbflid*12g/dL& M R 726, - & 1B
WRELTH Lo

112) IREER O P O H %213, Hb Al AYPRAF 118 1 Tl
TR OMEEENT B TL12.5g/dL R ML HEHT
T120g/dLARMGC B o 72 HER & 5 50

8. EELEXRERE

8.1 KRANE L. BHIAH, NEZ U VIEREHHERH TR
EY5HFETIE, ZEICIRBENE SO R % il
HTHT L,

8.2 AHKIPL HHIT AT 7 T U v R 5% % 458 (2 1 I R e
RBL. LEYLEOZMENRD Sbhzwi st
SERET A & AR I R 1 B o iR B
BIZBWT, NEFOE VRO HEMWZ 5L #E
L7285, B, DA RS e YA o 56 3L
BEDEL oz DHHDH BV,

83 ANEZ TV VBEMN, 4HLINIC20g/dLE B Z 55,
AW LR L2 5A R 20 R 3 5 45,
WY R MEZTH 2 &

8.4 A% I BR 3% I ) 3 IR - S s & ARAI N DY 2 1A
O VBRESMETTAMINIHDOONTVS S
LS, UBRZBOANEZOV VBEOK T ISR
THIE,

85 AABHICL DV IMEN LA TE2BENDNDH LD T,
MEDOHERIZHER LR oK T52 L,

8.6 FEIMITIZFEALEL I EH S, LEIL U TEHOH
Pt T R

L.BENERERT H2BEICHT IR

9.1 BHHE - EEEEDH 5 BF

9.1.1 BfEE, LHIRE,. MERFOERE. IZh5
DEEEEZHT 2 8FE
AF PGS &) MARTERAE 2 B D B W ITFERT
BN DH S

9.12 BMEEZ &H#T 2EBE
M EAYHHEbNDEELND D %,

913 BMEELEH T 2BE
ARHF) D MLAEFT AETCHEVE N K0 VRS 2 B S
ELBTNDD D,

9.1.4 BIEVEIRARMAIRAE. RBZIE,. BHMEMBENE
HE. MRBIRARESFEZAH T 8E
A O M A TCEAE N X D M 23 S b
NeBZNHDH b,

9.3 FHReEEERE

9.3.1 FFE L EDFF#EEREE (Child-Pugh7 4B 14
CDH5EE
AHNOWEZZRET 5L &I, BHFOREZ M
FITBEET 5 2 &0 AHI25mg% HhaE EE O T B RE
& (Child-Pugh%8iB) ® & 2 BH I Hm$ G- L 7:
BE. AHDOAUC(0-00) J UCmaxAHs A L7zo A
A TIREEDOIFREREDOD 2 EBH R E L7z
BB ITERE L T, [1663 2]

94 &JEREERT B K
JEAR VT RE 7 VRV, AHIB G R O G- T —
) 2 AL 2 AT) O ET AL, Ty
MZBWT, R K % G- 0 JEfs & RIS 82
(AUCu) D3.115 DMk & THIKRBRIC T ORI & 247
J RBIRA 3 G ST bo [95 S]



9.5 11l

I SOTITIR LT A TRtk 0 & 5 kI id 3 5- L
HTnZlk, v MIBWT, BRI KHER5 O
ekl OB i (AUCW) O 1215 L ol & THIR
BIEC OB, AL BB oMWA. S8R o8
EPBREINTVD, T2 BIRRAHERS RO
s AR 5 (AUCU) D 7.3 0B #% it TR Bk A
DOFAEROBMAHE SN T WD, [22. 94 S ]

9.6 RILIF

Bl EOARYER ORI REOA R ZZE L., %
Aok Iz AT & BEW(T v )
NOEG TAFIAI AT 5 2 L2 S h

TWwa,
9.7 INRF

AFNTRDREZ WG L LA RO et %4k
B U7z R R IE H 0 L TR,

10. HE{EA

AHNIUGTIAIDIEE TH %, [164 ZH]
102 HAEE (BHRICEE TS L)

