20241 BET (316D

BRER (JU—SIAIVRARD I v —) A EEBRIRES
e p— g2ea 87119
\ BARES I49S5RVEMR
B & EERE — e
AR : 3% T3SihJsmEsz v 30mgNS.
M EEERD Edaravone Bag for I.V. Infusion 30mg “NS
ARES | 22300AMX00128000
F) ER-EMEOAFEILVERTLEL BRocFAtA 20114E6H

2. B2 CROBECIHEELALNCE)
2.1 BELEMERENS S EE [0.2.1 S0
2.2 AHIOHS I UBTEOTERED H 5 BE
3. #HRk - MR
314
Bk T XS R AEEEN Y 730ng TNS)
o AAEE ST 458> 30ng
AR (158100nLe#)

HAREKE T MY U A20mg, 7 TV EKFIYIS0mg, 1AL

IR | B UV A860mg, AKER{LT B U T ALY B (1£R100mL
#)
3.2 EFHIOMER
ioga) TH TR AMEENNY Z30ng NS
® R EABHADE OKIEESHHD

pH 3.8~4.8
RZEEH 0.9~1.1 (EHEEERIIN )

4. DHEEXITHNR
ﬁﬁ%%‘fiﬁﬁl:ﬁi%ﬁﬁﬂi\ BHEEEEFES. HiEREDWR

6. AERUEE
BE. RAIIEIR (Z&FR L UT30ng) %, 30523 TIH
LD AHFFHERIT D
FERERR 4RI 5 2 FtA L. BRSEIMIXI4AEINE T 5,

8. EERLGEFHITR

8.1 A EIZ, AFNET 5 +5 R AR OINFEZE DIRFRE R
EROERMEDEBEDE L TITS 2 &,

8.2 BREIZEL TR BEXIIZHIIRDY BB RFIIHLT,
AHNDBWEAEIZ OWTHAREHHAZIT 2 &,

8.3 AMBEREXIBEREREDOHEE, EELFEE. BEMLE
WIREEBREE (DIC) M3hShh, BMLRBE/LEEZehdb
5, INSDERITIX, BHEEES, FHEES. IKESE:
R R 2 ERVEFPRE SN TV S,

8.3.1 REMORE LB, REFMBIHIHETL I enE0
DT, BREFIXIIREFBEEDOMIBIN, 7L TF=2, AST,
ALT, LDH. CK, sRIMERK, M/MREFDERERE. FEERERD
MEREEERT S I L. KFRESHE, BRERE. FHEER
BRCMBREZHEICEBRL, RERLMEL THoLBiE:
7528, [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 BREHIIBREYEFOAIHELZRIEL, NIEMEEHAL LS
HITE, BRERROAE 2 EEIRE U, K52l T55AI1E
FHCHEEICREZER D 2 &, £/, BRERTROEROKRE
EEMLUTEEETMTO 28, [9.1.2, 10.2 3]

8.4 FERITIGU TV EHHTREERT T LEEERTH L,

9. BENDEREZEIDEEICHTIER

9.1 GHHE - BIEESENHSBE

9.1.1 Bk 5EHE
BRECELLEEEMET S I L, JUHERSPEHREESO
BALERT DD D, BN/ I LT F =V HD SR EKCIRRE
PROONBETRIBGW LB L 2 L5600 HEINT
W5, [8.3.1, 11.1.1 &H&]

9.1.2 BERENHDEE
BEIZBRUTIRVAZERA T4y bet+HEERTEI L, BH
B % = LB HREIN TS, £2FREOELIZK
DAMBEEPEREREDELERTIENHS, [8.3.1,
8.3.2. 11.1.1 &H&]

9.1.3 IMREDHDEE
DEENBLT 2B H D, /2. BHEEEEND SDLID
BTN H5, [8.3.1, 11.1.1 BE]

9.1.4 SEREHEE (Japan Coma Scale 100LLE : RBLTEE
ELR) ObdEE
BEIZBUTIRV A ERA T4y b et+0EETSH I, B
MRl % - L 500% <MEINhTVWS, [11.1.1 2]

9.2 BsEEEE

9.2.1 EELEBHEEZENHEE
BELRWZ , BEEEEENEILT 28T H 5, [2.1.8.3.1

9.2.2 BHEEEEDNSSEE (EELBRARENDHDEEEMR)
BEIBEULAEEHEEMET S I, AMEREDSHERED
BERTIENH B, BITHERIOBIN/ 27 L 7 F =V EDE W
BETHBGN AL 2 L5003 < HEIN TS, [8.3.1,
11.1.1, 16.6.1 &H]

