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Preface

We, as pharmaceutical scientists, have always seen stability testing as a vital part of any drug
development process. From the very basic level of experimentation, like stability of suspen-
sions and emulsions in undergraduate laboratory, to stability testing of active pharmaceutical
ingredients and conventional products containing them, and further to highly technical
novel drug delivery systems, a thorough investigation on stability of every kind of product is
desired for the benefit of the patients. Every product is supposed to be labeled with a valid
expiry date and storage conditions, which are established through systematic stability
studies. Due to many product failures and recalls happening for the reasons of instability,
carrying out a successful stability program in the pharmaceurical industry has become very
vital. Stability testing hence has to be a very well-organized activity, supported with due
resources, which even stands up to critical regulatory scrutiny.

A lot of information, literature articles, and books regarding stability testing are already
available, and lots of regulatory efforts have been made for harmonization of the stability
testing requirements within different countries and regions. As this book is a part of the
series Methods in Pharmacology and Toxicology, it was the intention of the editors to seck
methods and protocols related to different aspects of stability programs that are followed
practically in development laboratories in industry. Considering the fact that regulatory
guidelines provide few experimental details, implementation of a successful stability pro-
gram requires critical and logical thinking thart is bevond the regular documented protocols
and methods. Therefore, we have made efforts to collect the experiences from 15 organiza-
tions belonging to 9 different countries to encapsulate not all, burt many, aspects of the
stability testing program. We expect that this treatise will be a useful addition to the existing
armamentarium of resources available to stability testing personnel, and even to students,
owing to coverage of first-hand experience ofinternational experts with many yvears of bench
experience. Of course, making the experts agree to pen down their vital experience is always
a herculean task, but we are fortunate that each contributor to this volume gave his/her
best. The editors have full appreciation for cach one of them, It is anticipated that the treatise
will be found useful and interesting by the readers.

Of course, the editors also thankfully received great support from their families and all
others connected with this compilation,

Chandigavh, India Sanjuy Bajaj
Pienjab, India Savanjit Singh
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stability programs that are followed in pharmaceutical development laboratories.
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recalls, requires critical and logical thinking that goes beyond the regular documented
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Order online at springer.com / or for the Americas call (toll free) 1-800-SPRINGER /
or email us at: customerservice@springernature.com. / For outside the Americas call +49 (0) 6221-345-4301 /
or email us at: customerservice@springernature.com.

The first € price and the £ and $ price are net prices, subject to local VAT. Prices indicated with [1] include VAT for
books; the €(D) includes 7% for Germany, the €(A) includes 10% for Austria. Prices indicated with [2] include VAT for
electronic products; 19% for Germany, 20% for Austria. ALl prices exclusive of carriage charges. Prices and other
details are subject to change without notice. All errors and omissions excepted. [3] No discount for MyCopy.

Part of SPRINGERNATURE