HEH 45

FRPRAEIR - i i

By - fabiid -

HIVZ 077 —¥
B 555
Ty,
JhFEN, "
< <) 2R IR
F ¥
Fuyr¥F—¥
FH 55541
V77 =7,
IvuF=7,
—uF=TE
;7= A b
[16.7.1 =]

ARH) O A3 HE i
TLEBENDED D
720, BT %Y
Hi3. AH O E
EEETHELD
2, BEOREE
MEICHET S
b

KK %27 7 ¥FFE
VLR G L7z
LZAHh, KA O
AUC(0-) L O¥
Cmaxix 5 L7z,
UGTIA1MEIC X
DAKDOZ YT S
VAWK TS 5,

ZAlibs A+ ¥ (A
A7 SN N
TAY I AL, T
SN RE
9 B REIT A
[16.7.2-16.7.4 =
4]

AFH OWIL AL
L. RRARES$
LBTNDVDH AT
O, PR 288
(=SB R D)
LWz H TR
AMzxkhd 22
&

AH % LSk & W
B&kE5 LeZ
A, RK#FDAUC
(0-0) }. ¥Cmax
KT L7z,
AHOHALE » S
DWW DA L\
I 3 BE K T 9
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1. BIEA

ROBWEMBH LN E I EDNHLHDT, BlEEL T
ATV, BEDRRO SN a3 kb e kT 5 %

CWY) R LEZ AT S

1.1 EX%EIER

Eo

11.1.1 M ERIE (0.3%)
T 28 (0.3%)  ODFAEZE CBUEARH) ., > v v M
ZEHEARD) S0 MBERIEND Sbh b 2 &t
Hro [1. ]

11.1.2 G MR RE (05%)
WVRE IR (R PR 0, ik, FEBAES) 25 Bz
WA iiE, BEBCT. g < — » — S ot 2 Fii
T5Z . BEMMRERSEDN YA RS
Zhik L, Y RMEZTY Z &,

11.2 Z O OEIER

1%L F 1% B
BB LR\ BRZ
FEREE
et A ME
e TR i DFWvORH)
P, IliEtk)
HR Bt 2 RSO, DR | RS e, MG
o B B %
Lok B 5 Lo 9 wlr
I A5 i 5 wea I HEAK T
5 ] . T
Mol MR
5
BB X R BB, EOHE
LA B I
— it - Ak T NE
EBIUOHES
AL IR TE
13. BEHRS
13.1 fEIR
AR OB\EIEGIZE Y, NEFTE VREILEDL
FIZERATEBEENDED 5,
13.2 @
AHIOWE - RSO FY R UE 24T 2 Lo AKH|
BN CRE SN,

14. R EDEE

14.1 FHIZAEOEE
PTPUEDOHKFIZPTPY — F S L TIRAM T
5508352, PTPY— FOMKICE Y,
WA BRI EAR A L, B3Rl a B L
THEEMASOEELRAIEEZ BT L2220 %,

16. EYEIRE

16.1 MMFEE

16.1.1 BE#%S
H A N At B 53 PE B B LA #IS. 250 50, 75, 100,
125313150mgZ B ICROKFG Lt & 0w
TRy MOEYFENT A= 1F, TEOL
BOVTHb, T/, HEEICHAIL-IBEEROH
MAED Bz,

—&— 25mg (n=9)
—%— 75mg (n=9)

—oe—>5mg (n=9)

1000 —o—50mg (n=9)

g —2—100mg (n=9) —+—125mg (n=9)

