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Some attention issues in potency calculating using 4—parameter model
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Beijing University of Chinese Medicine, Beijing 100700, China )

Abstract: After investigating the current domestic regulations and the original data & calculation using four—
parameter model from labs, some common problems were summarized as follows: (1) Although some kinds of
products’s monographes have been included in Pharmacopoeia of the People’s Republic of China ( ChP ) which uses
four parameter model for potency calculation, the monograph in ChP lacks specific requirements for the calculation.

(2 ) There were some insufficiency assessment in experiment design, system suitability and sample suitability in
some domestic labs when using the model to calculate, which led to the decrease of the credibility of the results. ( 3 )
Owing to the disadvantages of difference test, it suggested that the statistical test should be gradually transitioned
to the equivalent test for assessment of the suitability of the sample to promote the accuracy and scientificity of the
calculation, when the model was used for calculation of potency.
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