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We Follow...
ISPE GAMP 5 A risk-based 
approach to compliant GxP 
Computerized Systems 
Second Edition

FDA Title 21 CFR Part 11 
Electronic Records; 
Electronic Signatures

EU GMP Volume 4, Annex 
11: Computerised Systems

ISPE Baseline: 
Commissioning and 
qualification, Volume 5.


