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. Robert A. Nash, Alfred H. Wachter, Pharmaceutical Process Validation, 2003.

. Syed Imtiaz Haider Erfan Syed Asif, Quality Operations Procedures for Pharmaceutical, API
and Biotechnology, 2012.
James Agalloco, Frederick J. Carleton, Validation of Pharmaceutical Processes, 2008.

Guideline on process validation for finished products - information and data to be provided in
regulatory submissions (EMA)

ICH Q8(R2) Pharmaceutical Development

Process Validation: General Principles and Practices (FDA 2011)




