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Specification of Drug Substances and Products: Development and Validation of
Analytical Methods is a comprehensive and critical analysis of the requirements
and approaches to setting specifications for new pharmaceutical products, with
an emphasis on phase-appropriate development and validation of analytical
methods. This book is intended as more than areview of new regional guidelines,
existing regulatory guidance, and industry practices. It provides a hands-on guide
to understanding and applying these in practice. The authors discuss critical
issues, novel approaches, and future directions while also providing insight into
how International Guidelines were developed and the rationale behind them.

- Guide to industry best practices of analytical methodologies used in the
specification of new drug substances and products (e.g. DOE, QbD)

- Critical assessment of the application of ICH guidelines on method validation
and specification setting, written by experts involved in the development and
application of the guidelinesto aid understanding of requirements and what is
expected by regulatory authorities

- Direct applicability to the day-to-day activities in drug development and the
potential to increase productivity
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Soecification of Drug Substances and Products: Development and Validation of Analytical Methodsis a
comprehensive and critical analysis of the requirements and approaches to setting specifications for new
pharmaceutical products, with an emphasis on phase-appropriate development and validation of analytical
methods. This book is intended as more than areview of new regional guidelines, existing regulatory
guidance, and industry practices. It provides a hands-on guide to understanding and applying these in
practice. The authors discuss critical issues, novel approaches, and future directions while also providing
insight into how International Guidelines were developed and the rational e behind them.

- Guideto industry best practices of analytical methodologies used in the specification of new drug
substances and products (e.g. DOE, QbD)

- Critical assessment of the application of ICH guidelines on method validation and specification setting,
written by expertsinvolved in the development and application of the guidelines to aid understanding of
requirements and what is expected by regulatory authorities

- Direct applicability to the day-to-day activities in drug development and the potential to increase
productivity
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Editorial Review
Review

"...avaluable addition to a pharmaceutical scientists’ library....relevant and of interest to various “ stake-
holders’ in the drug development arena, including chemists, analysts, and programme managers. | can
recommend it."--Organic Process Research & Development Journal, Sep-14

"Itsmain role isto explain how to meet the most recent International Conference on Harmonization
guidelines for drug development. The book is organized to offer a critical and comprehensive account of the
approaches used to identify the key determinants of quality production that affect the safety, effectiveness,
and marketability of a drug."--ProtoView.com, April 2014

From the Back Cover

Specification of Drug Substances and Products: Development and Validation of Analytical Methodsis a
comprehensive and critical analysis of the requirements and approaches to setting specifications for new
pharmaceutical products, with an emphasis on phase-appropriate development and validation of analytical
methods. This book is intended as more than areview of new regional guidelines, existing regulatory
guidance, and industry practices. It provides a hands-on guide to understanding and applying these in
practice. The authors discuss critical issues, novel approaches, and future directions while also providing
insight into how International Guidelines were developed and the rational e behind them.

Key features

Includes extensive information on Residual Solvents, Inorganic impurities, Solid-state characterization,
Chiral Methods, Extractables and L eachables, Pharmacopeial Methods and Tests, and more. Christopher
M. Riley is President of Riley and Rabel Consulting Services. He was Vice President of Analytical R&D at
DuPont Pharmaceutical Company, and Vice President of ChemPharm at ALZA (adivision of Johnson and
Johnson) as well as a member of the ICH Expert Working Group on Impurities. Thomas W. Rosanskeisthe
Director of Business Development at Acceleration Laboratory Services, Incorporated. He has previously
held scientific and senior management positions at The Upjohn Company, Marion Laboratories, Marion
Merrell Dow, Hoechst Marion Roussel, Quintiles, Eli Lilly, Beckloff Associates, and PPD. He currently
serves on a Small Molecule USP Expert Committee. Shelley R. Rabel Riley is an Assistant Professor of
Chemistry in the Department of Natural Sciences at Northwest Missouri State University, aswell as Vice-
President of Riley and Rabel Consulting Services. She has previously held Principal Scientist positions at
DuPont Pharmaceutical Company and ALZA (adivision of Johnson and Johnson), and served as Director of
Small Molecule Pharmaceutics at Amgen.About the Author

President of Riley and Rabel Consulting Services. Former Vice President of Analytical R&D at DuPont
Pharmaceutical Company, and Vice President of ChemPharm at ALZA (adivision of Johnson and Johnson)
aswell asamember of the ICH Expert Working Group on Impurities.

