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Content determination of sodium pyrosulfite and sodium sulphate in
phentolamine mesylate injection by ion chromatography
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[ Abstract] Objective To establish a method for the determination of contents of
sodium metabisulfite and sodium sulfate in phentolamine mesylate injection. Methods The ion
chromatography method with a DionexIonPac AS11-HC (250 mmx4.0 mm, 5 pm) column was
used, with potassium hydroxide solution as eluent, gradient elution, flow rate of 1.0 mL/min.
The column temperature was 30 °C and the injection volume was 25 pL. Results Sodium
metabisulfite showed good linearity (#=0.999 3) in the range of 10.596-211.920 pg/mL, and its
average recovery rate was 100.00%, with an RSD of 1.4% (n=9). Sodium sulfate showed good
linearity (»=0.999 8) in the range of 1.027-20.540 pug/mL, and its average recovery rate was
99.96%, with an RSD of 1.8% (n=9). Conclusion The established method is simple, accurate,
sensitive and suitable for the determination of sodium metabisulfite and sodium sulfate contents

in phentolamine methylate injection.
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Table 1. Comparison of the common detection methods of sodium metabisulfite
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Table 2. Gradient elution procedure

FffE] (min ) A (mmol/L)
0.0 18.0
15.0 18.0
15.1 40.0
20.0 40.0
20.1 18.0
25.0 18.0
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Table 3. Sample test results (mg/mL)

T S Eiinz P B R TR B a5 Eiinzg P B R TR
1 D220303 0.979 0.052 18 D220904 0.950 0.080
2 D220901 0.940 0.081 19 D220601 0.963 0.074
3 D220602 0.966 0.074 20 D220301 0.966 0.061
4 D221001 0.935 0.089 21 D220904 0.949 0.080
5 D220601 0.963 0.076 22 D211204 0.903 0.055
6 D221001 0.895 0.085 23 D220602 0.941 0.075
7 D211201 0.976 0.087 24 D220902 0.969 0.055
8 D220602 0.998 0.075 25 D220901 0.922 0.078
9 D221001 0.953 0.086 26 D221202 0.934 0.058
10 D220603 0.964 0.090 27 D220903 0.916 0.064
11 D220904 0.989 0.072 28 D220902 0.954 0.056
12 D220903 0.940 0.069 29 D211202 0.894 0.038
13 D221001 0.951 0.081 30 D211004 0.935 0.063
14 D221001 0.985 0.083 31 D211003 0.945 0.052
15 D220904 0.939 0.084 32 D221201 0.930 0.066
16 D220902 0.942 0.053 33 D221202 0.941 0.055
17 D220903 0.935 0.069 34 D220701 0.979 0.056
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