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Practical approaches to ensure that analytical methods and instruments meet GMP standards and
requirements

Complementing the authors' first book, Analytical Method Validation and Instrument Performance
Verification, this new volume provides coverage of more advanced topics, focusing on additional and
supplemental methods, instruments, and electronic systems that are used in pharmaceutical,
biopharmaceutical, and clinical testing. Readers will gain new and valuable insights that enable them to
avoid common pitfalls in order to seamlessly conduct analytical method validation as well as instrument
operation qualification and performance verification.

Part 1, Method Validation, begins with an overview of the book's risk-based approach to phase appropriate●

validation and instrument qualification; it then focuses on the strategies and requirements for early phase
drug development, including validation of specific techniques and functions such as process analytical
technology, cleaning validation, and validation of laboratory information management systems
Part 2, Instrument Performance Verification, explores the underlying principles and techniques for●

verifying instrument performance—coverage includes analytical instruments that are increasingly
important to the pharmaceutical industry, such as NIR spectrometers and particle size analyzers—and
offers readers a variety of alternative approaches for the successful verification of instrument performance
based on the needs of their labs

At the end of each chapter, the authors examine important practical problems and share their solutions. All
the methods covered in this book follow Good Analytical Practices (GAP) to ensure that reliable data are
generated in compliance with current Good Manufacturing Practices (cGMP).

Analysts, scientists, engineers, technologists, and technical managers should turn to this book to ensure that
analytical methods and instruments are accurate and meet GMP standards and requirements.
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From reader reviews:

Bethany Hall:

In this 21st one hundred year, people become competitive in each way. By being competitive right now,
people have do something to make these people survives, being in the middle of typically the crowded place
and notice simply by surrounding. One thing that occasionally many people have underestimated that for a
while is reading. Yes, by reading a book your ability to survive improve then having chance to stand than
other is high. To suit your needs who want to start reading a new book, we give you this kind of Practical
Approaches to Method Validation and Essential Instrument Qualification book as basic and daily reading
reserve. Why, because this book is greater than just a book.

Robert Colgan:

The publication with title Practical Approaches to Method Validation and Essential Instrument Qualification
has a lot of information that you can understand it. You can get a lot of benefit after read this book. This
particular book exist new expertise the information that exist in this reserve represented the condition of the
world currently. That is important to yo7u to be aware of how the improvement of the world. That book will
bring you inside new era of the the positive effect. You can read the e-book in your smart phone, so you can
read the item anywhere you want.

Ruth Mullins:

Often the book Practical Approaches to Method Validation and Essential Instrument Qualification has a lot
details on it. So when you read this book you can get a lot of help. The book was compiled by the very
famous author. The author makes some research before write this book. This kind of book very easy to read
you may get the point easily after perusing this book.

Cassandra Sanderson:

Are you kind of occupied person, only have 10 or even 15 minute in your moment to upgrading your mind
expertise or thinking skill also analytical thinking? Then you are receiving problem with the book when
compared with can satisfy your short period of time to read it because pretty much everything time you only
find reserve that need more time to be read. Practical Approaches to Method Validation and Essential
Instrument Qualification can be your answer given it can be read by you who have those short free time
problems.
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