* 20264E3 H RT (BB2hR)
20244F2 AT CGRLARD

R FE A
(ZY=SZPHINARARY D ¥ —)
MAEEERD

BEEEH
ISR

AFEEERIEES
87119

L9 o/ sz 30mg /Ny o =1,

EDARAVONE INTRAVENOUS INFUSION 30mg BAG “TOWA”

Ik EIERE
AR ¢ 35
) B -EMFEONLZIILIVERTLIL

K& | 22300AMX00688
oL ) 20114E11H

2. B2 (ROBEHEICII‘RELANIE)
2.1 EERBHEREDH Z2EE [9.2. 1]
2.2 REFN DRkt U BUE OB D H 5 B34

3. HARK - K
3.1 ¥k
. 148 (100mL)

AR HJE A TIR D ceeeeeeeneeneie 30mg
WHREE/KTE T DU DT L ceerrrrrreeneins 20mg
L-2 251 yiﬁﬁﬁiﬁ7k*u¢@ ................................. 10mg

I FEAL T R U T Ly veeeereeeeeee 900mg
TKEBAL T R 1 BT Ly oeeeevmmmmmnmeeeeeeeeeeennnii 16mg
DHFAERAI OKBRIL T N U DL U ) oo R

3.2 HH DMK

PEIR B OW

pH 3.8~4.8

BT L (R B AR S 5 b

4. WMEEX(IZNR
PSR (T S wiAEIR. ARETEHFRE, #EREORE

6. RERUAE
W, RACLELE (LY T8> ELT30me) %, 30573 T
LH 14 208 O R#HE 21T D,
FERERR2ARRILINIC G 2 Bt L. G HIRIZ4ABN E T 5,

8. EELEANEE

8.1 AFIDE 513, AFNTBT 2+ 40 7n 3%k T QAR ZE D IR
EROEMEDOEED S ETITO Z &,

8.2 HEITHL TR, BEXRFNITRDDEDEYIREFITHL T,
AHNOEWEREIC DWW T HaRaiET> 2 &,

8.3 SUEBEE I B EOHE, HEATESE, BHEMtnE
NEENEMRERE (DIC) 2dh 5hil. HMRREzELELZE0H
%, NS OEFITIE, BHERE, FHEERSE. mikkESz
[FIFIC ST 32 B 7 B S S S N T B,

8.3.1 MAEMO MR E(IL., HEHAIMICHERT S Z LN
DT, HEHT IR 5HBHESRMNICBUN, 7 L7 F =2, AST,
ALT. LDH. CK. 7RIfi¥k. Ifi/MRZEOBHAERT. FFHAERT &
ODIMEME % LT 52 & AFIRGH S, BFHEIERT. b
WA R O MEREZEENCEBL., H5EBH/E L TR
S5 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. 28]

8.3.2 HEHITHYYEZEDAIEZFIEL . PiEWEZMEA L85
B3, BEMGEONEEEEICRIL, BEE2RETHE1R
BCHEICREZ2EBT S 2 &, /2. BSRTHOHEEIORE
BEML TEHEZ /TS 2 &, [9.1.2, 10.22:1]

8 4 JERICE U TL D EHIHITHREEK TTHIEHEETDHI &,

9. BEDEREZETHEEICHTIEE

9.1 AHHiE - BIEBEEDH S EE

9.1.1 kDb BEE
BECELEEEHZ2HET S &, AMBRESERAERED
HBLEET I END D, BUN/Z L7 F U ehiEmnis EfikIREE
MO LN EBETREBEMWRREEZEDHNL<HEINT
W3, [8.3.1, 11. 1. 1&]

9.1.2 BREFEDHDEE
BHEICBELTRURZERRXT 4y bt nEET LI &, B
M7tz EDHNE<BEINTND, 2HREDELICEK
DatEEECEHREREOELERT I ENH D, [8.3.1.
8.3.2, 11. 1. 1&#]

