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Determination of citric acid in bismuth potassium citrate preparations by anion
exchange chromatography

CHEN Jianqgiu, XU Hao, ZHU Jing, WU Jun
Taizhou Institute for Drug Control, Taizhou 225300, China

Abstract: Objective To establish an anion exchange chromatography method for the determination of citric acid in Bismuth
Potassium Citrate Granules, Capsules, and Tablets. Methods The analytical column was Dionex IonPac™ AS11-HC column (250
mm x 4 mm), and the guard column was AS11-HC column (50 mm % 4 mm). The eluent was 35 mmol/L potassium hydroxide solution,
the flow rate was 1.0 mL/min, the suppression current of the suppressor was 87 mA, the conductivity detector was used, the column
temperature was 30 ‘C, the detector temperature was 35 “C, and the injection volume was 25 uL. Results There was a good linear
relationship between the concentration of citric acid and the peak area in the range of 11.60 — 116.00 pg/mL (» =0.999 9). The average
recovery rate of citric acid was 99.76%, and the RSD value was 1.39% (n =9). Conclusion The established method exhibits excellent
linearity, specificity, precision, stability, and repeatability, which be suitable for the quality control for bismuth potassium citrate
preparations.
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Thermo ICS 6000 74 B ¥ {21 {¥ (Thermo Fisher
A, B Dionex AERS 500 (4 mm) ##]2s. H5
RS A EL MUK E4S: XSE205DU
+7i4y 2 —RF (Mettler Toledo); Milli-Q 4li/K#H1
(Millipore 2] ).
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VL9538 5 T B RS () A R R B ) 75 CTRL . Ji
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mg/4¥ (FEdil), 3t 74t (BRI IERHIZ5)
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(3% Bi,03 11), 3t 2 #it (WNEREEHITNERSIZG) . it
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mg/ i (FEasit), 1t (INEREEFTERHI 245,
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Fig.1 Ion chromatograms of citric acid reference solution (A), Bismuth Potassium Citrate Capsules (Lot: 230407, B), and
blank solution (C)
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Table 1 Results of citric acid in bismuth potassium citrate

preparations (n=2)

piupizl il A7) M R /mg
MR 230504 164.7
230315 164.5
230310 158.3
230201 159.0
1231208 154.2
220402 150.6
230216 138.6
MG I 240115 162.7
230417 162.7
230407 161.1
240110 160.3
240129 143.9
240127 145.0
N240107 147.0
L.240047 159.2
230112 156.9
1240057 148.6
2403045 160.3
2403015 159.9
MR 230304 156.5
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