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E# (ICH Q10)

* A planned set of controls, derived from current product and process

understanding, that assures process performances and product
guality. The controls can include parameters and attributes related to
drug substance and drug product materials and components, facility
and equipment operating condition, in-process controls, finished
product specifications, and the associated methods and frequency of
monitoring and control.
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A Set of Controls

Drug substance

Parameters & attributes | Drug product materials
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http://www.nihs.qo.jp/drug/DrugDiv-J.html
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