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) B _ 9.1.2 BREDH 5 BE
2. BB (ROBEIBHEIL LV L) BHIBLTEY A2 bR T4y b ETHEET S
2.1 Bib 2 FEpAERE S & 0#(9.2.1 B Lo Bl nitla 7z LB NS CE ST D, &
2.2 ARORS I LBBIEOBEROS 5 BH RBEOBALIS £ ) SRR % T HAER B O BAL 2 K
L b, [8.3.1, 8.3.2, 11.1.1 B
3. 8 - IR 9.1.3 DEREBDH 5 BE
3.1 MK LRBAENT 2 BZND DS, F72. BHERELND S
AN I bhbBENDEH S, [8.3.1, 11.1.1 &MH]

14§ (100mL) H
HiR T¥IK>

HifcikAKFEF ) v A (20mg). AL
FRU T A -V AT A VIRERE KR

30mg (10mg). KL+ U7 A, )V
3.2 BFIOMR
YIRS 2B
2 pH (BT 15 B
WEBEHOW | 3848 @1

4. ZHEERIZHR
BRI (S HF S MRAEMR. BRAEEEERE. HKEEE
BEOYE

6. RERUVAE
WL A TIE 14 (IR & LT 30mg) %. 30
3T 1 A 2 MO siEHEE 4T o
FEIETR 24 WEM LA e G- 2 s L 5010 14 H DI
9%,

BELEREE

A KFOFGE, RFNZET 2 0 R Ak O g 0 i
SRR 2 FF ORI & OMiHED L L TITH 2 &,

8.2 HHICHE L Tid. BEXIZZNIAD Y 155 WY 22 H1C
LTy AFIOEIERSICOWT 542327 2 &,

8.3 AMERREE LB R E OMITE, B2 IR,
PE A NEEFE R (DIC) %% &b, iy ks %
EBLIENDH L, INSDRERTIE, BHEREREE, T
FeREss, I R S5 % MR IS S8 B8 2 TR e el SR &
h’(\/‘%}o

8.3.1 MiftE D2 A EALIE, BG-GB+ 52 &
MWD T, PRI G- BEH R 212 BUN, 7 L7
F=>, AST. ALT. LDH. CK. #RILEk. WM/ DR
BEREMAS . IFRRREMUA 2 IR 2 9 5 2 Lo AH
Pelirpd BRI, PRSI T OV I AR A % SR S
FEhE L., HH5BEIMBEL T RBEETH 2 &,
[9.1.1-9.1.3, 9.2.1, 9.2.2, 9.3, 11.1.1 -11.1.4,
11.1.6, 16.6.1, 16.6.2 ZH]

8.3.2 H 5 IRYE S O AIHE % FS0E L. PUEWH % bR
L7235A00d, Mo &2 HEICHET L, &5 %k
Wy AHAROEIINCRE R E_T A &, T2, Y
MTHOHEBOMAEZERL THEZ H5ICT) 2 &,
[9.1.2, 10.2 K]
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HENTWS, [8.3.1, 11.1.1, 16.6.1 =H]
9.3 FFieeEERE
R RERE EA AL T 2 BENDDH S, [8.3.1, 16.6.2 =
1]
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) rF YL MR T ET A 2| PUEWE & o
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11.1.1 2MBEE (0.26%). *70—EERE (0.02%)
EREREIC T T R ZIREDRERDTRD SN2 GE12E, E
HACHG R W L. BRS0BS54 Ak LR
PHETAHEMEDEEED D &L THY ZUBELZTH L,
[8.3.1, 9.1.1-9.1.4, 9.2.2 &H&]



11.1.2 BIERFR CHEARH). FF#EEEEE (0.24%). BE
(BHEEANH)

BRI 9845 D FfE 2 IF 46, AST. ALT. ALP. y-GTP.
LDH., UL VD3 L v ER 204 FFERERE, HE
BHOELNLI DD 5B, [8.3.1 BIH]

11.1.3 MM/ 4 (0.08%). FERIERID CHEARW)
[8.3.1 BI]
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14, BRALEDZERE

141 FEHFARBOXE

14.1.1 PUREEOFGNE (V7 EXA, 7= M ¥ F Y
L) ERAELGZVWIE HETLIEWDH D,

1412 hVVI2BA)VILERELEVWTI E, AEWTSZ
LD D

14.2 EEIRE5EFOER

14.2.1 @A 00—, 7 3 7 TR & ORA U F—R K
PHORHIL BT s, BETLE, ZOBRIY IR
DOWER T2 KT I E2H 5,

15. ZOHOEE

15.1 BRERERICE D 158

ARFNBe G- d B\ IZ B 51T, INZER O FEIE SN P i
WD SN2 DHEDRD 5,

15.2 FEERAREAER ICE D < 153

24 BERI R e R X B 4 X 28 H M #5385 RER I B W
T, 60mg/kg/HUEDOHET, 4 X 39 B B8 S-
FMREBICBWT, 100mg/kg/H U Lo HE T, MUEBIE
DOIRE, BATREE ORER L O EAARMRA 12 B 5 KR
AR O (FR) ORSAEATE»BIZ S iz L D
HH 5D,

16. EMENEE

16.6 HENEE&+HT2EE

16.6.1 BigeEEE

R AR (6 B1). PAREEE ARk (8 B1) UL
REIEHH (8 B) 1T ¥ T K ¥ 30mg % 60 43713 T MLl ik
WG L7z & & ol RZEACIRIE E O 20 5 Ko 7285 2
—ZIEROEBY THHY, FRGEREORIE IV, te O
WHBERET 2 @A RD 5N, BRELEWZEICHT 2
Cmaxs AUCo-o DM O I (0% EHHIX ) 1&Fh 2 g

R OB BE BB B % T 1.150 (0.967-1.366 ) .

