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Abstract: Objective To evaluate the status and existing problems of the quality of Bendazol Hydrochloride Tablets. Methods The sam-
ples were examined by the statutory testing methods according to the current quality standard [WS; —24(B) —=89]. The following
exploratory research methods were established:the source of color spots on the surface of Bendazol Hydrochloride Tablets was investigated
by simulating the formulation process, the impurities were identified by the ultra —high — performance liquid chromatography — quadrupole
time — of — flight mass spectrometry (UPLC — QTOF — MS) and nuclear magnetic resonance (NMR), the dissolution profile of different dis-
solution media and products from different manufacturers was determined by the ultraviolet visible spectrophotometry(UV), the content u-
niformity of different batches of products was calculated, and a high — performance liquid chromatography (HPLC) method was estab-
lished for the content determination of the samples. Results The statutory test results showed that the qualified rate of 183 batches of
samples was 53.55% . The exploratory research results showed that the color spots on the surface of the samples might be caused by
the introduction of excipients or the lack of timely maintenance of the tablet press machine, the largest unknown impurity was 2 -
(hydroxyphenylmethyl) benzimidazole, the solubility of the sample in pH 5.8 and pH 6.8 phosphate buffer was low,while the dissolution
behavior of the samples in the pH 1.0 hydrochloric acid solution was similar,and the content uniformity item A +2.2S value of nine
batches of samples was higher than 15.0. There was no significant difference in the results determined by the established HLPC method
and perchloric acid titration method. Conclusion The overall quality level of Bendazol Hydrochloride Tablets is general,the effectiveness
and safety indicators of the current quality standard are insufficiently established,which can not fully and effectively control the quality

of the drug,so it is necessary to improve the quality standard as soon as possible.
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Fig.3 Structure of the largest unknown impurity

o~ o
|
bzt

4 BAKRMERSTERR
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Fig.7 Broken line chart of weight difference and content uniformity
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