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Quality Analysis of Leigongteng Duogan Tablets Based on National Drug Sampling and Inspection Work
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National Institutes for Food and Drug Control, Beijing 100050, China

[ Abstracts]  Objective: Supporting by the National Drug Evaluation and Sampling Project, the quality evaluation and
safety study of Leigongteng Duogan Tabelets were performed using a combined method of standard inspection and exploratory
research. Methods: A total of 171 batches of Leigongteng Duogan Tabelets from 10 companies were used in the standard
inspection followed the standard WS3-B-3350-98-2011 issued by National Medical Products Administration. The qualities of
products were comprehensively evaluated to investigate the problems in the existing standard. In the meanwhile, in vitro toxicity
study was performed for a preliminary discussion on the potential toxic ingredients in the Leigongteng Duogan Tabelets.
Results: It has been found that the testing items listed in the current standard are unreasonable and insufficient. Also, the
quality and the disintegration time of Leigongteng Duogan Tabelets varies widely, and the contents of triptolide and wilforlide A
differ greatly from products to products. In addition, the in vitro hepatocytes toxicity data showed that the monomers quinone B
and tripterine in Leigongteng Duogan Tabelets exhibited hepatotoxicity risks. Conclusion: The unstable quality of Leigongteng
Duogan Tabelets is mainly attribute to the inconsistency and instability of the manufacture processes of preparations, thus it is
recommended to unify the production process of Leigongteng Duogan Tabelets. In addition, for the unreasonable standard items,
it is recommended to revise the concentrations of the reference substances of the thin-layer identification items, add a lower
limit control to the triptolide inspection item, and increase the inspection items of quinone B and tripterine as potentially toxic
components.
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