9.3 FTHREEEEE
FrHREEENELT 2 B Fhhidh 5,

9.5 {FiE
BELURNI EMNEE L,

9.6 =R
BEEOERMER CBARBEOERSE 2 ER U, IO UL
FibEREFETEZ L, BMER (v M) IZTBVWTAFIOAHH
AMEDSNT VS,

9.7 INR
INREE RIS L U ZZBRRRERBRIIER L TR,

9.8 SENE
BlIfERADD & b7 BE& 3%k E52HIEL., EYRLBEITH Z L,
— R EEE I EEENMET LT Y, ez -y
BHINL S |EINTV S,

[8.3.1. 16.6.2 &H&]

10. HEFA
10.2 GHRER (HAICEEISC L)

AL E BRI - HE A W - EREF
EWE BHRERESEET S | HFRITHTHED, K

(7 7JV Y MY | ZNDHBDT, HHAT |FIEEL UTEBRE»SHE

VA, &7 AFT LR | BBEITISEEICEERE | HINS LD, BT
B, URIVY V) | MEEERT SR EEE | ONEME L DHAICL
MU L) EHAITI 2L, V. BREAOSEI R
[8.3.2 &R THARENEZSN
%,

11. BIfER
ROBWERANH 60NE I ENHBDT, BELTHITV, B
EPRBDONZGE IR EEHR LT R EHE D LLEETS 2

&,

1.1 EXEER

11.1.1 2EERE (0.26%). rI7O—CERES (0.02%)
ERRHE TR R OZREDIERDBD SNFEITIE, BEDICH
Hzdibl, BEET2DBRICTORANB L RREETHEM
LDEEDE L THEYLLEEITO 2L, [8.3.1, 9.1.1-9. 1.4,

9.2.2 BH]
11.1.2 BUERFR BEETRER). FAREREE (0.24%). ®E (BHEFR
BA)

BISERT 5% DEREZ2IFZ, AST, ALT, ALP, v-GTP, LDH, ¥V
CVEDELVER 24D IFHEREES, BEND GDND L
H5, [8.3.1 2]



11.1.3 fwiviRiEA> (0.08%). FRAIBKIEY (BREREE)
[8.3.1 ]

11.1. 4 BEEMEPREREREEE (DIC) (0.08%)
FETEME 8 IR EEERE % 58 5 MIKFT ROERD D 6 b /=5 &
12l BE5edEL, BYRLEZTI 2L, [8.3.1 2H]

11.1.5 RthiEE HERH)
FeEh, LK. [RIREEE, MOEGREE &0 S SMMEE D S hh
BILNHBNT, BEDREETDIBEL, ZD&5ER
BHobNEGERIZIE, fEEHIEL, BIERERLVE VEIRS
EDBYIRNEETI Z &,

11.1.6 HERGEIRSARE (SEETE)
FipE, iR CKER. MARORH I A0y EENRD
SNBEITE BEEHIE L B RREBEETS> 2L, [8.3.1 &
]

M.1.7 23v9, PFI1453FI— (WTNEHEETRH)
Yavr, VF74 5% Y— (FRE. LEERT. PREHESE)

WNHShbhd I Lndd,
1.2 ZDOthDEWER
SHBLE 0. 1~ 5%k SR
s 5, R, [ (SMBEM | &k BB, <
W %) >
FRIBREA, HIMERIES, [Ek
. B, AT Yy MERD, A~
EZOCVEAD, M/MREEM, 1
INBR A
TESHERAL TESERS. AT FARER
ALTER WEVIVEVEER, ASTER, |vBaE) ) —
T LDHES, ALPER., v-GTPLE. | VB4
EUILE VR
. BUNER, MiEREEER. MER|ZR.ZV7F
KT, EAR. MR —VER
Hikas B g
S, MEIVATE—VER, [[WEHY T A
MmEIVATO—IET. NV Z | LR, 5EE
20M Vo4 RER, MEREBER
A CKES. (KET, miEHv ™
DMETVRF T R REG M, #usk,
MEESR., MEHIVY T AMET

) HRBEER, BERERATOWEREET.

14. BALEDER

14.1 2MEHESER
. TLARDAEE (OM) IZEEIZD-SKVHETI &, £
IZHIL 72354, HIY FOBEARMERNOER L 225 8Z1hNdH
%, £/, $HIE—EFIE)RUAII RN L,

14.2 EHRFFRIFOER

14.2.1 FEEEOENE (DT ENSA, 7z b v F M) T L5%)
LIREULRWZ L, HBETRIENH DB,

14.2.2 AV V IBBAV T LALEREALRNWI L, AETI 2B 5,

14.3 FEFHESIFOER

14.3.1 EH0V) —#pE, 73 ) BEAL OREXIIFE—RENSD
HEILRNZ L, BAETRL., TOBIXIKRVDBEEERT 2
kT Eenhb,

14.3.2 BHROBKY IFHZL U THEATS L,

14.3.3 BSHIIRETH 5,

14.3.4 BIRIIFEH LRV L,

15. ZOfDEFR

15.1 BREREERRICE D <15
RENG 5 H D B VIRERIT, BEEE DBFE IR & M FE D
SNz DHRENRDH 5.

15.2 JEERARERBRICE D <15
AR RREEIC LD XHEKRSESEHRIIE VT,
60mg/ke/ B EDOART, 1 X3GBEHRER OB SEMRRICE
WT, 100mg/ke/ HEL LDFET, HREWEDIRE, HITREED
EREOREERREICS T SRR R OEH (HR) O
IRERMENBIRE I N L DHREDVDH 5.

