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ICH Q7 (international harmonized cGMP
standards)

CFR Title 21 (US cGMP standards)

Data Integrity Draft Guidance by FDA (good doc
practices)

WHO GMP for Pharmaceutical Products (World
Health Organizations cGMP standards)

APIC - Good Manufacturing Practices in Active
Pharmaceutical Ingredients Development, 1999.

APIC Supplier Qualification and Management
Guideline




