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Relationship between error and
resolution
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When applied to an Assay procedure, the bias caused by nonspecific detection of
components is NMT one-third the bias allowed in the Precision-Accuracy study. The
spiked solution is prepared with interference levels that are higher than expected in

order to exaggerate the response. An example for a drug substance follows
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Spiked standard solution(s): Contains the drug substance at the same concentration as
the Standard solution and each specified impurity at 10 times the specified value and

unspecified impurities at 1.0%
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Samples: Standard solution and Spiked standard solution(s) Analysis: Analyze the results,
and determine the difference between the drug substance response from the Standard
solution and Spiked standard solution. Using the calibration curve, calculate the

percentage difference in the Assay concentration so obtained
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Acceptance criteria: NMT 1%
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When applied to an impurity procedure, the level of bias is NMT one-third the precision

value determined in the Precision study.
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Spiked standard solution(s): Contains each specified impurity at 10 times the specified

value and unspecified impurities at 1.0%
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Samples: Standard solution and Spiked standard solution(s)
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Analysis: Analyze the results, and determine the difference between the impurity
concentration from the Standardsolution and Spiked standard solution using the

calibration curve.
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Acceptance criteria: NMT 1% (assuming a 0.1% impurity limit)
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