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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:

Edris Sibert:

A lot of people always spent all their free time to vacation or even go to the outside with them friends and
family or their friend. Are you aware? Many a lot of people spent these people free time just watching TV, or
even playing video games all day long. If you would like try to find a new activity that is look different you
can read some sort of book. It is really fun in your case. If you enjoy the book that you just read you can
spent all day long to reading a guide. The book Handbook of Stability Testing in Pharmaceutical
Development it is rather good to read. There are a lot of people that recommended this book. These people
were enjoying reading this book. In the event you did not have enough space to bring this book you can buy
the e-book. You can m0ore very easily to read this book from a smart phone. The price is not very costly but
this book features high quality.

Michael Davis:

Do you have something that you enjoy such as book? The guide lovers usually prefer to select book like
comic, brief story and the biggest some may be novel. Now, why not seeking Handbook of Stability Testing
in Pharmaceutical Development that give your fun preference will be satisfied through reading this book.
Reading practice all over the world can be said as the opportinity for people to know world better then how
they react in the direction of the world. It can't be explained constantly that reading behavior only for the
geeky man but for all of you who wants to end up being success person. So , for all of you who want to start
reading through as your good habit, you may pick Handbook of Stability Testing in Pharmaceutical
Development become your starter.

Sharon McMichael:

Would you one of the book lovers? If yes, do you ever feeling doubt while you are in the book store? Make
an effort to pick one book that you find out the inside because don't judge book by its cover may doesn't
work is difficult job because you are afraid that the inside maybe not as fantastic as in the outside appearance
likes. Maybe you answer may be Handbook of Stability Testing in Pharmaceutical Development why
because the great cover that make you consider concerning the content will not disappoint a person. The
inside or content is fantastic as the outside or even cover. Your reading 6th sense will directly direct you to
pick up this book.

Judith Bowman:

This Handbook of Stability Testing in Pharmaceutical Development is great book for you because the
content that is certainly full of information for you who always deal with world and possess to make decision
every minute. This kind of book reveal it info accurately using great manage word or we can say no rambling
sentences inside it. So if you are read this hurriedly you can have whole data in it. Doesn't mean it only
provides straight forward sentences but tricky core information with splendid delivering sentences. Having



Handbook of Stability Testing in Pharmaceutical Development in your hand like obtaining the world in your
arm, facts in it is not ridiculous 1. We can say that no reserve that offer you world inside ten or fifteen
minute right but this publication already do that. So , it is good reading book. Hey there Mr. and Mrs.
occupied do you still doubt in which?
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