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Good Manufacturing Practice (GMP) ensures medicinal products are produced
consistently and controlled to the quality standards appropriate for their intended
use and as required by product specifications or marketing authorization. Annex
11 details the European Medicines Agency (EMA) GMP requirements for
computer systems.

The purpose of Annex 11 is to provide the EMA healthcare industry with
consistent criteria for effective implementation, control, and use of computer
systems. EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP supplies practical information to facilitate
compliance with computer system GMP requirements, while highlighting and
integrating the Annex 11 guidelines into the computer compliance program.

The ideas presented in this book are based on the author’s 25 years of experience
with computer validation in the healthcare industry with various computer
systems development, maintenance, and quality functions. The book details a
practical approach to increase efficiency and to ensure that software development
and maintenance are achieved correctly.

Examining the implementation of the computer systems validation entirely based
on EU Annex 11, the book includes examples from laboratory, clinical, and
manufacturing computer systems. It also discusses electronic record integrity
associated with stored information.
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Good Manufacturing Practice (GMP) ensures medicinal products are produced consistently and controlled to
the quality standards appropriate for their intended use and as required by product specifications or
marketing authorization. Annex 11 details the European Medicines Agency (EMA) GMP requirements for
computer systems.

The purpose of Annex 11 is to provide the EMA healthcare industry with consistent criteria for effective
implementation, control, and use of computer systems. EU Annex 11 Guide to Computer Validation
Compliance for the Worldwide Health Agency GMP supplies practical information to facilitate
compliance with computer system GMP requirements, while highlighting and integrating the Annex 11
guidelines into the computer compliance program.

The ideas presented in this book are based on the author’s 25 years of experience with computer validation in
the healthcare industry with various computer systems development, maintenance, and quality functions. The
book details a practical approach to increase efficiency and to ensure that software development and
maintenance are achieved correctly.

Examining the implementation of the computer systems validation entirely based on EU Annex 11, the book
includes examples from laboratory, clinical, and manufacturing computer systems. It also discusses
electronic record integrity associated with stored information.
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Editorial Review

About the Author

Orlando López is the SME for the GAMP Data Integrity SIG. He has 25 years of experience in worldwide
pharmaceutical experience with relevant work in computer systems regulatory requirements including US,
EU, Australian, Japanese, WHO, PIC/S, and ICH regulations and guidance. His special interest is the GMP
compliance issues applicable to computer systems.

He has experience with direct participation in FDA agency remedial action plans, regulatory inspections,
response activities, and consent decree remediation-related verifications. He is the author of two other books:
21 CFR Part 11?A Complete Guide to International Compliance, Taylor & Francis/CRC Press, 2004, and
Computer Infrastructure Qualification for FDA Regulated Industries, Davis Healthcare International
Publishing, 2006.

Users Review

From reader reviews:

Shawn Holmes:

Do you have favorite book? If you have, what is your favorite's book? Publication is very important thing for
us to know everything in the world. Each publication has different aim as well as goal; it means that reserve
has different type. Some people feel enjoy to spend their a chance to read a book. They can be reading
whatever they get because their hobby is reading a book. What about the person who don't like reading
through a book? Sometime, particular person feel need book whenever they found difficult problem as well
as exercise. Well, probably you will want this EU Annex 11 Guide to Computer Validation Compliance for
the Worldwide Health Agency GMP.

Virgina Scheffer:

Book will be written, printed, or outlined for everything. You can know everything you want by a guide.
Book has a different type. As it is known to us that book is important point to bring us around the world.
Beside that you can your reading talent was fluently. A publication EU Annex 11 Guide to Computer
Validation Compliance for the Worldwide Health Agency GMP will make you to always be smarter. You
can feel considerably more confidence if you can know about anything. But some of you think in which open
or reading some sort of book make you bored. It is far from make you fun. Why they could be thought like
that? Have you searching for best book or suited book with you?

Brenda Rodriguez:

Here thing why that EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health



Agency GMP are different and reputable to be yours. First of all reading through a book is good nevertheless
it depends in the content of computer which is the content is as tasty as food or not. EU Annex 11 Guide to
Computer Validation Compliance for the Worldwide Health Agency GMP giving you information deeper
and different ways, you can find any book out there but there is no book that similar with EU Annex 11
Guide to Computer Validation Compliance for the Worldwide Health Agency GMP. It gives you thrill
examining journey, its open up your eyes about the thing this happened in the world which is perhaps can be
happened around you. It is possible to bring everywhere like in park, café, or even in your way home by
train. If you are having difficulties in bringing the published book maybe the form of EU Annex 11 Guide to
Computer Validation Compliance for the Worldwide Health Agency GMP in e-book can be your substitute.

Gretchen Meehan:

Do you certainly one of people who can't read enjoyable if the sentence chained from the straightway, hold
on guys that aren't like that. This EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP book is readable by you who hate the perfect word style. You will find the
details here are arrange for enjoyable reading experience without leaving actually decrease the knowledge
that want to offer to you. The writer regarding EU Annex 11 Guide to Computer Validation Compliance for
the Worldwide Health Agency GMP content conveys thinking easily to understand by many people. The
printed and e-book are not different in the articles but it just different such as it. So , do you continue to
thinking EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health Agency GMP
is not loveable to be your top collection reading book?
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