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H Abstract

OPUSGRAN?® is a novel granulation technology which provides hollow spherical particles containing a high
proportion of drug. OPUSGRAN?® is a so highly productive manufacturing method that it makes possible to
achieve commercialization of OD tablet and down-sized tablet which were suspended by manufacturing
cost problems. The granulation proceeds in uniqgue mechanism and a new coating technology using
the granulation mechanism is discovered. Comparing fluidized-bed coating method, the new coating
technology can provide coated particles that have equivalent controlled release property in much shorter
coating time. Threfore, the new coating method may reduce manufacturing time and cost drastically.
Due to the novelty of the granulation mechanism, the granulation process control has some difficulties,
however, they are overcome by developing a new pharmaceutical granulation machine, which was not
used for pharmaceutical products, and using PAT tool monitoring the granulation process. The control
of the granulation process is not easy, however, the commercial manufacturing method can be easy and
simple with the combination of the equipment and the PAT tool.
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