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Review considerations for prescription process of extended and controlled release
micropill capsules generic drug
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Abstract: Extended and controlled release micropill capsules is common sustained-release preparations, and have gradually become
one of the hotspots in the research and development of sustained-release preparations. Whether the research on the formulation process
of extended and controlled release micropill is sufficient is not only a basic prerequisite for ensuring drug quality, but also a foundation
for meeting clinical needs. Comprehensive control of raw materials and auxiliary materials, rational prescription design, and stable and
reproducible production processes are the focus of prescription process research. Based on the guiding principles of The International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH), relevant domestic and foreign
literature, as well as actual cases encountered in reviews, and combined with the characteristics of extended and controlled release
micropill capsules, this article focuses on the research focus of extended and controlled release micropill capsules formulation
technology, and proposes general considerations in the formulation process development, in order to provide ideas and suggestions for
the research and registration application of extended and controlled release micropill capsules.
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