3 i - @--150mg (n=9)
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PR D AUC(0-©) | Cmax tmax* tue
(ug-h/L)| (ug/l) (h) (h)
5mg | 9 112 57.7 050 557
(11.6) (285) | (0.50-1.50) | (24.0)
25mg |9 614 226 1.00 8.0
(194) (280) | (050-250) | (385)
50mg |9 1230 511 0.50 946
(11.2) (459) | (0.50-3.00) | (24.2)
Z5me |9 1710 640 0.75 9.69
(23.0) (325) | (0.50-150) | (35.8)
100me| 9 2510 988 2.00 705
(20.8) (49.2) | (0.50-4.00) | (41.8)
1%5me| 9 3020 1100 1.50 941
(21.7) (279) | (0.50-4.00) | (39.3)
150mg| 9 3780 1220 2.00 875
(17.6) (214) | (0.25-4.00) | (25.0)

AT IO GBRITCV%) %I fili (/M- K fil)

16.1.2 RE#HE
H A N\ A e 53 M B \ O AR FI5~150mg & 121
HIMSHMEHRG L2 EDEY) T2 A% v b
DOIPYWRENSS A—21F, TEDOEBYTH S,

PR D AUC(0-24)ss| Cmaxs | tmax,s™ t1/2,ss
(ug-h/L)| (ug/L) (h) (h)
5mg | 9 120 55.6 050 6.25
(11.9) (50.6) | (0.25-2.00) | (374)
95mg |9 657 319 1.00 6.20
(19.6) (40.0) | (050-250) | (54.1)
50meg |9 1260 606 0.75 7.87
(16.0) (314) | (050-250) | (66.0)
Z5me |9 2030 698 2.00 6.52
(28.3) (412) | (050-2.00) | (32.1)
100mg| 9 2530 1008 1.50 745
(215) (555) | (0.50-3.00) | (30.0)
1%5mg| 9 3140 953 2.00 826
(22.1) (295) | (050-250) | (424)
150mg] 9 4030 1150 250 6.90
(13.3) (14.0) | (200-300) | (258)

AT IO GBITCV%) ¢ Hr gl (S /M- K fil)

16.2 RIY

16.2.1 #EXFHINA A TANLFEU F ¢
it B 58 PR B \ S AR FI50m g & 22 IR ISR 5 L
72 & E OFNRNEE G510 B MR N A F 7 XA
YT 41359%TH o7z (FMEANTF—%),

16.2.2 BEDHE
H AR N\ A 53 PR AR WO ARF50m g & 22 BN A £
BRI G Lo &, BB CIIEBEERS
L IERTAUC(0-0) KU CmaxidFh ZFh23.3% M
O4119%MEF L, tmax{iE1IFEHREE L 72,

16.3 910

16.3.1 Z NV AR
EYF2RAFy PRON-Z V7 a yBEEHO e
MLAE S 87 $EEFRITFENENTI.3% K 16.8%
THY, TVF2RAZy bOELRKEEY V371
TNT IV Tho72(in vitro) o

