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Abstract

So-called containment technology has been drawing the attention in the field of solid dosage form
manufacturing for protecting manufacturing operators from the exposure to highly active pharmaceutical
substances, increasingly more of which have been developed these days. In the fluidized-bed
granulating/coating machines, mixing granulating machines, and tablet coating machines, which are utilized for
particularly important processes in the solid dosage form manufacturing, it is required to improve the
containment performance of active substances during manufacturing process and also enhance the automatic
cleaning function so that the operators’ risk of the exposure to active substances will be minimized. With these
two targets in mind, we developed equipment and mechanisms that increase the performance of protecting the
operators against the exposure to highly active substances. The equipment has also been receiving great
attention in that it prevents cross-contamination resulting from active substances suspended in the air.
The developed equipment has been evaluated according to the SMEPAC, which is considered to be
international guidelines for evaluation of the containment performance. This paper describes the design
changes made in the CT series in terms of the hardware and the software for operating the equipment by
grading the risks of exposure, and summarizes the technical information that allows us to propose the
specifications that satisfy the SMEPAC guidelines.
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Fig. 7 Retractable cleaning nozzle
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Fig. 9 Monitoring of coated amount (PRC-CT)
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Fig.10 Sanitary sealing structures
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Fig.13 Blade lifting mechanism
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