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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:

Mike Hodges:

Inside other case, little folks like to read book Practical Approaches to Method Validation and Essential
Instrument Qualification. You can choose the best book if you want reading a book. Provided that we know
about how is important a new book Practical Approaches to Method Validation and Essential Instrument
Qualification. You can add know-how and of course you can around the world by a book. Absolutely right,
mainly because from book you can realize everything! From your country right up until foreign or abroad
you can be known. About simple point until wonderful thing it is possible to know that. In this era, you can
open a book or perhaps searching by internet unit. It is called e-book. You can utilize it when you feel
uninterested to go to the library. Let's read.

Larry Moore:

As people who live in the particular modest era should be revise about what going on or information even
knowledge to make them keep up with the era which is always change and advance. Some of you maybe will
certainly update themselves by looking at books. It is a good choice for yourself but the problems coming to
a person is you don't know which you should start with. This Practical Approaches to Method Validation and
Essential Instrument Qualification is our recommendation to help you keep up with the world. Why, because
this book serves what you want and wish in this era.

Kelly Gomes:

Reading a e-book can be one of a lot of pastime that everyone in the world loves. Do you like reading book
therefore. There are a lot of reasons why people love it. First reading a book will give you a lot of new
information. When you read a e-book you will get new information because book is one of numerous ways
to share the information or perhaps their idea. Second, studying a book will make an individual more
imaginative. When you reading through a book especially tale fantasy book the author will bring someone to
imagine the story how the people do it anything. Third, you can share your knowledge to other folks. When
you read this Practical Approaches to Method Validation and Essential Instrument Qualification, it is
possible to tells your family, friends along with soon about yours publication. Your knowledge can inspire
different ones, make them reading a e-book.

William Vong:

What is your hobby? Have you heard this question when you got scholars? We believe that that concern was
given by teacher to the students. Many kinds of hobby, Every person has different hobby. And you also
know that little person similar to reading or as reading through become their hobby. You need to know that
reading is very important and also book as to be the issue. Book is important thing to increase you
knowledge, except your personal teacher or lecturer. You will find good news or update with regards to
something by book. Many kinds of books that can you choose to adopt be your object. One of them are these
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