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Technology Development and Realization of Manufacturing Method for Drug
Products by Continuous Manufacturing
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Bl Abstract

Continuous manufacturing has potential to bring about a paradigm shift in the way pharmaceutical
manufacturing should be. However, the number of manufacturing approvals using continuous
manufacturing technology is still small even in the world, and it is considered that there are various issues
such as cost, technical, and pharmaceutical affairs. The authors worked on the development of technology
to realize continuous manufacturing under the situation where the approval of continuous manufacturing
has not been reported by domestic companies. The concept of continuous manufacturing was defined,
and the complicated manufacturing process has been understood by original technical ingenuity such
as equipment / system modification, process design, utilization of PAT tools and RTD model to meet
the concept. A reliable hybrid continuous manufacturing process has been established. This technology
development and active communication with the authorities resulted in the manufacturing approval for
the continuous manufacturing of the anti-influenza drug Xofluza Tablets 20 mg.
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