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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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From reader reviews:

Candice Delgado:

With other case, little folks like to read book EU Annex 11 Guide to Computer Validation Compliance for
the Worldwide Health Agency GMP. You can choose the best book if you want reading a book. Given that
we know about how is important any book EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP. You can add knowledge and of course you can around the world by way of
a book. Absolutely right, mainly because from book you can know everything! From your country till
foreign or abroad you will be known. About simple thing until wonderful thing you are able to know that. In
this era, we could open a book or perhaps searching by internet product. It is called e-book. You should use it
when you feel fed up to go to the library. Let's read.

Scott Barbour:

Nowadays reading books become more and more than want or need but also become a life style. This
reading routine give you lot of advantages. The advantages you got of course the knowledge your
information inside the book which improve your knowledge and information. The details you get based on
what kind of reserve you read, if you want send more knowledge just go with schooling books but if you
want experience happy read one with theme for entertaining like comic or novel. The actual EU Annex 11
Guide to Computer Validation Compliance for the Worldwide Health Agency GMP is kind of guide which is
giving the reader unstable experience.

Jesse Fox:

Reading a e-book can be one of a lot of action that everyone in the world enjoys. Do you like reading book
and so. There are a lot of reasons why people like it. First reading a book will give you a lot of new details.
When you read a publication you will get new information due to the fact book is one of a number of ways to
share the information or their idea. Second, reading through a book will make an individual more
imaginative. When you looking at a book especially fictional works book the author will bring you to
imagine the story how the character types do it anything. Third, it is possible to share your knowledge to
some others. When you read this EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP, it is possible to tells your family, friends in addition to soon about yours
publication. Your knowledge can inspire the mediocre, make them reading a book.

Frances Drury:

Spent a free time and energy to be fun activity to perform! A lot of people spent their free time with their
family, or their own friends. Usually they performing activity like watching television, likely to beach, or
picnic inside park. They actually doing same every week. Do you feel it? Do you need to something different
to fill your free time/ holiday? Might be reading a book could be option to fill your free time/ holiday. The
first thing that you'll ask may be what kinds of guide that you should read. If you want to try out look for



book, may be the book untitled EU Annex 11 Guide to Computer Validation Compliance for the Worldwide
Health Agency GMP can be fine book to read. May be it might be best activity to you.
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