16.3.2 D H A&
felt B 3 P B B IS AR A 25meg & IR N G- L 72 & &
DHATERE (Vss) 1Z469LTH > 7= BHEANTF— %)

16.4 134
AFNZEICUGTIALIC X o T FEH RIS 2
N-7 V7 v Y BRERIRE S N2 (in vitro) . [10.
]
TR ERE C[MCIEY) T2 A% v F25meg kil
HNCTRBERICRLOZRE Lz &, MiEho T
F2AZ v FDOAUC (0-trs) I ZHEHETBE D KI18%. N-
IV a Y BEREERDAUC (0-tu) 13F82%TH |
N-Z V7o Y BRAEHREFERHY TH - 72 (U
AF—%)0
16.5 HEit
H A N ke S8 VR BB 8 (S ARH 2 A SRR L% 5 L 7z
LE, CEYF RS v N OWIERINZR6~ 100
Tholzo RHIITREAKRE LTHEEDORH3~
6% A S 7z,
TEHE T PERE R LS AR A 26mg % TR G- L 72 & &
2UT 5 YR8 IL/hTho7zFHEANTF— %),
TR BB [MCI 'Y T2 A% v F25mg% i
AN TR E- Lz e &, &5 L2 B iED91% K
0°6.3% A% L Oz Bkl S . SRR
BRAEN-7 v 7 1 v I A1k (85.2%) T - 72 (FHH
AF—%)0
166 FENEREH I 2EBE
16.6.1 BipeE=E 8%
TERER R B OVBR B 2 & B GENT B E & ) O
B bE g5 B [ ¢ eGFR (mL/min/1.73m?) 60~
89, &) : eGFR30~59. ¥ (FEENT) BF -
eGFR30A:i . K OV H BN B - eGFR30AK 11
AF20mgx ZZERFIC MR EG Lz &, fdhE
B LK LTEYF2A% Y FOAUC(0-00)
FENZFN8UBILT . 6%. 12% M U¥43%B4Im L.
CmaxlZZhZ137%. 10%. 9% K U°33%Hhn L 7=
HHEANF—%),
16.6.2 BT DESE
BT (MALENT B IRBLENT BE R O IR A
MBI ) \CAHI 75 me 2 EATHEAT H I IEEHT
W7 H o2 BRI R3S Lz & &, JEEN
HIZHT2BHHDOEY F2 2% v FDAUC(0-00)
ZENZENL1%. 5% 2% F. Cmaxid Zh 2
1128% e UF6% K T i N IZ17% WM TH Y« EHT D
BEBIHLTITho7-(WHEAF—%),
16.6.3 FFi#aefE=E 8%
RS 3 b S5 R P B AE BT 55 I (Child-Pugh A
UEB) K UM HER R LS AR A 25m g % 22 JEIRF 12 Hi ]
BOPS Lz e &, ek & hig U RN
BB EBRFEDEY) T2 X5 v bDAUC(0-0) K
UFCmax |3 ZF N Z126% K US66%BE b, Hhas: i JF
MEEBEOEYF2 A% v FOAUC(0-00) ¥
Cmaxid Z N Zh58% K 5 131%84 0 L 72 (ALE A
F—%)o [931 BM]
16.6.4 =i
JE i (18 ~45m%) M Ui i (65~ 85k ) fdt HE 3 2 4k
BRI CARK20mg & BIIEICH G- Lz L &, JEEH
ZEHBLTHBZEDTY F2 2% v FDAUC(0-)
K OCmaxix Z N 2N 33% K& 0°39%3H5m L 7= (F+[=
AF—%)o



16.7 EMHEER

16.7.1 72HFEI
R PR T 7 FF E400mg % BRI
P h- L7=th. AHI25mg% AHICH LAY L
REEDEYF RSy hOEYBREIZKITTH
BEITROEBYTHSEHEAT—%), [102 =

]

NP B O B [90% 1 X )]
e | DPHTIR) AHI | (7 7 FF VPSR

PR e P g )
Cmax AUC(0-0)

7 5 FF 207 207
g 100mg 2ome | 13 o 0007|1187, 2201

16.7.2 #ZO#%H

B 3 P e LA I 8k (1) 304mg (ZAfigk & LT
100mg) & A#I150mg % Z2JF 1 I P 5- L 72
L&, BREESR (D) 7Y ¥ v567.7mg (TAfigk & LT
100mg. B a—5 1 ¥ 7 85H]) & A#)150mg% 22
MERE W PE S L7z & &, R OAF150meg %
2B 53 B AT 2ME R, 2 L < IX 1R A2
WCHEEESL (11)304me (- Aligk & L C100mg) % Hi|
PEBEG L L &0 F2 A5 v FORYBE
WCHITTBRITEROLEBY TH L WMEANT—%),

BAEEMEo b
[90% 15 FEIX [H]]
e | DEFHE | AH | (BRI SR 7
e A LI L NIV
AF) HAPE 5. RE)
Cmax |AUC(0-0)
016 | 02
RS 140 (012, | [0.19.
022] | 033]
L 090 | 091
AR
AN 064, | T077,
Bl A 126] | 107]
5 ’ )
WiEESk |304mg ﬁ@iﬁ%&“ 100 0.84
150mg ,5“2,5"*'3“3 14| [071. | [071.
Bel= Al 1401 | 0.99]
w5 ) )
Tﬁfﬁ 088 | 074
NI 1063, | 063
il 1= 4] 1231 | 088]
x5 ’ ’
e B 054 | 050
7 3 |5677mg RS 14 | [039. | [042.
Y 0761 | 060]
7E) AUC (0-00) (212641