1.202

(0.991-1.457), 4§ JERE B AE RS 54 T 1.247 (1.063-1.463)
1.294 (1.083-1.547) Tdh o7z, [8.3.1, 9.2.2 BH]

F216-1 HYWEEE NS X — ¥ (BEiEREEY)
ST E S S A i R Bl
IR 7 A gt s petpans| T L | e
Comx (ng/mL) | 545.4=92.50 | 593.2+115.4 | 475.9+95.32
AUCoe (g | 7o) (4155 6 | 826.4+149.4 | 644.9+153.1
h/mL)
2 (b) 5.38<6.04 | 7.3145.83 | 2.87+0.38
(mean=S.D.)

I © eGFR 2% 60~89mL/%/1.73m?2, 145 1 eGFR %% 30~
59mL/%/1.73m2, 1E% : eGFR=90mL/%/1.73m?

16.6.2 AFHgepEEE

(1) FEEAFEREREE (6 6)) JUINFHREILEWE 66) Iy
AR ¥ 30mg % 60 552 T HL SE IR S L7z & & o g
REACARIEE DR D HRD NG A= F BRDOEBY TH
ZDZ)O Cmax &(ﬁ AUCO*OO@%'{qquQﬁEO)J:t (90%1§¥ﬁgﬁﬂ> zi%
Nz 1.203 (0.819-1.766) K" 1.190 (0.835-1.696) TdH -
72 [8.3.1, 9.3 ]

F16-2 EWBRE ST 2 — 5 (HENERERER)

SEMBRE S S A — ¥ | EEEIFRREREE JF BB

Cmax (ng/mL) 347.6+146.8 280.3+101.0

AUCo-~ (ng-h/mL) 497.0+183.8 416.3%165.0

tiz (h) 3.88+1.12 9.51+6.62
(mean=*S.D.)

HJ¥ : Child-Pugh 474 C

(2) BREENTHERERE S (8 H1) . AR IR EE (6 61) LI
HeREIEH# (8 61) I ¥ 5K > 30mg % 60 2323 C MLl il
MR G- L 72 & & ol rp REACIKIRE O 2 6 K 7285
A=ZROLEBYTH B2, FHEEER HICHT 5 Coaxs
AUCo- DBATEIGM D (90%EHAX ) 13 % N2 i F4%
AR T 1.203 (0.992-1.458), 1.065 (0.860-1.320),
SRR RERE 95T 1.235 (1.003-1.521). 1.142 (0.906-1.440)
THh o727 [8.3.1. 9.3 ]

#£16-3 FEYBE/ ST A—5 (BEE, DERIFRGERE )

e —— o T p
il T e L Ll L P e
- i iz

Comax (ng/mL) |538.1%182.3 |533.4+88.57 |429.0+44.36
AUCoe (g |707 61069 0 |751.5+148.3 |654.3+107.2
h/mL)

tie (h) 3.14+0.58  |4.37+1.90  |4.70+6.92

(mean=S.D.)

FEHE @ Child-Pugh 43781 A, W58 © Child-Pugh 47 B
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Nl M0 2 M AL % JI L C 2R3 %o T g8 St N Al &
nad,

19. FRAICEY 2E{LZIAMR
— LR TS TR
(Edaravone)
1b24% : 5-Methyl-2-phenyl-2.4-dihydro-3 Z-pyrazol-3-one
55 ¥ . CioH10N20
o 174.20
PR B~ AR oSO SEOR KR TH D,
TF 7= (99.5) EEERE (100) @R 3 <, K
IZEITFIZ vy,
{b2PEE

A 127~131T
p H:20mg % /K 20mL (22> L 72 ® pH 13 4.0~5.5 TH
%o

20. RV EDEE

20.1 BN ORENZRIF T2 0RBEAZHALTVWLDOT,
AV IR TRE L 2w o T2, BERIEER IS
HHTAZ &,

20.2 SVEEEPNIIHFA L T2 BERRAAI Om2s, ¥ v 7 DAk
STWAGHIIEH LT &,

22. ‘@
100mL [104% (V7 b Nw 7, BBEAAD)]
23. FEX®H

1) Nakamaru Y, et al. : Clin Ther. 2020 Sep; 42 (9) : 1699-1714

2) Nakamaru Y, et al. :Clin Ther. 2020 Aug:42 (8) : 1467-1482
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