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Compliance Regulation Guideline

US FDA Title 21, Code of Federal Regulations (CFR) Part11
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Global and in-country GxPs (GMP, GCP, GSP, GLP etc.)
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International Organization for Standardization (ISO) /
Identification of Medicinal Product (IDMP) standards
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US Food and Drug Administration (FDA) draft Quality Metrics: Guidance for Industry
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The International Council for Harmonization of Technical Requirements
for Pharmaceuticals Use (ICH)
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Good Automated Manufacturing Practice(GAMP) -
A Quality Risk Management Approach to Computer System Validation
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