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Edaravone L.V. Infusion 30mg “Chemiphar”

E) ER-EAEOMSTZIC LRI LI L

2. 2 (ROBEICIFBES LW L)
2.1 EELEHREREOH HEE [9.2.1 ZE]
2.2 KBNOR7 I LBBIEDOBREED H 5 BE
3. ARk - R
3.1 #AmK
IR LY TRV AREER30mg 737 7]
BRI N
(1% (20mL) 1] (E”%) IV IRV 30mg
HHEBAKEZEF UYL 20mg
=g ity 50mg
IHNAE b2 |l RN 150mg
KEEEF Y T L HE
) Uk i
3.2 ®EIDOMR
HR7E 4 I IR EEFER30mg (737 7]
AR - AFITE WAEBIHOW - KHEESH
pH 3.8~4.5
=BT 1 EERERICHT 5H)

4. FHEESLIFFNR
ORfEESERICH SHIFEIR. BREEHFIES. e
BEDWE

6. FiENURE
EE. RAKIENE (Z45K2ELT30mg) 2#E4YED
EEAIERE THBEAR L, 3097 TIHEHS 20 0 S
EEEITO.
ﬁﬁﬁmﬁﬁuWKﬁﬁ%ﬁ%b\&5ﬁﬁmmauma
%

8. EEREXIER

8.1 RAIDHFE X, KENET 215772 MM ORI ZE DR
FEBRZ R OBEM & OEIED L L TITH 2 &,

8.2 \HEICEL Tld. BEXIZTNITADVE L@ 2 E I
LT, REIOBHEASICOWTHaAHHAZITIC L.

8.3 SMEBREIIBREREOEE, EELITESE, HElE
MmEANBEELERE (DIC) P sobh, MaikEiz /-
EBIENDB. INSDEFITIE, BREEMRE. FFia
BE, MREEFEEFERICKET 2EELEN RES
TWa,

8.3.1 MEMOTBEUZELIX. BREMBMIICHET L &N
Z0VOT, BREATIIFRSHMZEP »ICBUN, 7 L
7F=>, AST. ALT. LDH. CK. sRmzk, M/ ks
DEMERE. MREREXRCMEREZ ERY 5 o
KAFRGHTS, BRAERE., PRk IRREz
BAENCEM L. BEROME L TTHoaBlEE2TI 2 &,
[9.1.1-9.1.3, 9.2.1, 9.2.2, 9.3, 11.1.1-11.1.4,
11.1.6. 16.6.2, 16.6.3 Zf#]

8.3.2 HEHITBIUEE OB HERFIEL. FUAEMEZHAL
7SBEITIE, REMTOA B HEICRE L, 52
g ARSI EEZERT S & Tz, &
SH#TRUAEORERER L THEZ T710TS 2 &
[9.1.2, 10.2 =]

8.4 BRI L CLVEMHTREEZKRTIHIELEET S

P

9. HEDERZFIZ2EEICHT IR

9.1 BIHE - IEEZEDH B EE

9.1.1 fKDHZEE
BECERLEGEE2HET 52 &, ANBREPSHK
ERECEZRT ENDH S, BUN/ZLT7F U1
EW7R EBKIREENZED & Nz B TIE B 2 i%E
1o EBHINZ L MESNT N5, [8.3.1.11.1.1 =]

9.1.2 BEREDH D EE
BEIELTIZY AT ERRT 4 v b2+ 3EET S
Lo BBz - EAFNZLHMESNT VS, &
BREOEICK D BUERESLTREREOEL K
FENDH B, [8.3.1, 8.3.2, 11.1.1 &HE]

9.1.3 DMREDH B EE
DEBDPENT E2BENN DS, £70. BHRERELD
SbNABFNDTH 5. [8.3.1. 11.1.1 =H&]

9.1.4 EEREF{EE (Japan Coma Scale 10014 L : R
ULTHRELRZL) DHIEE
BEICBELTIIIVAZERR T4y b 2+73EET S
&, BB e - EARINnZLHESNTVS,
[11.1.1 =H&]

9.2 BikEEEEEE

9.2.1 ERLBKEREEDHDEE
BELRZWI L, BRERENLELTLIBENDPH S,
[2.1. 8.3.1 =&]

&LZE%&E?@E%%%(§%E%%ﬁ@§@ﬁé%§%
&<
BEICR L 2BEHEZHET A2 L. 2EBRESLBRK
HEECE(ZRT I ENDH S, FHITHRSHTOBUN/Z
L7 Fo U HAEWEE CIIBaN a2 & 550
ZLMESNT VD, [8.3.1. 11.1.1. 16.6.2 £HE]