Director of Business Development at Acceleration Laboratory Services, Incorporated. He has previously
held scientific and senior management positions at The Upjohn Company, Marion Laboratories, Marion



Merrell Dow, Hoechst Marion Roussel, Quintiles, Eli Lilly, Beckloff Associates, and PPD. He currently
serves on a Small Molecule USP Expert Committee.

Assistant Professor of Chemistry in the Department of Natural Sciences at Northwest Missouri State
University, aswell as Vice-President of Riley and Rabel Consulting Services. She has previoudy held
Principal Scientist positions at DuPont Pharmaceutical Company and ALZA (adivision of Johnson and
Johnson), and served as Director of Small Molecule Pharmaceutics at Amgen. Users ReviewFrom reader
reviews:

Marcia Fullerton:Reading a e-book tends to be new life style on this era globalization. With examining you
can get alot of information that may give you benefit in your life. With book everyonein thisworld can
easily share their idea. Textbooks can also inspire alot of people. Many author can inspire their particular
reader with their story aswell astheir experience. Not only the story that share in the books. But also they
write about the ability about something that you need instance. How to get the good score toefl, or how to
teach your young ones, there are many kinds of book which exist now. The authors nowadays awaystry to
improve their talent in writing, they also doing some study before they write to their book. One of themis
this Specification of Drug Substances and Products: Development and Validation of Analytical Methods.
Armando Rodgers.Do you have something that you enjoy such as book? The publication lovers usually
prefer to pick book like comic, limited story and the biggest you are novel. Now, why not striving
Specification of Drug Substances and Products: Development and Validation of Analytical Methods that
give your fun preference will be satisfied by reading this book. Reading practice all over the world can be
said as the opportunity for people to know world far better then how they react toward the world. It can't be
explained constantly that reading habit only for the geeky man but for al of you who wantsto possibly be
success person. So , for al you who want to start studying as your good habit, you may pick Specification of
Drug Substances and Products. Development and Validation of Analytical Methods become your personal
Starter.

Shirley Gilliam:This Specification of Drug Substances and Products: Development and Validation of
Analytical Methodsis great book for you because the content that is certainly full of information for you
who else always deal with world and get to make decision every minute. This kind of book reveal it facts
accurately using great manage word or we can say no rambling sentences within it. So if you are read it
hurriedly you can have whole datain it. Doesn't mean it only provides straight forward sentences but
difficult core information with beautiful delivering sentences. Having Specification of Drug Substances and
Products: Development and Validation of Analytical Methods in your hand like having the world in your
arm, information in it is not ridiculous 1. We can say that no guide that offer you world inside ten or fifteen
second right but this e-book aready do that. So , thisis certainly good reading book. Hello Mr. and Mrs.
occupied do you still doubt this?

James Rouse:Do you like reading a book? Confuse to looking for your chosen book? Or your book had been
rare? Why so many concern for the book? But any kind of people feel that they enjoy intended for reading.
Some people likes reading through, not only science book but additionally novel and Specification of Drug
Substances and Products: Development and Validation of Analytical Methods or others sources were given
know-how for you. After you know how the truly amazing a book, you feel want to read more and more.
Science reserve was created for teacher or even students especially. Those textbooks are helping them to
include their knowledge. In some other case, beside science guide, any other book likes Specification of
Drug Substances and Products: Development and Validation of Analytical Methods to make your spare time
more colorful. Many types of book like this.
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