16. FmEhk

16.6 HENERZRI DTS

16.6.1 BHEEREEE
BEEHREEEE (60). FEEBREEEE (80) NIBHEERE (8
BT AT R 30mg % 6043 5> 1F TEAELRMEEARAIR S U 7z & & DIk
ZIRBEDHEB N S RDZNTA—RIIRDOLBY TH 5B, BihrEE
DRREIZHED, 1D FIEIZERT S EENFRD SN, BREEEEEIC
39 % Craxs AUC-- DIEMFLEIEDLL (OWEFERXME) 132 T hEEE R
FEEEETL 150 (0.967-1.366). 1.202 (0.991-1.457), HEEBEHRERE
FET1. 247 (1.063-1.463), 1.294 (1.083-1.547) TH -7z, [8.3.1, 9.2.2

AR

BN T A — 4| REBHEEEE | FEEBRERES| BHREER
Coax (ng/mL) 545.4+92.59 593.2+115.4 475,995, 32
AUCo- (ng - h/mL) 771.0£153.6 826.4+149.4 644.9+153. 1
tiz (h) 5.38£6.04 7.31£5.83 2.87%0.38
(mean=£3.D.)

BXEE ¢ eGFRAY60~89mL/43/1. T3m°, HHEERE © eGFRAY30~59mL/43/1. 73m°, IE
# © eGFRZ90mL/43/1. 73m*

16.6.2 FFigsEEES
(1) EEFEEEES (661) XIIFHEEES (661 45K 30ng%
60 M ) T ERE SFEEHRAIR S U /- & X OISR REUKIEBE DHER »
SERDZNG A—=RIFRDEB Y TH B, Crax R OAU - DEAFEIGED
Ee (0MEREX ) 12221, 203 (0. 819-1. 766) K TF1. 190 (0. 835-1. 696)
Thol, [8.3.1, 9.3 BHE]

SEMEREINS A —& HERAEEE JFREREIE R
Coae (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=3.D.)

EE : Child-Pughs#EC

(2) BEFHEEEE O], THEREEEE (65) SUIFRREERE 8
Bl) 12T &T AR 30mg %6000 ) THEFFEEIRAR S Uz & DMmiEs
RERBEDOHBED S5 RDZNT A—ZIRDL BN TH DY, ke
BN T B0 AUC-DE(TFIMEDLL (IOMEXFD) 1d T ez
[FRgRERREE B TL. 203 (0.992-1.458), 1.065 (0.860-1.320), HEFERF
HREREEE T, 235(1. 003-1. 521). 1. 142 (0. 906-1. 440) TH > 7=, [8.3. 1.
9.3 2]

MBS A — 4| BERKEEREE | REEIFEAERSE | IFREEE
Coax (ng/mL) 538.1%£182.3 533.4%88.57 429.0+44, 36
AUCo- (ng - h/mL) 727.6%262.0 751.5+148.3 654.3+107.2

tiz (h) 3.14%+0.58 4.37£1.90 4.70%6.92
(mean=3.D.)

B © Child-Pugh#34FA. % : Child-Pugh%4HB

18. ZupEE

18.1 {ERItR
IEITRVIINEEETH S, 7V — T I AVBREICLY ., MR EERE
LEMHILTENT 5. MIEESMHIERI NG,

19. B3R ICEAT 2IMEFERER
— R HR - =& SR> (Edaravone)
1b2£4 : 5-Methyl-2-phenyl-2, 4-dihydro-34#-pyrazol-3-one
AFN 1 CollN20
SFE 174,20
HER

N

HsC Q

¢}

MR BE~BEAAORERXEREOMERTH D, T4 —Ib (99.5)
XIFEeES (100) 1THEIFRFLL KITEHZ W,
Bhos:127~131C

20. BURLVEDZFE

20.1 BREOZEMEEERFT D -OBBEFEHALTWEDT, SRILHEA
ERTETHE LRI, /- FHBIIEDNFERTLIZ L,

20.2 AT OBEAIZIMER LN L,

CHANEDIEHEL TV 5 L XPARBENRHE LTV L X,

AV —8— (EVIDiER) NEE~FRIIEBLTWSLX,

- ARTRICIEE, IhERe CBEEIRD oL X,

C ALREDOY—INEHPN TS L X,

20.3 1 VUr—4— (EV7DiH) 2 EEIZEMNES/-OEHEHRIIIS
Iz,



22, ax
100mL % 1082 [BiEESRAI. BRSRMAIFIAY ]
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