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Guidance for Industry: Process Validation: General Principles and Practices(2011)
ICH Q2(R1) Validation of Analytical Procedures
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Guidance for Industry: for the Submission Documentation for Sterilization
Process Validation in Applications for Human and Veterinary Drug Products
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21 CFR Part 11-Electronic Records; Electronic Signatures

Guidance for Industry: Data Integrity and Compliance with CGMP (draft)
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