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Process
derived active substances and data to be provided in the regulatory

Guidance for Industry,
submission(EMA, 2016.4)

Practices (FDA, 2011.1)
data to be provided in regulatory submissions(EMA, 2014.2)

5) Guideline on process validation for the manufacture of biotechnology-
6) Guideline on process validation for finished products-information and

7) ICH Q8 : Pharmaceutical Development (2009.8)

4)



8) ICH Q9 : Quality Risk Management (2005.11)
9) ICH Q10 : Pharmaceutical Quality System(2008.6)

10) Validation of Pharmaceutical process (Informa Healthcare)
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