9.3 FH&EEfEEEE

i EERENSE(L T 2B F N H 5. [8.3.1.16.6.3 ZE]
9.5 7
BELZWT ENET LU,

9.6 1E3Lim
R LOEREROBAREOASEE2EE L. BAOH
BXIEhIEE2BETT A2 & BMER (v h) I2BWT
AEIOHABITHRD SN TN D,

9.7 INR
NREE R E LR RARBRIIER L T,

9.8 ST
BIWER & 6 b/ 58 352k L, W% 08 %17
ST, ~RICEBETCIIEFEEEIETLTBY., i
KZefi sz 7o L2002 <|ESNh TV,

10. HHEEH
10.2 HHAEER (HAICERTSI L)

A% BEARAER - FEETT R BFF - fERE T

TEME BHREREPEET RFIIRHTHLH. K
(77 F I |2BENNHEOT,|FlEEE L TEEY? S
Thy BT AFT LRI AERICIIHEMENS 2D, B
ERIE. EXI V) \EICERERE T E OFEME L OHAICEX
>FbU Y LEE) e 2% EBEZ+|D. BEANOGHEPER

(8.3.2 BH] BATH L. THAHEENIER NS,
1. E1EA

ROBWERDHSDONLZENHZLDT, BEZT7I4T
W, BEDPRO SNTGEEICEBREEHIET 5% S s
WEZITH T Eo



BXIENER

L1 EMEEE (0.26%). *70O—UEREE (0.02%)
BHEER TR ZREDERD RO 6 NZEEITIE.
EbICEES2HRIE L. BERERNEOBEICT2 72
LB A AT HEMEDEED S & THY) L NEZ1T
5T &, [8.3.1. 9.1.1-9.1.4, 9.2.2 &]

BIRERTR (BEEAHA). ATHEEEREE (0.24%). BE (H
FEANER)

B GE BT % % 0 B B 7 AT %, AST. ALT. ALP.
v-GTP. LDH, EULEVEDHE LW EFEZ S
HEEEE WESH 5bNH T ENFH 5. (8.3.1 ]
M/RiRES (0.08%) . FEMIERREIL (BEEEANEH)

[8.3.1 ]

BREEMENRELEREE (DIC) (0.08%)

TR M PR EDE AR B 2 5% O M RSP ER D S 5
DNIGEICE BEZRIE L B EAEZTY 2 &,
[8.3.1 2]

SEMEE (SHEAH)

FE MR, RN EE, BEXAREE & S SR
ENHODONEIEFHHDT, BEOREZ DI
BEL. 2OXIRERPD S DbNIBEICIE. &S
kL, BIBREFRLEVABSSEOMEY) 2 0B %
52 &,

IEIEARIARAE (SHERER)

iR, i, CKER. mPRORFI4 7oy
EENROSNEAICIE. BEEPIEL, B0
B2ITH>2 &, [8.3.1 BIA]

vawd, 7FI745FY— (WITNLEEERE)
Yavr, 7FI74 5% v— (ERE. MEETR.
MNEE) BHobhbIENDH 5,

11.2 Z0fthDEIHER

11.1
1

11.1.2

11.1.3
11.1.4

11.1.5

11.1.6

11.1.7

16. FEMENRE

16.1 MonRE
R ASTFSHIICT 5 TR 2 kHElkgX 72 V0.5mg.
307370 C1H2[E2 B RE S HEEIRNR S L7z & & 0
[ 5 1 D P RE(CRRERERS » 5K D 72/3F X —
FRROEBYTH D, EREERDSNLh 7Y,

. 60 TR AT
HEIREIST A — % (541)
Crmax (ng/mL) 888+171
tia (h) 0.27+0.11
tize (h) 2.27%0.80
(mean+S.D.)
16.3 9

16.3.1 ERRESE
ISRy SuMERUIOUM) Dk FMEEHA KN
MITE 7 IV T I T B AL 2% K V89~91%
TH -7 (in vitro),
16.4 {35
BEMABTFROEBRESHEEICBIZ2IY IR OFEE
RBEPALIZATIE &R S h, MEERICB T 2 FEREDIE
MBAasETHY, VlrvarBlagtsBHsni,
—FH RPICBWTEEREDE N7 0 v BaEET
HY. GisashbRo 5N,
16.5 HEtt
BERABTFROBESREICTY IR Z21H2ERHE
S4B s EIRN S (0.5mg/kg/3073 X 2[El/H) Lz & &,
FE G128 M £ TIRFICREA A E L T0.7~0.9%-.
R & LT71.0~79.9%n HEtt s /b,
16.6 HEDERZHIDEE
16.6.1 SiE
65 Ll EDEEBESHIC TS R Y 2{kElkgX /-