9.1.3 WNREDHDEHE
DREBNELLT 2BEFNNH 5, /2. BEERENOSDNS
BENEDH B, [8.3.1, 11. 1. 1BH]

9.1.4 SEMLEMMEE (Japan Coma Scale 100LlE : FIHLTHE
LA OHdEE
BHICBLTIIVRZERR T4y het+nEETLHZ &, BH
M2 ZE 72 EDFMNL<HEZTNTWS, [11. 1. 1ZH]

9.2 BHEEEEE

9.2.1 BEEABHEREDHDES
BELRNZ &, BHEERENENLTIBZTNND S, [2.1.
8. 3. 1]

92§%%%E§®56%%(E%E%%%E%@ﬁé%%éﬁ
<
BB EEEHEHET S 2L, aMBRECBEKAERED
BALERT I ENH 5, FFICBRGHIOBUN/Z LY FZ 2 HatEn
BETEEOMNBREZ - ER0NL<HEINTNS, [8.3.1,
11. 1.1, 16. 6. 1]

9.3 FFiEEEEE
ATHERERE ENN B LT 2 BE NN H 5, [8.3.1. 16.6. 2% H]

9.5 iTi®
BELAEWZ ENEEL W,

9.6 RILIF
IR EOARMERORARBEOAEEZEZE L. A O U
hiEEREFT D2 &, BMER (v b)) KBWTAFOANT®
ah@EL LTS,

9.7 NRZE
INBEEZ IR E U BERRBRITERL Thin,
9.8 EilRE

BIfERR S ShN=haidkEG2hib L, BYRNEZTS &,
—fRICE I E TIXAERERENMENL TH0, BdmiakEziz s
RN <HETNTN S,

10. #BE1EH
10.2 HEEEE (HHAICEET A2 &)

FEH4 55 HRRAEIR - H5E 71k W - fabRIdT
FiEmHE BRI ENEET [ HF XA TS % 28,

(77U FR|2BENND D 0| AFITEE L THEE

U Ay £74F7 | C PFHTZHGIC  shltans 20, &

L, ExRS [ BHEENCEERERE SR OPTEYE & ©

UIF Ry LE) | EEETDREBE | FHICED, BEAD
8. 3. 25 1d] EEoATO 2 &, | EHMERT D AR
Co e NEZLND,




1. 8ER

KROBWERNS 5N T ENHDDT, BREZ2 TSIV, BE
WD S NGB G Z2 R IET 278 E@EUIsE %2175 2 &,
1.1 EXAEIER
111 2HEEE (0.26%). *7O—EEEEE (0. 02%)

BHSHEIK T AT AR ZRE DERRD 5 N2 HE I, BHHITH
HzpL, BHEEREOBBEICT RN ERBRZ2HT D EM
EOHEDOD L THY)BUEZITO 2 &, [8.3.1, 9.1.1-9.1. 4,
9. 2. 2%:Hd]
n$zﬂﬁﬁﬁ(ﬁEK%\H%%Pg(Qum‘EE<ﬁEK
Hj

BIGEF 4% O BEE /4%, AST. ALT. ALP. y-GTP. LDH. £
UIECEHDEL W ERZMED FHERSE, HELAHS5DND T
ENiH B, [8.3. 1BH]
11. 1.3 f/MREA (0. 08%) . FEHIBKIEA (BEEEARH)

(8. 3. 1Z:HE]
1. 1. 4 JBiEHME NEBAEEEE (DIC) (0. 08%)

R A L ES7 PR R D Mk B 2 58 S MR AT ALE RS D S b B 5
i, #EEEFRIEL, BEUBLEEZTD 2 &, (8.3 1]
11.1.5 2MEE FEEAH)