F 7o, HEHES MR B B Sk (T) 304mg (il gk
& L T100mg) & AH150me % £ # (il b Al $% 5-
L7z& &, RUOARHIS0mg % EHRICHE$ 5 1
Hie 45 L WX IRE RIS BERE SR (1) 304mg (Al gk
& LT100mg) Z WA Lz &EDEY 72
A7y POEWERBICKIZTTHEITEDELD
THbHEANTFT—2%), [102 ]

BT
i [90% 2K 1]
b g’jg gj{% P55 P ] (GRS BE AT
S A AL 5 )
Cmax |AUC((-)
0.39 0.49
RS 1 020, | [042,
0.51] 0.58]
Rk 0.80 0.80
LR 11 [0.60 [0.70
ek | 304mg | 150mg | B 12 AH o o
1.06] 0.93]
B
ﬁg%ﬁ;? ‘ 0.60 0.66
L 11%2| [0.45. [0.57.
R 0801 | 077
b : :
1) AUC (0-00) 12851
1#2) AUC (0-00) 12951
16.7.3 EFER AL I L

e e U3 P Bk B 5 W BETR OV ¥ 7 2 1900mg & A H]
150mgZ 2B ICH PP S Liz&DEY
FaAYy bOEYHEIZKITTHBITRD L
BYTHDHEATF—2%), [102 BH]

AT I O He [90%12 BEIX 1]
e | DETIR) AHI | (BB A OV 3 o A PRS-
L e e I s
Cmax AUC(0-0)
1 71 v 053 085
sy g 100mIS0me 15 ) 00 © 0797 | {067, 1.00]

1674 LTIV I = L - KEME~ T 22 LEEEH]
e BV ERE LT VI = & - KBk~ 2
AT MEAH & ARAS0me & 22 IR 1 L BF 3
BELZRLEDEYF2RAY v FOERYHREIZ T
THBITEOEBYTHL HEANF—2%),
[10.2 Z#]

TR AT
- (L7 VI =7 & - K
YL gﬁg ;‘j{% BB b= 7 5 5 5 A
B/ A Al 505)
Cmax AUC(0-00)
AL 7 v
=Sy
2« K 1900mg * 50mg | 12 0.36 0.67
b= 7 % | 600mg [0.26, 0.51]|[0.60, 0.75]
S N
4

16.75 A X T 5 —Ib
BB\ A T T U — L 40mg & 222
SAEP S L7, AHI50mg % 22 I 12 Ll ff 3%
BLELEDEYVF2RAY Y FOREYHRICRIT
WEITROEBYTHE WEAF—%),

M- D B 190% 13 X ] ]
e DRI A | R AT S = L
L e L T e
Cmax AUC(0-0)
TATS 0.96 095
gy | A0me | S0mg |12 | ee 251 1085, 1.07]




16.7.6 OX/NZAHZF >
BB IC T ZANZ Y F 5mg & KK
150mg % 22 RE IS M PRI G- Lz L &, '
ANR Y F vomgk ZIFRFICH L L, Z D3k
M ICAA50me % Bl RS Lz &oa R
NAYF VORYERRIZLITTHEBITEOLE

