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Summary
　Basic concepts and elements for quality risk management to ensure the quality of biopharmaceuticals are 
summarized with reference to the ICH guidelines （ICH Q5A-E, Q6B, and Q8-Q11） in accordance with the QbD 
approach. The biopharmaceutical-specific concepts will be used for the drafting of a general information chapter about 
the basic concepts for the quality assurance of biopharmaceuticals.
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