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1. United States Food and Drug Administration

2. Eudralex, Volume 4, Annex 11: Computerised Systems

3. Guide to Good Manufacturing Practice for Medicinal Products, Part I, PIC/S, January 2017

4. 21 CFR Part 11, Electronic Records; Electronic Signatures, current revision

5. 21 CFR Part 211, Current Good Manufacturing Practice for Finished Pharmaceuticals, current revision
6. GAMP 5, A Risk-Based Approach to Compliant GxP Computerized Systems, 2nd Edition, ISPE, July 2022
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