NCTHbHHEAT—5),
BT O
[90%13 M X [ ]
e | DEFHE | AH | (BANZFF
DERE gy g e PP VR vt
HphP 5-15)
Cmax |AUC(0-c0)
130 | L1
RS 159 (111, | [0.96.
\ 152] | 1.28]
HAZ RS
A i% dmg | 150mg| gy 098 | 095
2w 28159 | [083. | [0.82.
AFF 1.14] 1.09]
5
1) AUC (0-00) 12 14
17. BRERRIE
171 BERURESHICET 558
(REEHEMERRES)
17.1.1 E RS I AHEBR [ i Bk & 1 il 8 X F 840 (ESA -

erythropoiesis stimulating agents) K;/&#]
ESARGH ORI % A 5 2 P47 015 P B w
BE16201 2 W R, FEHEME LTI AR T
VT NI 7 R LI E M R & i L 7z
(B 53001 - 52 M) o AANZ1H 1M 25mg TP 5-BH
L. HEEHbAE (11.0g/dLEL E13.0g/dL A ) %
459, 5~200mgn M TEEMKL 72, &
OGS S R (3 5-30~3658) O F-HHb X
TERDOEBYTHY, AFDF VKTV T
7 7Y B IESPEDHGIE S iz,

130 - HBEAEPR 1

125

1204

115

11.0 ~—3 % I ﬂ ﬁH%ﬁEETKﬂ
1054 B

Hbfii (g/dL. F3fli=SD)

1004 §

9541 [

WL~
N—AFL2 4

vvvvv

8 12 16 20 24 2830323436 40 44 48 52 GH)
—6—EVFaAIIE o FAREIFY TAT7 |

ARKIBE FINARRLF
(821) 7 V7 7 B (80%1)
SR e (B 5
30~363) D -1 11.28 £0.98 11.70+0.90
HbAl [ H195%15 [11.07. 11.50] [11.50. 11.90]
JRIX ] (g/dL) !
NR—=2AF4 UHhb
DBl (| 15108 1.70+1.03
AL R OB W) 7
[ 195945 HE X -0.38[-0.67. -0.08]
[#] (g/dL)

%10 I = R
M2 A A E

F 72, BRIV A ($25-30~3638) O Hb A H
MEFEPH P (11.0g/dLYL F13.0g/dLAI) TdH - 728
B oAk, AAIFE68.3% (56/8261) . VXK
IF Y 77 7 #85.0%(68/80%) T - 720
AFHIIE T 2 Ak AP e G450 0 BIE P S8 BB BE U
19.5% (16/8281) TH - 7z EHRBIMEHIE. $KRZ.
FRLPE Bl 9 B8 44 2.4% (2/8201) Tdp - 720
17.1.2 ENEE D HEER (ESAD S5 DEIBZ)

VR AL % A7 9 B ARAT IR 1k I R 164450 & b
BT, EENBE LTI NVREZF Y TLT 7 %
il L 72 IR E i & 20t U 7z (B 501 - 52
HM) . AANZ. YIE:Z A OESAT G- BITHEW1H1
[1125mg X 1Z50mg T 5-fg L. HEEHbAE (11.0g/
dLYL E13.0g/dLA& ) 2 #EFF9 5 £ 9. 5~200mg
DOHPACTHEERI L 720 Z OREH. FP LR (B
5.30~363H) OFEHHbEIZ TRO LBV TH Y .
ARDTNVRRIF ¥ 77 712839 B IEFHEDS

Kok &7z,
130 B HBEGEPH F R
1254
% 12.0“; —— \
, 1154
S (P G = ]
2 11.0 . HEEREPH T R
= 1
2 |l
1054
10.0 4
N—254Y2 4§ 12 16 20 21 2830323136 40 41 48 52 GH)
—O— EYFLRI YL ---O---FURKIFY TAT7 |
ARKIBE FIVRRLF v
(8241) 7V 7 7 BE(8241)
SR 1) 7 v (-
30~36:38) D3y 11.67 +0.83 11.53+0.99
HbfEi [M95%15 | [11.48. 11.85] [11.31, 11.74]
WX ] (g/dL) *!
R—=2AF4 b
iy 35+1. 26+ 1.
oLk (g 0FL 0.262 100
ZAL R DOBER 2
[ 1195943 T X 0.13[-0.15. 0.40]
] (g/dL)

