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research
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Abstract: The bioequivalence study of drugs with endogenous substances as active ingredients (endogenous drugs) should minimize
the influence of the endogenous substance on drug concentration, obtain the net effect of drugs and evaluate the bioequivalence. The
study should design and carry out according to the pharmacokinetic characteristics of the drug, and focus on obtaining, control, and
correction of endogenous levels. This article summarizes the difficulties and technical points in research design, bioequivalence
evaluation, and biological samples analysis. Typical cases such as Potassium Chloride Sustained-release tablets and Levothyroxine
Sodium tablets are described to further explain. There are relatively few domestic guidelines released for endogenous drugs. This article
describes the unique aspects in endogenous drug bioequivalence research, summarizes the key points and technical challenges, in
anticipation to provide reference for the bioequivalence research of endogenous drugs.
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