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0 of 0 review helpful Review for the book Porcess Validation in Manufacturing of Biopharmaceuticals 2012 By Hugo 
Roman Excellent reference resource perhaps you need a deep understanding of validation to follow it My suggestion is 
to include examples 483 s approval letters etc or to design activities you can use with prospective students that are 
required to use it as a textbook for a process validation course Process Validation in Manufacturing of 
Biopharmaceuticals Third Edition delves into the key aspects and current practices of process validation It includes 
discussion on the final version of the FDA 2011 Guidance for Industry on Process Validation Principles and Practices 
commonly referred to as the Process Validation Guidance or PVG issued in final form on January 24 2011 The book 
also provides guidelines and current practices About the Author ANURAG S RATHORE is a consultant of Biotech 
CMC Issues He is also a faculty at the Department of Chemical Engineering Indian Institute of Technology Delhi 
India His previous roles included management positions at Amgen In 
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