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The second edition of Phar maceutical Stress Testing: Predicting Drug
Degradation provides apractical and scientific guide to designing, executing
and interpreting stress testing studies for drug substance and drug product. Thisis
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 changesin
stress testing that have emerged in recent years.

Key featuresinclude:

- A renowned Editorial team and contributions from all major drug companies,
reflecting awealth 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 aternative dosage forms such as
liposomal formulations

- Updated methodol ogies for predicting drug stability and degradation pathways

- Best practice models to follow

- An expanded Frequently Asked Questions section

Thisis 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. Thisisthe 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 featuresinclude:

- A renowned Editoria 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 methodol ogies for predicting drug stability and degradation pathways

- Best practice models to follow

- An expanded Frequently Asked Questions section

Thisis 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 stresstesting...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, especialy 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:
Sharon Hall:

This book untitled Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs and
the Pharmaceutical Sciences) to be one of several books that best seller in this year, that's because when you
read this book you can get alot of benefit onto it. You will easily to buy this kind of book in the book retailer
or you can order it by way of online. The publisher on this book sells the e-book too. It makes you more
readily to read this book, because you can read this book in your Mobile phone. So there is no reason for you
to past this book from your list.

James Blouin:

The reserve with title Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs
and the Pharmaceutical Sciences) posesses alot of information that you can learn it. You can get alot of gain
after read this book. This particular book exist new know-how the information that exist in this guide
represented the condition of the world right now. That isimportant to yo7u to learn how the improvement of
the world. This book will bring you throughout new era of the internationalization. Y ou can read the e-book
on your own smart phone, so you can read this anywhere you want.

KatherineHerron:

Typically the book Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs and
the Pharmaceutical Sciences) has alot of knowledge on it. So when you read this book you can get alot of
help. The book was authored by the very famous author. This articles author makes some research prior to
write this book. This particular book very easy to read you will get the point easily after perusing this book.



Syble Mills:

Guide is one of source of knowledge. We can add our know-how from it. Not only for students and also
native or citizen want book to know the upgrade information of year for you to year. Aswe know those
publications have many advantages. Beside we add our knowledge, can bring us to around the world. With
the book Pharmaceutical Stress Testing: Predicting Drug Degradation, Second Edition (Drugs and the
Pharmaceutical Sciences) we can consider more advantage. Don't someone to be creative people? Being
creative person must choose to read a book. Just choose the best book that ideal with your aim. Don't always
be doubt to change your life by this book Pharmaceutical Stress Testing: Predicting Drug Degradation,
Second Edition (Drugs and the Pharmaceutical Sciences). Y ou can more appealing than now.
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