) FEEEE I MERTRAEORBRZ ST

14. BERLOFE

14.1 FEFIFRREFOER

14.1.1 RENIFRE U CEEBIERTHERT A2 &, &EHE
PEUCHHREREETHE. TOBRIY IRV OBER
TERT DD 5B,
14.1.2 FUEBEOTHK (P 7E/SL, Jz= b4V F MY
TLE) LIRAELZVWCE, HBTAIEND S,
1413 LV )BAVTLERELZVWCE, HBIT S &
W5

*14.1.4 4 >V —%— (BEHHA . 2 7 E085H]) RO
FRERZANZ RE R 2 HNICHALTWA 20D, ER
ISR LW &,

14.2 ZEIESEOFER

14.2.1 EH0 Y —8k., 7 3/ BEA L ORE LR —&%
POEDOEMEILAEVNI &, BAETAHE, ZOBRIYT
RUDBERTZRTIETDH 5,

15. ZDfhDER

15.1 BRARERICE D <15k
KA G5 HH 25 VG E%IC, MEROBEF IR H
MAED SNz EDHRENDH S,

15.2 FEERAREHERICE D <&
QARFFAFHR RIS £ 51 X28A RIS HEHBRICB VLT,
60mg/kg/ B EORET. 1 X 39 KEROH 55
HERICBWVWT, 100mg/kg/HEL Eo A& T, MUEEEIED
IRE. SITEESOEREREABREICB 5K
i@ﬁ&gﬁ%ﬁ (HR) OMEREEEIBIESNI LD

EDH 5.

5% 0.1~5%KiH A 00.5mg. 3044 T1H2E2H B R E SR A % S
B %éﬁﬁ{g;ﬁ KB (BRBH %f{;_?rx (-2 NI l{f:té‘(}@?ﬂ@ﬁ%ﬁ@mﬂﬁqﬂﬂ%ﬁft%%%ﬁ%#6
T — = KON TRA=FBROEBY TH D, MEEHRE(
ARMEED, HOHES, O I RERA BT & IZITRBICHEL L. SRR
e MEED, A< b2 Y b B onnpoR,
WA NEZO UEAD, M _
VANY iy N1 KA BRSNS A — & R R
VESHES AL EEBRE. ERBRFEER (Gl
ALTER [BEULEYELER. AST[vuey ) —# Crax_(ng/mL) 1041+ 106
A 5. LDHER, ALPER. |5 tz (h) 0.17+0.03
v-GTPLESH. EUILE VR tias (h) 1.84+0.17
B BUNJ:ﬁ\ mERB EFZR, J LT F (mean=+S.D.)
e E“é*%m‘ﬁﬁﬁ EER, MR Eéi’%’* ) ARIOERES N7z EFRIZ0mgToH 2.
1l B 5
= = =7 16.6.2 BiEEESE
FRe ML RTINS )Y AL BEBRERES (6), DSEERERES (3H)
FMEA VAT O—HET, |7 56 VLB S (3]) o1 55 e
NSRS A R ER, i A % HE LB z Z A >30mgx 6053 A
ZDfh BEARD. CKER. CKIE U CHEEREERNES L & S0 mfEhRE(LEAE
T MiEHY 7 LEF, R BEOWRDPORD /ST A=Y ZROEB D TH Y,
7R e, S, [ - BB E DRI, L0 FHEIERT 58
gy MEH VST LET DR ENT. BHEEEERH TN T %Cnaxe AUCH

DHRMPHEEDL (0REEXME) ZZhThEEE
W RERE = B T1.150 (0.967-1.366). 1.202 (0.991-
1.457) P B R RERR R ©1.247(1.063-1.463) . 1.294
(1.083-1.547) TH o720 [8.3.1. 9.2.2 ]

EMEREXT A -5 | BEEHKERE hEEEKEREE ) BREER
Crmax_(ng/mL) 545.44£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
tiz (h) 5.38%6.04 7.31£5.83 2.87+0.38

(mean+S.D.)

B . eGFRA%60~89mL/%3/1.73m? s % & : eGFR

30 ~ 59mL/%3/1.73m?.  IE % : eGFR=90mL/%

/1.73m?

