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This handbook is the first to cover all aspects of stability testing in pharmaceutical development. It presents a
scientific understanding of regulations and balances methodologies and best practices. Comprising 17
chapters, it provides a wealth of resources for pharmaceutical companies, educational institutions, and
manufacturing laboratories to use as either a supplementary text for stability training courses or as a
reference book for pharmaceutical practitioners. Topics covered include: (1) Latest regulations for stability
testing, including cGMP requirements, ICH guidelines, and global guidances from WHO, ASEAN, EMRO,
and other regions. (2) Post-approval considerations and regulatory filing strategies to support a global supply
chain. (3) Methodologies, including development of a stability-indicating method, method validation and
transfer. Physical stability, non-chromatographic methodologies, and spectroscopic applications are also
discussed. (4) Setting specifications, monitoring impurities, and establishing shelf-life of pharmaceutical
products. (5) Data management, including stability reports, CMC and discussion of Out-of-Specification
(OOS) and Out-of-Trend (OOT). (6) USP-NF testing in support of stability purposes. (7) Current industry
best practices on stability operation, validation and calibration of stability chambers including considerations
for photo-stability testing. (8) Discussion of matrixing and bracketing to support reduced stability testing. (9)
Overview of stability programs for biologics and drug-in-devices pharmaceutical products. This collective
work was written by a group of prominent international experts, who have been directly responsible for
instituting industry best practices and establishing the current stability guidelines.
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From reader reviews:

Kim Townsend:

Reading a book can be one of a lot of activity that everyone in the world likes. Do you like reading book so.
There are a lot of reasons why people enjoyed. First reading a guide will give you a lot of new facts. When
you read a publication you will get new information simply because book is one of numerous ways to share
the information or their idea. Second, reading a book will make a person more imaginative. When you
studying a book especially hype book the author will bring one to imagine the story how the character types
do it anything. Third, you are able to share your knowledge to some others. When you read this Handbook of
Stability Testing in Pharmaceutical Development, you could tells your family, friends along with soon about
yours e-book. Your knowledge can inspire the others, make them reading a reserve.

Amber Weitz:

The guide untitled Handbook of Stability Testing in Pharmaceutical Development is the guide that
recommended to you to learn. You can see the quality of the reserve content that will be shown to you
actually. The language that creator use to explained their ideas are easily to understand. The article writer
was did a lot of exploration when write the book, therefore the information that they share to you personally
is absolutely accurate. You also will get the e-book of Handbook of Stability Testing in Pharmaceutical
Development from the publisher to make you far more enjoy free time.

Noah Giles:

Is it a person who having spare time after that spend it whole day by simply watching television programs or
just lying on the bed? Do you need something totally new? This Handbook of Stability Testing in
Pharmaceutical Development can be the answer, oh how comes? The new book you know. You are so out of
date, spending your spare time by reading in this new era is common not a geek activity. So what these
guides have than the others?

John Lockett:

Don't be worry should you be afraid that this book will certainly filled the space in your house, you will get it
in e-book means, more simple and reachable. This specific Handbook of Stability Testing in Pharmaceutical
Development can give you a lot of pals because by you looking at this one book you have factor that they
don't and make you actually more like an interesting person. This book can be one of one step for you to get
success. This book offer you information that might be your friend doesn't recognize, by knowing more than
other make you to be great persons. So , why hesitate? Let me have Handbook of Stability Testing in
Pharmaceutical Development.
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