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“Establishing
documented evidence which
provides a high degree of assurance

that a specific process will consistently

O
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produce a product meeting it’s
predetermined specifications
and quality attributes.”

FDA 1987
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FDA’s Glossary of
Computer Systems
Software Development
Terminology
[J August 199501
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VALIDATION and
QUALIFTCATHIN im
ANALYTICAL
LARGRATORIES

VALIDATION OF
COMPUTERIZED
AMNALYTICAL
SYSTEMS

PDA

Validation and
Qualification of
Computerized Laboratory
Data Acquisition
Systems
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