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FDA 21 CFR Part 211, current Good Manufacturing Practice for Finished Pharmaceuticals
FDA 21 CFR Part 58, Good Laboratory Practice for Nonclinical Laboratory Studies

FDA 21 CFR Part 11, Electronic Records; Electronic Signature

Guidance for Industry - Data Integrity and Compliance With Drug CGMP
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EUDRALEX Volume 4 Annex 15 Qualification and Validation
EUDRALEX Volume 4 Annex 11 Computerized System

ASTM E2500-13, Standard Guide for Specification, Design, and Verification of Pharmaceutical and
Biopharmaceutical Manufacturing Systems and Equipment

P1011-3 Good Practices for Computerised Systems in Regulated GxP Environments
PI 041-1 Good Practices for Data Management and Integrity In Regulated GMP/GDP Environments

ICH Q9 Quality Risk Management

Baseline Vol.5 Commissioning and Qualification

GAMP5 A Risk-Based Approach to Compliant GxP Computerized System

GAMP Record and Data Integrity Guide (Key-Concept, Manufacturing Data)

GAMP GPG A Risk-Based Approach to Testing of GxP Systems

GAMP GPG A Risk-Based Approach to Operation of GxP Computerized Systems

GAMP GPG IT Infrastructure Control and Compliance (2" Edition)

GAMP GPG A Risk-Based Approach to GxP Compliant Laboratory Computerized System (2" Edition)
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