FEEL, k. PROCIRIEE, BoSXARELE 20k S B E S D S b
L5ZENHZOT, BEOREZ THICHEL., ZOXSER
NHoLbNEHEICE, #52HEL, BIBRERLEFRS
LOMY)SAEEITD T &,
11.1. 6 HRINERRAARAE OBHEREH)

iR, B&. CKER., M RORPIA70E > ERENR
ig]f:i%él:m BhHEHRIEL, #YRAEEITO &, [8.3.1
M7 2avd. 7F745F2— (WTNHEERH)
avr., 7F 740 5F>— GEMB. MEKTF. FERKHS)
MHLDLNDZ END 5D,
1.2 ZOOEIER

15. ZDDEE

15.1 BRRR{ERICED < B8

15. 1.1 AEEEGHH D W0IEHRE5%IC. IKEROFEFEUIKAH A0 5
Nz EDHEND %,

*16.1.2 AFNIIRNF & U THERBEZG6 L T0D, mEEE TIIImE

BHEL D BRI 2:880E% < B0 5015 EORENH 5.,
15. 2 JEEGPRALER (CE D < 1HHR

2AIFIFRRGEEEIC K B 1 X 28 % G- taBric BT, 60mg/kg/ H LA
FOMET, o X3 KER &G #HERBRICBWT, 100mg/kg/H
DO MET, MEBEORE. 7R S OER &K REEHRREIC
Bg%*ﬁ@ﬁ&ﬁﬁ%(ﬁﬁ)@@%ﬁﬁ%ﬁﬁﬁ%éhk&@ﬁ%
Nd 5.

16. ZEAENEE

16.6 HEDEREHTHEE

16.6. 1 BHEREETE
REBHEEREE 6. PHEEEHRERESE Gf) SUIEHEE
HwE ) 1T SR > 30mgE 6050 T CHE RS IRNE S L
=& EOMmEHREARRE OHBN SRKROZ/NTA—FITKRD &
BUOTHS, BHERETOREICHEN, t 20 FEHEIZERET 5 HMA
MRD 5Nz, BHEREIERHITHT 5 Cnaxe AUCo-00 DA fiE D
b (Q0%fEHEX D 13N F iR B RERE 5 A T 1. 150 (0. 967~
1.366). 1.202(0.991-1.457), W& ERHAEREH T1. 247 (1. 063-
1.463). 1.294(1.083-1.547) THo /=D [8.3.1, 9.2. 28]

EYBREIN T A—5 BEERRERE | hEEE MRS | BRI
Cmax (ng/mL) 545. 4+92. 59 593.2+115. 4 475.9+95. 32
AUCo- (ng * h/mL) 771.0%153.6 826.4+149. 4 644.9+153.1
tyz () 5.38+6. 04 7.31+5.83 2.87+0.38

(mean+S. D.)

B 1 eGFR2Y60~89mL/ 43 /1. 73m%, &5/ © eGFRAY30~59mL/%3/1. 73m?,

1E% : eGFR=90mL/%}/1. 73m?

16.6.2 FHERERESE

(1) HEMFHAERESR 6F) XIFH#EEEYE 66) Ty IHR>
30mgZ 6043 F T HLE] [ RN G- U 7z & & O i R 28 B IR
BEOHBNSRDZINTA—FIZROEBO TH S, CuaxXT
AUCo-c DEMEHMO L (0% EFHX M) 1FFh Tl 203
(0. 819-1. 766) B CX1. 190 (0. 835-1. 696) TH > 7=.2 [8.3.1, 9.3
2]

EMBREINT A—5 TR AR R I B BETE W
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

S5%PAE 0. 1~5% A5 BEREAHH
o %95, MR, A3 (BIWBHE | %R, W5,
B (THE) O
OBk HMERES. (i
- BRI, A% R ) REED,
ANEZOE R, /R,
N
VESERL VTS, AT IIE
ALTER |#EVILE AfE LR, ASTER., |oEY J—
Ffik LDH LS., ALPESR. 7v-GTPL |57 >tk
R CULE SR
- BUN 5. MifilRfe 5. il | 2. 7 L7
H REEAE K. BAR. MR FoL bR
il B TGt
FeEL MO L A7 O—)b ER. | [l U ™ 4
ML 2SO EF, R | E5. 5
TUESq K ER. MiEGER
Zof Wb, CKLES. CKIEF. il
TN S M T AN
Ve, Bud, M ER. mish L
S IE T

(mean+S. D.)

