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Content Determination of Related Substances in Lobenzarit Disodium Tablets by HPLC
PAN Bai-liang', WANG Chen-xun’(1.TCM Hospital of Chongging, Chongqing 400011, China;2.Yaogong Insti-
tute of Medicinal Biotechnology of Chengdu High-tech Zone, Chengdu 610041, China)

ABSTRACT OBJECTIVE: To establish the method for the determination of related substances of Lobenzarit disodium tablets.
METHODS: HPLC method was adopted to determin impurity A (anthranilate), impurity B (2, 4-dichlorobenzoic acid) and other
related substances of 3 batches of samples. The determination was performed on TianHe Cis column with mobile phase consisted of
acetonitrile-monopotassium phosphate (pH 3.2) (50:50) at the flow rate of 1.0 ml/min. The detection wavelength was set at 222
nm and column temperature was 30 °C. RESULTS: The linear range of lobenzarit disodium were 0.260 8-2.608 pug/ml (»=0.999 4)
with average recovery of 99.85% (RSD=0.22% , n=9). The detection limits of lobenzarit disodium, impurity A and impurity B
were 0.202 24 ng, 0.374 4 ng and 0.838 4 ng. CONCLUSIONS: The method is sensitive and accurate, and it is suitable for the de-

termination of related substances in Lobenzarit disodium tablets.
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Fig1 HPLC chromatogram of interference test
a. LD control; b. impurity A control; c. impurity B control; d. blank ex-
cipients; e. LD control+blank excipients; f. impurity A control+blank ex-
cipient; g. impurity B control+blank excipients
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Fig2 HPLC chromatogram of degradation test
A. undegraded sample; B. sample degraded by high temperature; C.
sample degraded by acid; D. sample degraded by alkali; E. sample de-
graded by oxidantion
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