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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:

Evelyn White:

What do you concerning book? It is not important along with you? Or just adding material if you want
something to explain what you problem? How about your time? Or are you busy particular person? If you
don't have spare time to try and do others business, it is make one feel bored faster. And you have free time?
What did you do? Everyone has many questions above. They have to answer that question mainly because
just their can do which. It said that about guide. Book is familiar on every person. Yes, it is proper. Because
start from on pre-school until university need this particular EU Annex 11 Guide to Computer Validation
Compliance for the Worldwide Health Agency GMP to read.

Jerry Petrus:

This EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health Agency GMP is
great guide for you because the content that is certainly full of information for you who also always deal with
world and get to make decision every minute. This book reveal it data accurately using great manage word or
we can state no rambling sentences included. So if you are read that hurriedly you can have whole data in it.
Doesn't mean it only provides you with straight forward sentences but tricky core information with
wonderful delivering sentences. Having EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP in your hand like finding the world in your arm, details in it is not
ridiculous just one. We can say that no guide that offer you world within ten or fifteen small right but this
guide already do that. So , it is good reading book. Heya Mr. and Mrs. occupied do you still doubt in which?

Michael Martin:

In this time globalization it is important to someone to acquire information. The information will make
someone to understand the condition of the world. The fitness of the world makes the information better to
share. You can find a lot of sources to get information example: internet, magazine, book, and soon. You will
see that now, a lot of publisher which print many kinds of book. The actual book that recommended to you is
EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health Agency GMP this book
consist a lot of the information from the condition of this world now. This particular book was represented so
why is the world has grown up. The language styles that writer value to explain it is easy to understand.
Often the writer made some exploration when he makes this book. Here is why this book ideal all of you.

Ella Straw:

As a university student exactly feel bored for you to reading. If their teacher requested them to go to the
library in order to make summary for some e-book, they are complained. Just little students that has reading's
heart and soul or real their passion. They just do what the instructor want, like asked to go to the library.
They go to presently there but nothing reading seriously. Any students feel that studying is not important,
boring and can't see colorful images on there. Yeah, it is to get complicated. Book is very important in your



case. As we know that on this era, many ways to get whatever you want. Likewise word says, many ways to
reach Chinese's country. So , this EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP can make you experience more interested to read.
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