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Development of Integrated Closed System for Lyophilization
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H Summary

The ICS lyophilyzer is able to solve the difficult subjects such as exclusion of foreign matters, sterile
guarantee and containment of hyperactive API to protect workers from exposure, with which have not
been easy to deal by the conventional shelf type lyophilizer. Freezing the formulated bulk solution in a
manner of downward flow under atmospheric pressure made it possible that the physical behavior during
lyophilization process and the quality of drug products become the same as those with the conventional
shelf type lyophilizer. The aseptic area required, then, becomes so small that the initial and running costs
can be drastically reduced. The use of ice lining technology solves the adhesion of the dried products on
the surface of the tube to allow high recovery rate. By equipped with the in-line milling system, the ICS
lyophilizer could be integrated to the continuous manufacturing system for sterile products. Here, the
structure and mechanism of this equipment, and lyophilization process using this system are explained.
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