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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:

Kai Martin:

This book untitled EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health
Agency GMP to be one of several books that will best seller in this year, that is because when you read this
e-book you can get a lot of benefit on it. You will easily to buy this specific book in the book retailer or you
can order it by way of online. The publisher with this book sells the e-book too. It makes you more readily to
read this book, because you can read this book in your Cell phone. So there is no reason to you to past this
book from your list.

Douglas Leverette:

Playing with family in a park, coming to see the ocean world or hanging out with close friends is thing that
usually you have done when you have spare time, and then why you don't try matter that really opposite from
that. 1 activity that make you not sensation tired but still relaxing, trilling like on roller coaster you have been
ride on and with addition details. Even you love EU Annex 11 Guide to Computer Validation Compliance
for the Worldwide Health Agency GMP, you can enjoy both. It is great combination right, you still would
like to miss it? What kind of hang type is it? Oh can occur its mind hangout men. What? Still don't obtain it,
oh come on its named reading friends.

Antonio Mock:

Would you one of the book lovers? If yes, do you ever feeling doubt if you are in the book store? Try to pick
one book that you never know the inside because don't evaluate book by its handle may doesn't work the
following is difficult job because you are afraid that the inside maybe not since fantastic as in the outside
search likes. Maybe you answer could be EU Annex 11 Guide to Computer Validation Compliance for the
Worldwide Health Agency GMP why because the wonderful cover that make you consider regarding the
content will not disappoint you actually. The inside or content will be fantastic as the outside or maybe
cover. Your reading 6th sense will directly assist you to pick up this book.

Curtis Waters:

Reading a reserve make you to get more knowledge from it. You can take knowledge and information
originating from a book. Book is prepared or printed or created from each source this filled update of news.
In this modern era like currently, many ways to get information are available for a person. From media social
including newspaper, magazines, science publication, encyclopedia, reference book, novel and comic. You
can add your knowledge by that book. Ready to spend your spare time to spread out your book? Or just
searching for the EU Annex 11 Guide to Computer Validation Compliance for the Worldwide Health
Agency GMP when you needed it?
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