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* Prerequisites for analytical method validation

Man Machine Methods

characterised

gocumented

Quality of the
analytical method

Material Milieu  Management
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= Validation Characteristics

Identification Impurities Assay
quantitative lirmit

Accuracy - + -

Precision - + - +
Specificity + +

Detection Limit - - -
Quantitation Limit - + - -
Linearity - + - +
Range - + - +
Robustness + + + +
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* Accuracy and precision
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