%11 IR = R
X2 AR A E



F 72, BRI b (P2 5-30~3638) O FIHbEA H
BEHPH N (11.0g/dLEA F13.0g/dLKi) Th - 7= 8k
BFH OB, AHIBES0.5% (66/8261) . &IV NFE
IF ¥ TIVT7 7 EE82.9%(68/8261) Tdh - 726
ARFNHE T ORAEVEFH* S ORIV BUEE .
7.3% (6/82(1) Td o 720 BMEMIZ. SRR ZPEE L,
B RIE . M EA. SRRZ. REIED T,
B Z D IERE 4 1.2% (1/826)) TdH - 720
(MK EFEE)

17.1.3 R M5 (ESAKAE)
ESARGHOBME I % A3 5 ML ENT #2561
ZRGICIEE MR % Il U 72 (B 5300« 2458
M) o ARANXIH1E75mg THL-BIM L. HIZHbE
(10.0g/dLLL E12.0g/dLAG) # #F53 5 £ 5. 5~
200mg @ Fi B CE E IR U 720 A RYE AT X 5451
25BN BNT, FERHFE TORMOHREHRFICH
FAHbEDO R =254 ¥ 5o LR #EEX,
-0.030g/dL/BTH o720 VAR Y F—E LI,
56.0% (14/25%1) T - 720
30 A R (32 521 ~2458) O FERHbEAS H K

HbfilNTH % Z & G 950% Lk o
HbliAHEHLENICH B 2 &, STl U o #%&
T F TICHEABRMR GRIMERIM X IZESATRS)
BZIFTWEWT E D3O DI R T T2

TR OIS

1254 [

120 T FBE R E 15
(% 1154
&
% 11.04
e 1054
S |
go 100 T J RGP e
w959
a
= 904

854

sl + : S
NR—=2ZAF471 2 3 4 6 8 12 16 20 21 22 23 24 ()

¥ 72, MR (2 5.21~2458) O EHbEASH
BEHIPH N (10.0g/dLEA F12.0g/dLKIM) Tdh - 7= 8k
BHoE A, 60.0%(15/2561) T - 720
BAVERH A GBI 2568] TRITEH I & S Nk o 72,
17.1.4 EREE M HHEER (ESAD S DEIF )

TR AT A IMALENT B 22901 & i,
BRME LTI NRELF Y TV 7 E2RELR
TH M ERER 2 92 U7 (P51 5238 ) o
AANIIAIE75meg TR HEB L. HEEHLAE
(10.0g/dLYL _E12.0g/dLA ) ##iFEd 5 & 5. 5~
200mg D HiPH TR EHIM L 720 T ORES, SR
W ($£5-33~363) Db TRO L BY T
HY, AFDOFVRRZF Y 77 71203 5k
LYEAGE S iz,

1254

120

FUBEAEDA 19t

a T
FARVEE R
=
g o[ 1| bbb
& w0 L] H A e
=
95
9.0
Ne274Y2 4 6 8 1012 1416 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52 (1)
—O— EYF2AY ---O---FLUNKIFY FAT7 |
ARFH FNVRELF ¥
(153%1) 7NV 7 7 BE(7661)

AT ST R (32 5

33~363) D1 10.63+1.34 10.77=0.78
Hbfili [i195%45 | [10.42. 10.84] [10.59. 10.95]
JRIX ] (g/dL) *!

N—=RAFGA4 b

.. 014+14 0.07 +1.

