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The second edition of Pharmaceutical Stress Testing: Predicting Drug
Degradation provides a practical and scientific guide to designing, executing
and interpreting stress testing studies for drug substance and drug product. This is
the only guide available to tackle this subject in-depth. The Second Edition
expands coverage from chemical stability into the physical aspects of stress
testing, and incorporates the concept of Quality by Design into the stress testing
construct / framework. It has been revised and expanded to include chapters on
large molecules, such as proteins and antibodies, and it outlines the changes in
stress testing that have emerged in recent years.

Key features include:

A renowned Editorial team and contributions from all major drug companies,●

reflecting a wealth of experience.
10 new chapters, including Stress Testing and its relationship to the assessment●

of potential genotoxic degradants, combination drug therapies, proteins,
oligonucleotides, physical changes and alternative dosage forms such as
liposomal formulations
Updated methodologies for predicting drug stability and degradation pathways●

Best practice models to follow●

An expanded Frequently Asked Questions section●

This is an essential reference book for Pharmaceutical Scientists and those
working in Quality Assurance and Drug Development (analytical sciences,
formulations, chemical process, project management).
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The second edition of Pharmaceutical Stress Testing: Predicting Drug Degradation provides a practical
and scientific guide to designing, executing and interpreting stress testing studies for drug substance and
drug product. This is the only guide available to tackle this subject in-depth. The Second Edition expands
coverage from chemical stability into the physical aspects of stress testing, and incorporates the concept of
Quality by Design into the stress testing construct / framework. It has been revised and expanded to include
chapters on large molecules, such as proteins and antibodies, and it outlines the changes in stress testing that
have emerged in recent years.

Key features include:

A renowned Editorial team and contributions from all major drug companies, reflecting a wealth of●

experience.
10 new chapters, including Stress Testing and its relationship to the assessment of potential genotoxic●

degradants, combination drug therapies, proteins, oligonucleotides, physical changes and alternative dosage
forms such as liposomal formulations
Updated methodologies for predicting drug stability and degradation pathways●

Best practice models to follow●

An expanded Frequently Asked Questions section●

This is an essential reference book for Pharmaceutical Scientists and those working in Quality Assurance and
Drug Development (analytical sciences, formulations, chemical process, project management).
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Editorial Review

Review

"The authors and editor have done a superb job of combining the theoretical, chemical, and practical aspects
of stress testing…the text is a 'must have' for those involved in stability testing."
?Drug Development and Industrial Pharmacy

"This excellent reference on pharmaceutical stress testing will serve its purpose well, especially for
pharmaceutical product development scientists and for members of regulatory agencies who are actively
involved in the drug review and approval process."
?Doody's Review Service

Users Review

From reader reviews:

Gary Lopez:

The book Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs and the
Pharmaceutical Sciences) can give more knowledge and also the precise product information about
everything you want. Exactly why must we leave a good thing like a book Pharmaceutical Stress Testing:
Predicting Drug Degradation, Second Edition (Drugs and the Pharmaceutical Sciences)? Several of you have
a different opinion about book. But one aim this book can give many facts for us. It is absolutely suitable.
Right now, try to closer together with your book. Knowledge or data that you take for that, you are able to
give for each other; you may share all of these. Book Pharmaceutical Stress Testing: Predicting Drug
Degradation, Second Edition (Drugs and the Pharmaceutical Sciences) has simple shape however, you know:
it has great and massive function for you. You can seem the enormous world by start and read a book. So it
is very wonderful.

Jose Reed:

What do you with regards to book? It is not important along with you? Or just adding material when you
want something to explain what yours problem? How about your extra time? Or are you busy man or
woman? If you don't have spare time to accomplish others business, it is make you feel bored faster. And
you have extra time? What did you do? Everybody has many questions above. The doctor has to answer that
question because just their can do in which. It said that about book. Book is familiar in each person. Yes, it is
right. Because start from on pre-school until university need this particular Pharmaceutical Stress Testing:
Predicting Drug Degradation, Second Edition (Drugs and the Pharmaceutical Sciences) to read.
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Sharon Clayton:

The reason why? Because this Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition
(Drugs and the Pharmaceutical Sciences) is an unordinary book that the inside of the e-book waiting for you
to snap the idea but latter it will zap you with the secret this inside. Reading this book next to it was fantastic
author who write the book in such awesome way makes the content inside easier to understand, entertaining
method but still convey the meaning thoroughly. So , it is good for you for not hesitating having this
anymore or you going to regret it. This amazing book will give you a lot of rewards than the other book have
such as help improving your skill and your critical thinking means. So , still want to hold up having that
book? If I ended up you I will go to the e-book store hurriedly.

Jane Mansour:

In this period of time globalization it is important to someone to find information. The information will make
someone to understand the condition of the world. The condition of the world makes the information easier
to share. You can find a lot of references to get information example: internet, magazine, book, and soon.
You can observe that now, a lot of publisher this print many kinds of book. Typically the book that
recommended to you is Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs
and the Pharmaceutical Sciences) this guide consist a lot of the information from the condition of this world
now. That book was represented how do the world has grown up. The vocabulary styles that writer use to
explain it is easy to understand. The actual writer made some analysis when he makes this book. That is why
this book ideal all of you.
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