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HPLC determination of aspartate in potassium aspartate and
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Abstract Objective: To establish an HPLC method for the determination of aspartate in potassium aspartate and
magnesium aspartate injection and its related substances. Methods: The separation was performed on a Waters
SPHERISORB NH, (4.6 mm x 250 mm, 5 um ) column with the mobile phase consisting of acetonitrile=0.05 mol * L™
phosphate solution ( 60:40 ) at the flow rate of 1.0 mL * min™'". The detection wavelength was set at 210 nm. The
column temperature was 30 °C. The volume of injection was 5 pL. On-line two—dimensional desalting HPLC/MS
was applied to infer the maximum single impurity preliminarily. Results: Under above conditions, the main peak

and the peaks of the related substances were well separated. Aspartate had a good linear relationship ( r=0.999 8 )
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within the range of 0.338 64-3.386 4 mg - mL"'. The average recovery ( n=9 ) was 99.6%. The limit of the detection

was 23.5 ng. The maximum single impurity in related substances was preliminarily inferred as fumaric acid.

Conclusion: The method is sensitive, specific and simple. It can be used for determining aspartate in potassium

aspartate and magnesium aspartate injection and its related substances.

Keywords: aspartate ; potassium aspartate and magnesium aspartate injection; related substances; fumaric acid;

assay; HPLC
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R — 7K (acetonitrile—
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Fig.1 The on-line two—dimensional HPL.C/MS working principle
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Fig. 2 Specificity chromatogram
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Tab.2 Result of robustness test

[NV Eiincg o

1 W5 ( related substance ) /%

I R _—
H other
( column ) (lot No. ) (content ) /% ( fumaric (largest single . .
ties
acid ) impurity ) Hmpares
Waters Spherisorb— NH, (250 mm x 4.6
1412156321 100.16 0.09 0.69 1.69
mm, 5 pm )
Ultimate XB-NH, ( 250 mm x 4.6 mm,
1412156321 100.47 0.09 0.69 1.70

5 um)

£3 NNZERAESENEXYRNEER (n=2, % )

Tab.3 Results of contents and related substances of potassium aspartate and magnesium aspartate injection

A W ( related substance ) /%

EI 3 Elinz3 i

( manufacturer ) (Lot No.) (content ) /% G I REEAZ T (largest HoAth Cother
(fumaric acid ) single impurity ) impurities )

1 1408216311 99.42 0.11 0.62 2.11

1412156321 100.41 0.09 0.69 1.69

1506266311 101.88 0.09 0.76 1.85

2 1503064 102.75 0.09 0.63 1.77

1503181 100.78 0.07 0.66 1.75

1503171 99.08 0.07 0.67 1.71

3 150107F1 99.12 0.04 0.67 1.54

150111F1 99.91 0.04 0.72 1.63

140608F1 96.91 0.04 0.73 1.66
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