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[ Abstract] The bioequivalence studies of enteric-coated preparations are one of the difficulties in the generic
drug consistency evaluation. Omeprazole is a representative drug of proton pump inhibitors ( PPIs). This article
summarizes and analyzes the bioequivalence studies of omeprazole enteric-coated preparations which have passed
through the generic drug consistency evaluation. Some suggestions are put forward for the content, design and
sample size of the bioequivalence studies, aiming to provide reference for the bioequivalence studies of omeprazole
enteric-coated preparations in the future.
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