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ABSTRACT

Validation is a process of establishing documented evidence, which provides a high degree of
assurance that a specific activity will consistently produce a desired result or product meeting its
predetermined specifications and quality characteristics. Validation of an analytical method is the
process by which it is established by laboratory studies, that the performance characteristics of
the method meet the requirements for the intended analytical application Validation is required
for any new or amended method to ensure that it is capable of giving reproducible and reliable
results, when used by different operators employing the same equipment in the same or different
laboratories. The type of validation programme required depends entirely on the particular

method and its proposed applications.
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