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The United States Food and Drug Administration (FDA) and other regulatory bodies around the world
require that impurities in drug substance and drug product levels recommended by the International
Conference on Harmonisation (ICH) be isolated and characterized.

Identifying process-related impurities and degradation products also helps us to understand the production of
impurities and assists in defining degradation mechanisms. When this process is performed at an early stage,
there is ample time to address various aspects of drug development to prevent or control the production of
impurities and degradation products well before the regulatory filing and thus assure production of a high-
quality drug product.

This book, therefore, has been designed to meet the need for a reference text on the complex process of
isolation and characterization of process-related (synthesis and formulation) impurities and degradation
products to meet critical requlatory requirements.

It's objective is to provide guidance on isolating and characterizing impurities of pharmaceuticals such as
drug candidates, drug substances, and drug products. The book outlines impurity identification processes and
will be a key resource document for impurity analysis, isolation/synthesis, and characterization.

- Provides valuable information on isolation and characterization of impurities.
- Gives a regulatory perspective on the subject.
- Describes various considerations involved in meeting regulatory requirements.
- Discusses various sources of impurities and degredation products.
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From reader reviews:

Steven Weathers:

Hey guys, do you wishes to finds a new book to read? May be the book with the concept Handbook of
Isolation and Characterization of Impurities in Pharmaceuticals (Separation Science and Technology)
suitable to you? The particular book was written by renowned writer in this era. Often the book untitled
Handbook of Isolation and Characterization of Impurities in Pharmaceuticals (Separation Science and
Technology)is a single of several books that will everyone read now. This specific book was inspired lots of
people in the world. When you read this book you will enter the new age that you ever know before. The
author explained their idea in the simple way, so all of people can easily to comprehend the core of this
book. This book will give you a great deal of information about this world now. So you can see the
represented of the world on this book.

Mindy Martinez:

Reading a reserve can be one of a lot of task that everyone in the world loves. Do you like reading book
consequently. There are a lot of reasons why people fantastic. First reading a publication will give you a lot
of new information. When you read a e-book you will get new information due to the fact book is one of
various ways to share the information as well as their idea. Second, reading through a book will make you
actually more imaginative. When you looking at a book especially hype book the author will bring that you
imagine the story how the characters do it anything. Third, it is possible to share your knowledge to others.
When you read this Handbook of Isolation and Characterization of Impurities in Pharmaceuticals (Separation
Science and Technology), it is possible to tells your family, friends along with soon about yours book. Your
knowledge can inspire the others, make them reading a guide.

Albert Collins:

The actual book Handbook of Isolation and Characterization of Impurities in Pharmaceuticals (Separation
Science and Technology) has a lot info on it. So when you make sure to read this book you can get a lot of
benefit. The book was published by the very famous author. Tom makes some research before write this
book. This specific book very easy to read you may get the point easily after reading this article book.

Cassandra Sanderson:

Reading a book for being new life style in this yr; every people loves to study a book. When you study a
book you can get a wide range of benefit. When you read textbooks, you can improve your knowledge,
because book has a lot of information upon it. The information that you will get depend on what forms of
book that you have read. If you need to get information about your analysis, you can read education books,
but if you act like you want to entertain yourself read a fiction books, this kind of us novel, comics, in
addition to soon. The Handbook of Isolation and Characterization of Impurities in Pharmaceuticals
(Separation Science and Technology) will give you new experience in looking at a book.
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