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Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the simultaneous determination
of the two components in Calcium Gluconate Injection. Methods The chromatographic column was YMC — Triart C,, column (250 mm X
4.6 mm,5 um) ,the mobile phase was 0.03 mol / L potassium dihydrogen phosphate — 0.006 mol / L tetrabutylammonium
hydrogen sulfate solution,the flow rate was 1.0 mL / min,the detection wavelength was 210 nm,the column temperature was 30 °C,and

the injection volume was 20 L. Results The linear ranges of calcium gluconate and calcium gluconate were 1.201 — 2.809 pg / mL
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and 0.062 — 0.142 pg / mL (r > 0.999 0,n = 5),respectively. The limits of detection were 0.36 wg / mL and 1.16 pg / mL,
respectively, and the limits of quantification were 1.25 g / mL and 4.04 pg / mL, respectively. The RSDs of intermediate
precision, intra — day precision, stability, and repeatability test results were all lower than 1.0%. The average recoveries of calcium
gluconate and calcium gluconate were 99.06% and 99.31%, with RSDs of 0.41% and 0.57% (n = 9),respectively. The contents
of calcium gluconate and calcium gluconate in the three batches of samples were in the range of 99.56% - 100. 10% and 99.82% -

100. 29%, respectively. Conclusion

The method is simple, highly specific, and accurate, which can be used for simultaneously

determination of the above two components in Calcium Gluconate Injection.

Key words: HPLC;Calcium Gluconate Injection;calcium gluconate;calcium gluconate ; content determination
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1. Calcium gluconate 2. Calcium saccharate
A. Negative reference solution B. Calcium gluconate reference solution C. Calcium saccharate reference solution D. Test solution
Fig.1 HPLC chromatograms of the specificity test
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Tab.3 Results of the content determination of two components
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