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Abstract:Objective To establish an HPLC method for the content determination of related substances in Edaravone Iniection. Methods The
chromatographic column was Tianhe Kromail Cis column (250 mm x 4.6 mm,5 p,m),the mobile phase A consisted of 0.02 mol/L
ammonium dihydrogen phosphate — methanol (55 : 45, V/ V,20% phosphoric acid was used to adjust pH to 3.0),the mobile phase B
consisted of 0.02 mol/I. ammonium dihydrogen phosphate — methanol (25 : 75, V/ V,20% phosphoric acid was used to adjust pH to
3.0),gradient elution, the flow rate was 1.0 mL/min,the column temperature was 35 °C ,the detection wavelength was 245 nm. The
content of related substance was calculated by self — control with main components. Results The main components and related sub-
stances were completely separated,and the impurity peaks were separated well from each other. The average recoveries of all known
impurities in different concentrations ranged from 99.46% to 101.57% ,and RSDs were less than 4.1% (n=9). The content of total
impurities in Edaravone Injection in each batch was not more than 0.3%. Conclusion The method is specific, sensitive and repro-
ducible,which can be used for the content determination of related substances in Edaravone Injection.

Key words: HPLC; Edaravone Injection;bis — pyrazolone ;impurity P1;impurity P3;trimers;content determination

R ik$1 7% (edaravone) , b7 44 3 - I AL — 1 - R0 — 1
2 — MEREMR -5 - B JE IR 2 BE O TR B M ERS 1.1

5
08

JL IR R R AL A 0, e B IR T S sl L R A
AR R AL P SR T BRGT, R A T AR S A 0
i 7K fiee, i /N IR AR B DX T AR D o 2o R M R A RE E , R
PR ARG RE" LA, A KB LA BT
JULE 45 0 28 B AL AE L P <5 R Bl R 8 B O 125 1Y
e RATE TS IEAE AT, M0 G UBO DT KUY R AT
YA AT AT R % 25 B 2001 4Rl H A
=2 MAMI 2528 Rt A e FE A BRVE R N2 1T
T2 {68 FH o 25 16 37) PP S ) B A R 2 JHL o A 5 ) B
BLT5 T, B [ N A SR -, S ST e RO (3
(HPLC) 30 7 M5 4L 28 TE R A R W i 5 i, DL fie
PEZ ) 5 (9 5 g o BRARGE R o

1260 #1160 7Y 5 85 A €2 335 A% (52 [E Aglient
NEIDN
1.2 A%

B P2 T S OB ER R & 1Ll 258 BR A w15
4352k 140101, 140201, 140202, 140203 ) 5 46 35 $i7 72 Xf
HE s Crr [ B 2 b R P TE E , HRE 99. 9% ) 5 4% it P1
(4EFE 99. 63% ) \Z=J5i P3(ZE 99. 07% ) ¥4 F L AR Hi
B A BRA AL 5 XU skl ( Alfa Aesar A Johnson
Matthey Company, 4l i H 98.00 % ) ik i Zs =R
(R YR 3% A= PR AT IR A 5 220130225)
IR — S Bk W X Ry oy Bt W Bl (i 2, K
Btk .

F—EEMFR, B RFAMN, ZEHF AT AN HFREH R TR, (L -T154)1448513736@ qq. com.

31



- SR -
Drug Research

China Pharmaceuticals

2019 4E 5 H 20 H 45 28 345 10 H
Vol. 28, No. 10, May 20,2019

2 HEEHER
2.1 el&H

{6,3% 44 : Tianhe Kromail Cis £ (250 mm x 4.6 mm,
5 wm) ;L EhAH : L 0. 02 mol /L MR — Sl Sk VAWK — W s
(55:45, v/ V, FH 20% BEFR VS WO pH 2 3.0 ) A5l
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WK 2245 nm; FEFE 20 pl
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