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How to hone your analytical skills and obtain high-quality datain the era of GMP
regquirements

With increased regulatory pressures on the pharmaceutical industry, thereisa
growing need for capable analysts who can ensure appropriate scientific practices
in laboratories and manufacturing sites worldwide. Based on Johnson &
Johnson's acclaimed in-house training program, this practical guide provides
guidance for laboratory analysts who must juggle the Food and Drug
Administration's good manufacturing practices (GMP) rules with rapidly
changing analytical technologies. Highly qualified industry experts walk readers
step-by-step through the concepts, techniques, and tools necessary to perform
analyses in an FDA-regulated environment, including clear instructions on all
major analytical chemical methods-from spectroscopy to chromatography to
dissolution. Anideal manual for formal training as well as an excellent self-study
guide, Analytical Chemistry in a GMP Environment features:

* The drug development process in the pharmaceutical industry

* Uniform and consistent interpretation of GMP compliance issues

* A review of therole of statistics and basic topicsin analytical chemistry

* An emphasis on high-performance liquid chromatographic (HPL C) methods

* Chapters on detectors and quantitative analysis aswell as data systems

* Methods for ensuring that instruments meet standard operating procedures
(SOP) requirements

* Extensive appendixes for unifying terms, symbols, and procedura information
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How to hone your analytical skills and obtain high-quality datain the era of GMP requirements

With increased regulatory pressures on the pharmaceutical industry, thereis a growing need for capable
analysts who can ensure appropriate scientific practices in laboratories and manufacturing sites worldwide.
Based on Johnson & Johnson's acclaimed in-house training program, this practical guide provides guidance
for laboratory analysts who must juggle the Food and Drug Administration's good manufacturing practices
(GMP) rules with rapidly changing analytical technologies. Highly qualified industry experts walk readers
step-by-step through the concepts, techniques, and tools necessary to perform analysesin an FDA-regulated
environment, including clear instructions on al major analytical chemical methods-from spectroscopy to
chromatography to dissolution. An ideal manual for formal training as well as an excellent self-study guide,
Analytical Chemistry in a GMP Environment features:

* The drug development process in the pharmaceutical industry

* Uniform and consistent interpretation of GM P compliance issues

* A review of the role of statistics and basic topicsin analytical chemistry

* An emphasis on high-performance liquid chromatographic (HPLC) methods

* Chapters on detectors and quantitative analysis as well as data systems

* Methods for ensuring that instruments meet standard operating procedures (SOP) requirements

* Extensive appendixes for unifying terms, symbols, and procedural information
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Editorial Review

Review
"...chemists...explain how to comply with US Food and Drug Administration's Good Manufacturing Practice
rules as analytical technologies are changing rapidly." (SciTech Book News, Vol. 24, No. 4, December 2000)

"Anyone...involved in training exercises and in...gathering...pertinent material from different sources will
find this book very helpful." (Journal of Medicinal Chemistry, Vol. 44, No. 21, 2001)

"I recommend this book for anyone who recognizes aneed for more and better training of pharmaceut9ical
laboratory analysts...aremarkably rich resource.” (Clinical Chemistry, Vol. 48, No. 3, 2002)

"...provides amuch needed perspective on the role of analytical chemistry in the pharmaceutical industry and
isawelcome addition...a useful resource.” (Journal of Chemical Education, December 2002)

From the Back Cover
How to hone your analytical skills and obtain high-quality datain the era of GMP requirements

With increased regulatory pressures on the pharmaceutical industry, thereis a growing need for capable
analysts who can ensure appropriate scientific practices in laboratories and manufacturing sites worldwide.
Based on Johnson & Johnson's acclaimed in-house training program, this practical guide provides guidance
for laboratory analysts who must juggle the Food and Drug Administration's good manufacturing practices
(GMP) rules with rapidly changing analytical technologies. Highly qualified industry experts walk readers
step-by-step through the concepts, techniques, and tools necessary to perform analyses in an FDA-regulated
environment, including clear instructions on al major analytical chemical methods-from spectroscopy to
chromatography to dissolution. An ideal manual for formal training as well as an excellent self-study guide,
Analytical Chemistry in a GMP Environment features:

* The drug development process in the pharmaceutical industry

* Uniform and consistent interpretation of GMP compliance issues

* A review of therole of statistics and basic topicsin anaytical chemistry

* An emphasis on high-performance liquid chromatographic (HPLC) methods

* Chapters on detectors and quantitative analysis as well as data systems

* Methods for ensuring that instruments meet standard operating procedures (SOP) requirements

* Extensive appendixes for unifying terms, symbols, and procedura information
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Users Review

From reader reviews:



Laura Thompson:

As people who live in the modest era should be revise about what going on or data even knowledge to make
all of them keep up with the erawhich is aways change and make progress. Some of you maybe will
probably update themselves by reading through books. It is a good choice for you personally but the
problems coming to a person is you don't know which one you should start with. This Analytical Chemistry
inaGMP Environment: A Practical Guide is our recommendation to help you keep up with the world. Why,
as this book serves what you want and want in this era.

Dennis Simpson:

The reserve untitled Analytical Chemistry in a GMP Environment: A Practical Guide is the book that
recommended to you you just read. Y ou can see the quality of the publication content that will be shown to
you actually. The language that creator use to explained their way of doing something is easily to understand.
The author was did alot of study when write the book, therefore the information that they shareto you
personally is absolutely accurate. Y ou also can get the e-book of Analytical Chemistry ina GMP
Environment: A Practical Guide from the publisher to make you much more enjoy free time.

Christopher Hartwick:

Spent afree the perfect time to be fun activity to accomplish! A lot of people spent their down time with
their family, or their very own friends. Usually they carrying out activity like watching television, going to
beach, or picnic in the park. They actually doing ditto every week. Do you fedl it? Do you wish to something
different to fill your current free time/ holiday? Can be reading a book is usually option to fill your no cost
time/ holiday. The first thing that you'll ask may be what kinds of publication that you should read. If you
want to attempt look for book, may be the book untitled Analytical Chemistry in a GMP Environment: A
Practical Guide can be very good book to read. May be it may be best activity to you.

Jerry Montgomery:

The book Analytical Chemistry in a GMP Environment: A Practical Guide has alot details on it. So when
you check out this book you can get alot of gain. The book was authored by the very famous author. The
author makes some research prior to write this book. This specific book very easy to read you may get the
point easily after reading this article book.
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