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Determination of meglumine in Yiqi Fumai Lyophilized Injection by
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Abstract: Objective To establish an HPLC-ELSD method for the determination of the content of meglumine in Yiqi Fumai
Lyophilized Injection. Methods The chromatographic separation was carried on a Waters Sepherisorb SCX column (250 mm X 4.6
mm, 5 pm) at 40°C and the flow rate of 1.0 mL/min. The mobile phase was water solution consisting of 0.05 mol/L ammonium
acetate (pH was adjusted to 3.0 by acetic acid)-acetonitrile (57:43). The drift tube temperature for the ELSD was set at 60°C  with the
carrier gas pressure of 137.90 kPa and the detector gaining of 30. Results The calibration curve for meglumine revealed good
linearity in the range of 4.351—29.005 pg (» = 0.999 8) .The average recovery (n = 9) of the method was 100.3% with RSD 2.27%.
Conclusion The method is simple, accurate and reliable. It could be used for the quality control of Yiqi Fumai Lyophilized
Injection.
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Fig. 1 HPLC-ELSD chromatograms of meglumine (A)-
Yiqi Fumai Lyophilized Injection negative samples (B) and
Yiqi Fumai Lyophilized Injection samples (C)
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Table 1 10 batch of Yiqi Fumai Lyophilized Injection

determination results of meglumine (n = 3)

FEms'y /g R e/ (mg-g ) RSD/%
1 0.6413 16.66 1.1
2 0.6399 16.29 0.81
3 0.6479 16.34 0.56
4 0.6532 17.62 1.1
5 0.6374 16.41 1.1
6 0.6421 16.88 1.0
7 0.6393 17.11 1.9
8 0.6423 17.15 1.1
9 0.6428 17.09 0.87
10 0.6352 17.74 1.2
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