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At Medicalpdfbooks.com, we provides all medical books in pdf form absolutely free to download and also provide a best user experience, honest reviews and a guideline to ace your exams. We hope that you people find our website beneficial and helpful in your board exam studies!
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Description

Specification of Drug Substances and Products PDF is one of the best book available currently. This book is specially good for your exam preparation. It can also cover your viva and Ospe questions and will help you to score maximum in your medical exams.
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Specification of Drug Substances and Products: Development and Validation of Analytical Methods 2nd Edition






by Christopher M. Riley (Editor), Thomas W. Rosanske (Editor), George L. Reid (Editor)

Specification of Drug Substances and Products: Development and Validation of Analytical Methods, Second Edition, presents a comprehensive and critical analysis of the requirements and approaches to setting specifications for new pharmaceutical products, with an emphasis on phase-appropriate development, validation of analytical methods, and their application in practice. This thoroughly revised second edition covers topics not covered or not substantially covered in the first edition, including method development and validation in the clinical phase, method transfer, process analytical technology, analytical life cycle management, special challenges with generic drugs, genotoxic impurities, topical products, nasal sprays and inhalation products, and biotechnology products.

The book’s authors have been carefully selected as former members of the ICH Expert Working Groups charged with developing the ICH guidelines, and/or subject-matter experts in the industry, academia and in government laboratories.

Editorial Reviews



Review


A comprehensive analysis of the requirements and approaches to setting specifications for new pharmaceutical products



From the Back Cover


Specification of Drug Substances and Products: Development and Validation of Analytical Methods is a comprehensive and critical analysis of the requirements and approaches to setting specifications for new pharmaceutical products, with an emphasis on phase-appropriate development and validation of analytical methods. This book goes beyond a review of new regional guidelines, existing regulatory guidance, and industry practices. It provides a hands-on guide to understanding and applying these in practice. This thoroughly revised second edition covers topics not covered―or not substantially covered―in the first edition, including method development and validation in the clinical phase, method transfer, process analytical technology, analytical life cycle management, special challenges with generic drugs, genotoxic impurities, topical products, nasal sprays and inhalation products, and biotechnology products. The authors have been carefully selected as former members of the ICH Expert Working Groups charged with developing the ICH guidelines, and/or subject-matter experts in the industry, academia and government laboratories. This book thus provides readers with not only an understanding of industry best practices and future directions, but also an insight into how International Guidelines were developed and the rationale behind them.
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