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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:

Brian Lopez:

What do you consider book? It is just for students as they are still students or the item for all people in the
world, what best subject for that? Merely you can be answered for that question above. Every person has
various personality and hobby per other. Don't to be pressured someone or something that they don't would
like do that. You must know how great and important the book Handbook of Isolation and Characterization
of Impurities in Pharmaceuticals (Separation Science and Technology). All type of book is it possible to see
on many options. You can look for the internet resources or other social media.

Justin Perry:

This book untitled Handbook of Isolation and Characterization of Impurities in Pharmaceuticals (Separation
Science and Technology) to be one of several books in which best seller in this year, honestly, that is because
when you read this publication you can get a lot of benefit in it. You will easily to buy that book in the book
retail outlet or you can order it by means of online. The publisher on this book sells the e-book too. It makes
you more easily to read this book, since you can read this book in your Cell phone. So there is no reason for
you to past this reserve from your list.

Teresa Spillman:

Reading a publication can be one of a lot of task that everyone in the world likes. Do you like reading book
consequently. There are a lot of reasons why people enjoyed. First reading a publication will give you a lot
of new information. When you read a reserve you will get new information mainly because book is one of
numerous ways to share the information or maybe their idea. Second, reading through a book will make
anyone more imaginative. When you looking at a book especially fictional works book the author will bring
that you imagine the story how the personas do it anything. Third, you are able to share your knowledge to
other people. When you read this Handbook of Isolation and Characterization of Impurities in
Pharmaceuticals (Separation Science and Technology), you are able to tells your family, friends and soon
about yours reserve. Your knowledge can inspire different ones, make them reading a publication.

Virgie Haynes:

Is it an individual who having spare time subsequently spend it whole day by simply watching television
programs or just lying down on the bed? Do you need something new? This Handbook of Isolation and
Characterization of Impurities in Pharmaceuticals (Separation Science and Technology) can be the response,
oh how comes? A book you know. You are and so out of date, spending your spare time by reading in this
brand new era is common not a nerd activity. So what these ebooks have than the others?
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