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HAGECMMNT L2 EICh o TRREZY T2 Z L0087 Lz
AL TW5D,

LRI DD T U TNVERND T AL E T A LTl LTV S,

O/ 785 O R & O H

1. R SLVE T B ) 3 A S v, BBV RIS BRI S TE D,

2. 7 —X R « YRAT KT KO WAEMBY, BWIBADATREMER D 720,
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. BRE4
(1) #0 £ =X TR R EE 30mg NP
T X TR S ER R 30mg N> 7 NP
(2) * % : EDARAVONE I.V. INFUSION

(3) BMOHEF : A S THLIZE TR KR ORE &L FTH L. NIPRO 7
5 INP) &AL,

S

(1) 1 & (§f&E) . =¥ 74K (JAN)
(2) *# 4 (&%%) : Edaravone (JAN)
(3) RF L . R

C BEXXFTRER

. BFRRUSTE

57 T2 1 CyoH oN,0
Sy 174,20

CfEER (@RE)

. BR%, A&, BS,

5-Methyl-2-phenyl-2, 4-dihydro-3H-pyrazol-3-one (IUPAC)

LEES

auj

4 L2

. CAS 283 &=

89-25-8
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(1) 58 - R
A ~MEE A ORI RO MR TH 5,
(2) BfEH%
T & =)L (99.5) XIIEERE (100) 12T <. AKIZEFIZS W,
(3) WigH?
O bR ol (IR TH 0%RH, K 64%RH, #J 93%RH KT 40°C. 75%
RH @ 454 F ¢ 38 A MRTF)
(4) MR (PER), FHR, EER
Al 0 127~131°C
(5) MIGEMHEHR ™
pKa=7.0
(6) NEFRE
U ERR L
(7) ZDfDEMRIERE?
pH : A 20mg % 7K 20mL (2R L7729 D pH 1% 4. 0~5.5 Th 5,
RO 0 0.1% AT (lg. BWUE. BBV > (V) | 3Kf#)
BREVE Y 0 0.1% LA T (1g)

2. HMMAOEMEMTISHTZREN
PR L

3. AV DHERHBE
AAER T OEERLESZD 28T K| MEARIECLD,

4. BEYHSPDEEE Y
AR HFOEERMESED (2T R ERERIEICK D,



V. &H|ICEAY HIEB

1. FR
(1) FRORA, SERUHIR
Wi o5 4, T TR :ﬁﬁﬁyﬁﬁﬁﬁﬁ
30mg NP 30mg /N v 2~ NP

g iy 20mL 100mL
het 4N

“§¥T2%¢) AASKES XKy 30mg
PR 40 2, Y5 B 0D 7K P 1 S R
B WEDHFTATLIN | FIRAF IRy 7

(2) BRRVEBHEBOD pH, REXL, $E, LE, RELZ HESH
i 4, TH TR R E e ﬂf‘/,ﬁ‘ﬁéﬁ%%‘?j{ﬁ
30mg NP 30mg »X > 7" NP}
pH 3.0~4.5 3.5~4.5
BEEL (EHA 4“1
WHRIC k3 5 k)
(3) FHFORFTORFKRLGLRADEERVESR
T X TR R R 30mg NP B F S
T X TR R FER 30mg /N> 7 NP @ 5% L2
2. WEIDOHERK
(1) B CEHERSD) DEE
T X 7R 2 R ERE 30mg T[NP
14 (20mL) ™ AARER S =X TR 30mg
T X TR T ER R 30mg 2N 77 NP
1 Z (100mL) AARMER S =HXITRy 30mg

(2) FHmy

T X 7R 2 R ERE 30mg T[NP

1% (20mL) H HAEF F U T A (FERAEA)

WAifEKFEF R v (ZEA)
L-v AT A VERRE KT (ZEH)

KERALT B U T A (FAIEEHA] - pH HEAD) EHE

U g (pH FRFEAl)



T H TR SRR 30mg 2N > 7 NP

1 7545 (100mL) Hy WAL N U oA (FERARAD 855mg
FREEKET N U 7 A (LEA) 20mg
L-v AT A IEERIE KT (2 EH) 10mg
Kb F MU oA (AIEEH - pH FHEEH) B
Ut (pH FHEE ) 1
(3) EREDRE
MM ERR L
(4) RTBABBEOHEHBRRUEBE
BN
(5) Dtk
BB
. ESTHRI DR EE
(V. RRICET2HE ] o2 FIERUOHE)DHEZ S,
. BER, AFOLEEIIHT BEE
Y Lewn
. REOEBEHTITET2REN
Jon s F
HBRSAE - 4021°C. 75 +5%RH
Q=% Z A v mi il #iE 30mg [NP) »
R (B . U7 AWmaT 7 v shadE s )
TH B & O ABRBHAERE | 2 WA 4 7 #% 6 7 H %
PEIR (I & B B DR e e e e
file R BB e — — e
=RiEIEH (0.9~1.1) WA WA WA )
pH (3.0~4.5) 3.73~3.78 | 3.67~3.69 | 3.61~3.67 | 3.60~3.63
il 2 3R e e M A e
TV R %y R B e — — e
PR S BR WA — — oA
REEREY KR A A A WA WA
AN PERORL 7 A R ey ey e e
T B AR e — — e
99. 23~ 99. 49~ 99. 15~ 99. 15~
=& (95.0~105.0%) 99. 84 100. 01 100. 20 99. 49
(n=3)




