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Abstract Objective: To provide references for further accelerating the pharmaceutical study of generic
modified-release oral formulations. Methods: Based on the summary and statistics of selected modified-release
oral formulations in national centralized drug procurement, combined with literature, patent investigation
and current application of drugs, the technical requirements of special research projects of some drugs were
analyzed, and the pharmaceutical research considerations of generic preparations were put forward. Results
and Conclusion: Compared with common immediate-release formulations, it is more difficult to conduct
pharmaceutical research on generic modified-release oral formulations. Therefore, it is necessary to conduct in-
depth analysis of reference preparations and comprehensive CMC study based on drug characteristics, so as to
ensure the consistency of quality and efficacy of generic preparations and reference preparations.
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