16.6.3 FFigREEEE

(1) EEFHEEREEE (6fl) XIIHHEEEE (661)
12T 45 AR > 30mg 607y & \F T B [E] R # AR Y
BE LU 2omBEHRREMERBEOHER > S53K
&)7:/\05)( “_9Li\(7\'0)&;5 D ‘(‘\35%)4)0 Cmax&(ﬁ
AUCo-- DA FHED . (90%FHEXE) 121
Z11.203 (0.819-1.766) K 1*1.190 (0.835-1.696)
THholz. [8.3.1. 9.3 %E]

EMEREIRT X -5 E S e JFHRELE R
Crmax (ng/mL) 347.6%+146.8 280.3%+101.0
AUCrw (ng-h/mL) 497.0£183.8 416.3%165.0
tiz (h) 3.88%1.12 9.51£6.62

(mean+S.D.)
EE : Child-Pugh##iC




(2) BMEAMKRERESE BF). PEEFERERES (6
Bl) SOIAFREEERH (8fl) ICT¥ T 4K >30mg
260572201 CHREIMMEEIRAR S Lz & EomiE
FRE(LEABEDOHER D) 5RO Z/85 X =413k
DEBYTH2Y, FEEEEEICHT Crax
AUCo DB FHED L (90%FHXE) 12N
FNEEFEERETEE T1.203 (0.992-1.458).
1.065 (0.860-1.320). & ERFHERERESR T1.235
(1.003-1.521). 1.142 (0.906-1.440) T & - 7z,
[8.3.1. 9.3 &&]
HEREISS A — 5 | BRI E
Cmax (ng/mL) 538.1+182.3
AUCo (ng-h/mL)| 727.6£262.0
tia (h) 3.14+0.58

PR T RER
533.4488.57
751.54148.3

4.37%£1.90

FFREREIE R
429.0+44.36
654.3+107.2

4.70£6.92
(mean+S.D.)

% . Child-Pugh##A.
FRZRE @ Child-Pugh%#EB

17. BRERRRAE

17.1 BERVULEMEICET 555

17.1.1 BASE MAEER
RRERTRELAOMEEA I ERE A0 RICT S
5K 30mgX Ik 75t A% HARIAEMEZRSE Lz, 7
T RRBO_EEREMEERRICBVLC, T5
R UBIIHRER, HEEGEHEREONZ 2R L,
BALRREREIC B AEENDEIL32.8% (95%(FH
KPR :20.3~45.3%) TH 0. BEABECTTY 5K
VEBE T T RBOMICHRAESBD SN, ZO
M. FIERAR LN IS 2 Bl L BEICB LT
i, BHARIERE I BT 5 UWERDEII48.2% (95%
(EHEXE £ 26.6~69.7%) Td > 1o REEHIR UFRE
U CIEA L B AR B (Ll L) 13

DEBDTH B,
£l BRERGEBETUBIU L TH - -BEOLE
IYITRUE AT A
Exnaidl 64.8% 32.0%
SEREETORSTALINIC IS A B | (SLEI/125M) | (40@1/12561)
SERE I8 QAR RPN I 425 B 73.8% 25.6%
PR AR G4m0 | (061/39%1)

Fiz. RIEFNCB T B35 ALHNOERE (ARHDSE
&3 A%) (CFHE L 7-#BE T % (modified Rankin
Scale) ICEIL., T¥ IR VBEE T T ARBORICIERL
TRETHEERENRO LN, [£ERZ L] oRIC
BOUTIYIRVEN ST RBEE EE -7 (T35
RUBE:22.3% Q7H1/12141). 75t KEE:10.0% (12
Bl/12060)) 0 Z DN, FAEZ24REBILINICHR S % B
L7cBHICBWT, [2EREL] oRIZFyI R
BE:34.1% (1461/4161) . 75 R BE:2.9% (141/354)
THo7o
BIVEFRIRMEE IR T Y 5KV BETT.2% (9/12561) K
7St RETIL.2% (14/12561) TH o720 T T
RUBOELEER I, FZ1.6% (2/12561) . FFiae
BEE3.2% (4/12561) TH - 7299,
B, MBELEMSESELCEZ Y)Y - BEs
FREIGFAL T W5,

17.1.2 EABEREER
AR E TOLFRERIC B T 3 1E30mgkt SRS 0
ERWEEOWER (WELL) 3. RERT2RERLL
HNOBE*NIBWTIE65.9% (17861/27061) T - 7=
A FEAER24BE DI 0 B 12 BV T1370.3% (7141
/10161) EBRIZEVEZETH 1Y,

Dl FARR ORI E & U CREST2RMNONMEES IS,
P EERRRICEES N, COREREFRICLIBITICE VLA
TR S NIz, BRI OFER, FAER 4RI I 5
ZRBLIERICBO RS EVEE CH o122, EARSN
TERERUHABICB VTR [FEERARKAICRE Z5iG] &
BESINI. :

