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1) PIC GMP, Pl 006-3 Recommendations on Validation Master Plan Installation and
Operational Qualification Non-sterile Process Validation Cleaning Validation, PIC/S, 2007
A g0l 2) EU GMP, Guideline on process validation for finished products - information and data to
be provided in regulatory Submissions, EMA, 2014
EUDRALEX Volume 4 Annex 1 Qualification and Validation, EMA, 2015 Revised
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