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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:

Jean Fuller:

The book Handbook of Stability Testing in Pharmaceutical Development make you feel enjoy for your spare
time. You can utilize to make your capable a lot more increase. Book can being your best friend when you
getting stress or having big problem with your subject. If you can make reading through a book Handbook of
Stability Testing in Pharmaceutical Development to be your habit, you can get a lot more advantages, like
add your own capable, increase your knowledge about many or all subjects. You may know everything if
you like open up and read a book Handbook of Stability Testing in Pharmaceutical Development. Kinds of
book are several. It means that, science guide or encyclopedia or other folks. So , how do you think about
this publication?

Horace Godbolt:

Do you considered one of people who can't read pleasant if the sentence chained from the straightway, hold
on guys this kind of aren't like that. This Handbook of Stability Testing in Pharmaceutical Development
book is readable simply by you who hate those straight word style. You will find the facts here are arrange
for enjoyable reading experience without leaving even decrease the knowledge that want to deliver to you.
The writer of Handbook of Stability Testing in Pharmaceutical Development content conveys objective
easily to understand by lots of people. The printed and e-book are not different in the articles but it just
different available as it. So , do you even now thinking Handbook of Stability Testing in Pharmaceutical
Development is not loveable to be your top listing reading book?

Wendy Miller:

Beside this Handbook of Stability Testing in Pharmaceutical Development in your phone, it could possibly
give you a way to get more close to the new knowledge or facts. The information and the knowledge you can
got here is fresh in the oven so don't always be worry if you feel like an old people live in narrow commune.
It is good thing to have Handbook of Stability Testing in Pharmaceutical Development because this book
offers for your requirements readable information. Do you often have book but you don't get what it's
interesting features of. Oh come on, that won't happen if you have this within your hand. The Enjoyable
arrangement here cannot be questionable, similar to treasuring beautiful island. Techniques you still want to
miss this? Find this book and also read it from today!

Lawrence Wilson:

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