FAIOER S NI FRERCHEOHH: %E?&ME#FEFJLXP\]L:H%%
Zhm L. HESHEIZI4EENET 2, 1

18. EFNEIE

18.1 {ERER
ERgxILIIAL (-OH) 7Y —FIHLH
EMICAES M EREOTERIRNTFTHS I EI3HEL
WESNTBY, BV LEN—BHB@ERICIEZT S+
RUBRHMIBOBETESICED 7Y —S IV HILDEE
PEMT 5, 207 —5 Y H)VISHMAEEARE ORI
RERfE: 2 BER LT 5 & & 1T & 0 MRS 2 O L C I
BEEEZF ST,

IHIRVIE, TU—T VNN EHEE LURE RN
HTHEMICED. MMl (MENEME - wEliE)
DBRILHEE I 5,
Tabb, MIEESEIION L Cld, MEE. RFEZE.
FRARRERE, EBFEMEMEMIROZE 22 & O RE MR & R E O
FHERCERE (EE) 2WH9 2 2 &Ic & D MR#EEA
Zmg Y,
18.2 RhitEESMRACXT B1EM
18.2.1 RhitHE{RE(ER
NAA (N-acetyl aspartate) 3452 94 77 %% #ll A
T—A—ThHV. WEEFHEER LD ED L24KE DL
BEEHBTIIEALBEESN L hD LN S,
MFEAEHBEICTY IR 25 L, 'H-MRS
(magnetic resonance spectroscopy) & D #IE L
oA BERPDEONAAIZ, FE2RFRHICBWT
v hu— LI UAERICREES hTWwiz?,
EEREDAIRER T T 2 HHER
MiEZa BRIy SR 25 L, BXe-
SPECT (¥ > 277 = b YWifEHE) 12 &0 RATRE I
MEZRE LEZ A, ®EETH (modified Rankin
Scale) @ RAFHISHI T, FHZEE LRI O /AN IR
BN U CHIEHER RS 65 1Y,
18.3 BMEEINE 5 )L ICX T B RbifREIER
18.3.1 RZENUMESEIIFIER,. R ERERIER
REMAEMOEREREETL (Tv b)) IZBWT, R
U< IBREIMEREROFIRAZS (3mg/kg) 1. ik
FEEOMEZEORRE 2 IIHI L. FEfET 2 MiiEE %
ﬁﬁ Lf:14)~18)0
18.3.2 BRI EHRSEINHIER
RIMEMEMEETIL (T ) BV, BHEE
;&J@%F&f?ﬂ?&% (3mg/kg) 13, EFMEEEMALTE 2 1
L7z,
18.4 JU—SINIVHEIER
18.4.1 JU—35 I hIVHEERRUIEE R LINEIVER
IFTARVIE. B ROF VLI INVEERERZRL
Joo v ERUF LT IANVICKDY ) —ILVEED
WEL UIAE Y — N OREBERL % BEREFN
I U 7z BEIT, KB R OREEELV A F LT
THNICE B AT YIEERY XY — LD EERRL
ZIMEI L 722~2) (in vitro).
18.4.2 BEMMETIVICKT BT U —5 I NILEEER
F v MREME TIVICK LMREERAZR L AE
(Bmg/kg) DOFNRAELS 1. K I0E DHERAL K% O R I
FEEALIC BT 2 FaF LT 2 h )Lz I

18.2.2

Lf;lA)'lg)o
18.4.3 JU—3 I DIVIC KB MEARIMIISE ICxET BN
{EF

1uM7»515-HPETE (hydroperoxyeicosatetraenoic acid)
12 & B IR ME N EMIEEZME L7 (in vitro).

19. B CRT B(EFNAR
—MRHEHE : T4 TR (Edaravone)
{b2:4 @ 5-Methyl-2-phenyl-2,4-dihydro-3/-pyrazol-
3-one

372 - CloH1N20

SFE 1 174.20

R BE~BEAEOKEXNIEREOHRTH 2,
% =)L (99.5) SUIEEEE (100) (2B T <.
AITHEFIZ L W,

fbE
N
HSC - ~ N /@
O
Al 1 127~131C

20. BURL EDER

%20.1 FHABE T ILLAERZFEE LTV &

20.2 7 ¢ L L EZERBRERIZESLPIEHRT H T &,

%20.3 7 4 VAEENHEXIIRHSINT VSR, A I —F —

(BFEEAA . €0 7 a05ER) PEE~FRICEELT
WAE, T4 VAONEIKEDSRD 5N HEHIEH L
Tk,

22. G
20mL X108
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