@z & 7R SMEFENR 30mg /X 7 NP P
BEAERE (B35 kNBRRAV AL 7 0 o8y 7 NS F AT
M7 vt (BEEFEA, MERmAD) ., Ahaldé - #K58)

HH & O ARERBASAHE | 2 W H % 4 71 A% 6 71 H %
PR (VBB D R) ey ey MW A MW A
fife 78 5 B A — — M A
ZFEE L (0.9~1.1) WA WA WA WA
pH (3.5~4.5) 3.9 3.9 4.0 4.0
ol S R MW A MW A MW A MW A
T R MR URR WA — — W A
PR Bl R A — — M A
RV B i A WA ey WA WA
AV PR - 3 BR ey A M A M A
I B SR ey — — WA

~ o 100. 5~ 100. 1~ 100. 3~ 100. 4~
Eh (95.0~105.0%) 100. 8 100. 4 100. 4 100. 8
K AEHEE (%) 0.0 0.2~0.3 0.5 0.8
(n=3)

R W R A7 A B

T TR S ER R 30mg N> 7 NP

FERSAE - 252°C. 60+=5%RH

R ALEEE (K5 kNERRR) AL 7 0 o8y 7 N 27

M7 gL mdE (WEEHEAL. FEEMAIAD . ML M)
. HEa 3h 6 oK |12h |18 | 24H | 367
IE H U%E " PAY, PAY. PAY, PAY, PAY. A, PAY.
ROBE | papens | nee | ne | Hee | Bee | Bee | A | A%
Ve (EEm | : : : : :
LM*’;)( BN wme | me | me | we | me | me | me | Ee
e e | - | — | — | - |@e &z @a
2&EEE (0.9
REEL O e | we |we |we | W | W | @6 | #8
3.9~ 4.0~
pH (3.5~4.5) 3.9 3.9 40 4.0 4.0 4.0 41 4.2
S B Ea | @me | @A | Ee | Ee | @l | Ee | Ee
T v K ¥ v . N
y%%; b wo | - | - | - wo | Ee | e
A\
bR | e | - [ - [ - [ - e [ [ e
;ﬁ LRI wn | ma | me | me | Ee | we | Be | @e
;;gr BHRT | wa | me | ma | me | Ee | Ee | @e | #e
A\
6 1 KR e | - | — | — | - |@e &z @a
éu\ & (95.0 ~ |100.5~ [100.3~[100.4~[100.4~{100. 4~[101. 0~[100. 3~[101. 4~
105.0%) 100. 8 100.51100.7 1100.61]100.9]101.3]101.3]101.8
e 0.6~
IK 3 28R (%) 0.0 0.1 0.3 0.5 0.7 1.0 1.4 2.2
(n=3)
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7.

~

T X TR i 30mg TNP

pES

&)

R

pil

7

%

T X TR

=

i 5

§

~

ﬁm

CANITE ik

¥

BHREOREN

MYERR L

pH Z &R (pH)

AW SRR (40°C, MHXHRE 75%., 6 7 A) OFER., @E
HWTICBWT3HEMZETHD Z LR L7,

ST B ER 30mg X > 7 NP
e 2 D BRI AR (25°C. HHXNZE 60%. 3 4:f) OfEF., @
HWFIZBWT3HERLZETH D Z L DMR I,

hEl L DREEL (WELEHELR) Y

e . PRI T & ®E) | &2k
LN i Aokt pH | " B | o |
" " (mL) B | TR
N
e 0. lmol/L ¥a fi% 3.79 10. 00 1. 50 2.29 A
TH TR L
ST B 0. 1mol/L St
30mg NP KBRS RV 3. 87 10. 00 12.25 8. 38 jll,
Y A £
G 0. 1mol/L 7R
T X TR ﬁ% 3. 88 10. 00 1. 42 2. 46 Z%
P TR —
20me /S o 7 0. 1mol/L "
mg \\/ . JIIN
KT R 3.90 10. 00 12.53 | 8.63 | -
[NP] (10mL) o oL
7 AR
. 0. 1mol/L s
THE TR © 3. 89 10. 00 2.922 1.67 A
Yo L
AT ER R
0. 1mol/L
30mg /N 7 . 1k
'NPJ (100mL) KBRS RV 3.90 10. 00 10. 83 6.93 oL
Y A £
B ENFEE © & pH &k pH D 2
pH Z @R (AR (%))
FiR A IR AVIITERS 24 Wy 1%
TH TR
0. 1mol/L ¥ & 100 100. 3
S FR R
S0mg /X 7 ol/L AKEEF B U @ A 100
'NPI (10mL) . 1mol/L 7 i3 100. 3
TH TR
e 0. Imol/L ¥ f& 100 99. 7
S BRI ?
B0mg /5 7 oL/l KB R U % A 100
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