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Current Situation and Issues concerning Scale-up for Commercial Manufacture
From the Standpoint of a Generic Pharmaceutical Company

Summary In Japan, generic drugs are playing an important role in coping with increasing medical 
expenses. Patients and physicians, however, are still concerned about their safety and efficacy. We believe 
that the assurance of high product quality, examined by appropriate scale-up procedures according to 
defined design quality, will improve the reliability of generic drugs in the Japanese market. This report 
shows some examples of how to find the essential factors and solve the problems of the manufacturing 
process development. The key toward the realization of the desired manufacturing quality is to set 
significant control parameters for each manufacturing process. It is necessary to understand the quality 
attributes and to manage the process control parameters in compliance with GMP to ensure stable and 
accurate desired product quality that was designed during the development process, for commercial 
manufacture.

Key words generic drug, design quality, manufacturing quality, product quality

GMP

571-0033   26 7
TEL : 06-6909-9823 FAX : 06-6908-1306
E-mail: s-maeyama@towayakuhin.co.jp