#J% : Child-Pugh/$EC

(2) BEEEfFHERErEEE Bf) ., rhiEEITRRERES (66 I
EHEHE BF) T4 57K > 30mg% 605770 v T Hila] s & IR N %
UL EDMBEPREMEBEDOHESRNSKOIZINTA—F1Z
RDOEBDTH D, FHEREIEHFITHT % Cmaxe AUCo-00 D (T
HEDk (Q0%EHEXE) 13N Z R E T ReREEFEE TL. 203
(0.992-1. 458). 1.065(0. 860-1.320). A 2EERFHAERE EH T
1.235(1. 003-1.521), 1.142(0.906-1.440) TH > 7=, [8.3.1,
9. 3z:]

) BRI, REREEATOMRE SO,

14. BRALEDEE

14.1 SRNARER
$h. JLROKIEES (OF) IKEEICWP-> K DFIT I &, #hdiciHl
L7=%4A. HIDFORAMNERRNOER 2B Thhnd 5, £z,
SHIR—EANR DR LS 7Nz &,

14.2 FRIFRABBFOEE

14.2.1 PKEEOEHK (7 ENRL, 72 M2 F MU T L)
ERALRBWIE, HETZZEND S,

14.2.2 A2V IBAVILERELRNZE, ABETZIZEND D,

14.3 EFIREHOIER

14.3.1 @A0U —ik. 73/ BREAE ORE UIFE BN S DA
ﬁmggmzkoﬁéﬁé&‘%@%IﬁﬁﬁywﬁﬁﬁF%%T:
Em o

14.3.2 REBOHKVIIARELTHATS Z &,

14.3.3 BREHIAETH 5,

14.3.4 FRKIIMEA LW &,

EYBREINT A—5 BIEIAERE | hFEITRERTE | RRETE
Cmax (ng/mL) 538.1+182.3 533.4488.57 429. 0+44. 36
AUCo- (ng - h/mL) 727.6+262.0 751.5+148.3 654. 3+107. 2
tyz (h) 3.14+0.58 4.37+1.90 4.70+6. 92

(mean+S. D.)
2% Child-Pugh/>$8A. "% : Child-Pugh/r B

19. AT ICEY SB{LFIMA
RE

Hw\<i2/<:)

(6]

—f4s : TH 5K (Edaravone)

{k2%44 : 5-Methyl-2-phenyl-2, 4-dihydro-3 H -pyrazol-3-one

53 F3 ¢ CioH10N20

4y FE 1 174,20

R B~ AORKE RO R TH 2, 15/ —
JV (99.5) XI3EEEE (100) 1A 9 <. KiZEIFHIZ<
W,

Al om0 127~131C



20. B\ LEDFE
20.1 BRORERERIFT2OMBELNZHAL TVWSOT, /4813
FAERME TRELRNZ &, £, AERITECHIERT S 2 &,
20.2 IFOHFATIIFEH LN &,
C AMSDSEHEL TV EEPARRMNRHL TV & &,
AV — (E2UOFR) DEE~BHORCEAL TND EE,
- NRIRICIE®E, bl ERENRD N EE,
s LD —=IVINE PN TNS & &,
20.3 1>V —%— (E27OFEH) ZIEFITENE 2 DEHHIC
IHINRNT &,

22. A%
100mLX104% (BiEEHEAIAD)

23. FENH#K
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. e4

24, NHKFERERVEWEDLHEE
BN AR S FHEDI > & —
T570-0081 ARAF~F Ot H&E/T2T H5%155
TEL 0120-108-932 FAX 06-7177-7379

26. BULEHRSEEES
26.1 BIEARSETT

RAMEmRN T

ARFPIEDHEBE2ES

TX-8i



