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Man Machine Methods
qualified calibrated characterised
robust documented
skilled qualified suitable
Reference
Vibrations Time
standards Irradi- Analysts’
Tempe- ations support
Quality ~ rature Humidity Supplies

Material Milieu = Management

Quality of the
analytical method
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FPlanning
Cevelopment and Validation Policy
‘Objectives/Requirements of Method
Information Gathering
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Method development
Initital Method Development
Pre-\Validation Ewvaluation
Method Optimization
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Sy=tem Sutability
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» Validation Characteristics

Identification Impurities Assay
quantitative limit
Accuracy - + - +
Precision - + - +
Specificity + - + -
Detection Limit - - + -
Quantitation Limit - + - -
Linearity - ¥ - +
Range - + - +
Robustness + + + +




* Accuracy and precision

Accurate &

precise Accurate &

imprecise
P Inaccurate &

precise Inaccurate & imprecise
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