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Abstract: Objective To establish an HPLC-ELSD method for the determination of the content of sodium element in Yiqi Fumai
Lyophilized Injection. Methods The chromatographic separation was achieved on the strong cation exchange chromatography
columns (SCX). The mobile phase was 0.05 mol/L ammonium acetate solution (adjusted pH to 4.8 with acetic acid)-acetonitrile
(50 : 50). The flow rate of the mobile phase was 1.0 mL/min. The column temperature was 30°C. The drift tube temperature was
90°C, the impactor was “OFF”, the compressed air flow rate was 2.5 L/min and the gain of the detector was 1. Results Good
linearity (» = 0.9993)was observed in the standard curves of sodium element in the range of 60—180 pg/mL. The accuracy
experiments (n = 9), the average recovery of sodium element was 90.4%, RSD was 1.8%. The content of sodium element in Yiqi
Fumai Lyophilized Injection was 0.48% (range: 0.33%~0.55%). Conclusion The method is simple and accurate, and is applicable
for determining the content of sodium element in Yiqi Fumai Lyophilized Injection.
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Fig.1 Chromatograms of blank (A), standard solution (B)

and sample solution (C)
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Table 1 Determination of sodium content in test products

IS S o 8% fI5 S o 8%
S1 0.39 S15 0.46
S2 0.38 S16 0.46
S3 0.39 S17 0.43
S4 0.51 S18 0.43
S5 0.53 S19 0.41
S6 0.56 $20 0.41
S7 0.48 S21 0.46
S8 0.55 S22 0.46
S9 0.58 S23 0.50
S10 0.58 S24 0.44
S11 0.57 S25 0.46
S12 0.55 $26 0.33
S13 0.54 ¥IH 0.48
S14 0.47
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