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GMP for Generic Drugs
— Changes and Issues Concerning Manufacturing and Quality Control —
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Summary : Many healthcare professionals are concerned about the quality of generic drugs owing to the misinter-
pretation that such drugs are manufactured by small companies who conduct sub-standard manufacturing and quality
controls. However, concerning the manufacturing of pharmaceutical products, both brand companies and generic
companies have to comply with the same strict regulations ; therefore generic companies manufacture drugs to the same
standard as brand drug manufacturers.

The history of quality control of medicines in Japan dates back to the Edo era, and such controls have improved through
advances in technology and globalization, especially through the 2005 amendment of the Pharmaceutical Affairs Law
under which the manufacture and sales system for pharmaceutical products was improved considerably.

While promotion of the use of generic drugs has been sought, the environment surrounding the generic industry
has witnessed many changes, bringing with them a variety of issues. It is our intention to investigate the cause and
background of these issues and work to acquire confidence in generic drugs.
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