Code: QAS851

Name: Valida¢cdo de Métodos Analiticos

Name in English: Validation of Analytical Methods

Name in Spanish: Validacién de Métodos Analiticos

Subject type: Weekly

Approval Type: Grade and frequency

Characteristic: Regular

Frequency: 75%

Period Type / Offering period: Semi-annual / Every period

Requires Final Exam: Yes
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Occurrence on curriculum:

Pre requirement: QA584 ou QA585

Summary:
Validation of Analytical Methods.

Program:

Quality warranty: validation, internal quality control, proficiency testing, and accreditation. ISO systems rules.
Instrumental and operational qualification. Calibration. Analytical methods validation. Validation parameters:
linear range, linearity, matrix effect, selectivity, precision (repeatability and reproducibility), accuracy,
robustness, limit of detection and limit of quantification. Statistical data treatment and use of electronic
spreadsheets. Variances homogeneity. Anomalous results identification, regression significance tests.
Uncertainties. Validation protocols and legislations aspects.
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