OB (g/aL) | HEL 007100

AL R OB 7

[ B 95% 15 WX -0.13[-0.46, 0.19]

] (g/dL)

%1 0 I = R R 2
W2 A A E

F 72, BRI ($25-33~3638) O Hb A H
PEHIPH N (10.0g/dLEA F12.0g/dLA M) Th o 7= 8%
E# 0B A%, AAIREES.4% (100/1536)) . 7 U
RILF ¥ TIV7 7 #789%(60/7681) T - 726
AFIIE T 2 Ak AP G0 O BIE F S BB B
5.2% (8/153%1) Tdh - 7z BMEHIZ. LD 9 WA
FRNBE, MBI, TR, B2, OERISTHS T
e, NEZ0¥ A, KH )y AddE. IR,
395 £0.7% (1/15361) T - 72,
(BEEEREE)
17.1.5 ENEE I 5%
BRI A3 5 B EN BESIB xR & L7z
I H BB % 920t L 7= (B 50« 3638 1) o AH]
1H 1M 75mg THG-BIMA L. HEIHDAE (11.0g/dL
YL 113.0g/dLA ) Z RS 5 £ 9. 5~200mgd
HPHCAE I L 7o A RIE R x5 515161 (ESA
RiBFEDOBE26), ESAD S DOYE 2 MHE4951) 12
BT, VARV T —HEZ. 54.9%(28/514]) T
23)0 f:o
X o FRM 0 R (P 5-30~363) D3 HD A AT H BE
HbfENTH 5 2 &, G-l s o 50% 2L o>
Hbfi2s HEEHbENICH 5 Z & SR o
T T CICRAHH GRIM BRI IZESARS:)
EZFTOVARWI ED30oDHRHEE TR Tz
KR Sk E



A 1B (¥ ZX—L v N§E25mg)

T 10082 [108% (PTP) % 10]
I T[l (ZZ—L v FE75mg)
JT O 10082[108% (PTP) x 10]
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F 72, FHIEI B b (P2 5-30~3638) O FEIYHbAEAYH

PELFH N (11.0g/dLYL E13.0g/dLAR i) TdH - 72 4% 24. WHEREROVE VS HEL

&
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—
3
=

—_
=4
=]

Hbfiti (g/dL. F34fli=SD)
g 5

BFDEEIZ. 66.7%(34/5161) T - 720 TRRES RS
24k EEA T S 0 o B/ S BB &, 23.5% WA VGRS c AT AN, T A= a v
(12/5180) TH o 2o ELEMEMIZ. 9 o HEOA T530-0001 K Tii AL X A — 1 H47F 95
£:3.9% (2/5141) T - 726 N4 TOVERFIEE RO BRWE b
#7#50120-106-398

18. ERhEIE

18.1 {E &R 26. BLEIRGEEESE
BYF2AFy ME, KBEFERT- 70 VK 26.1 B4EERSETT
FRALI% 3 (HIF-PH) Z BHE 35 2 L& o T, MlHMH N4 TV E R At
FRETCHIFZZEL L. NWREZY) 2AuRz T KB AL XA =T H47%9 %5
v (EPO) % #538 U CTRIMERFEA: 2 itk S 2 56

18.2 FRMIKELE/ER

EBYF2ARAY Yy FEIEFHT v b, A IR VITHR
FI35- L7z & &, IM3EPEPOBEE @ 1A K O R LBk
AR (NEZBE ViR, A b2 Yy MERD
MR M ER DB 3B D SNz T2, EYTF 2R
7y bEBWUEIMS v PEFVICRIRG L E &,
BIMLOF B B OSBRI R AT H 7z,

19. B2 (ICBAY 2 IE{LFRIFNR
—MREF TV F2 A5y FF MY T A
(Molidustat Sodium)
1tZ4% : Monosodium 1-[6-(morpholin-4-yl)pyrimidin-4-
yl]-4-(1H-1,2,3-triazol-1-yl)-1H-pyrazol-5-olate
F3 0 CisHisNeNaO,
FE : 336.28
R ARRTAM~HHRAGMOBKTH %,
BER

zZ_ ﬁ

~

21. &ABE&H
PRI R 7 B HETH 2 g o b, BMUNCE_T S &,

22. ‘A
(¥ X—L v F§gbmg)
100%¢ [10%€ (PTP) x 10]
(¥ZX—Lv N§g12.5mg)
10082 [10%¢ (PTP) x 10]



