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1. ICH Q7: Note for Guidance on Good Manufacturing Practice for Active Pharmaceutical Ingredients,
Nov. 2000
2. PIC/S PE 009-14(Part Il): Guide to Good Manufacturing Practice for Medicinal Products Part I, July
2018
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3. ICH Q7 Guideline: Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients
Questions and Answers, June, 2015

4. GMPs for APIs: "How to do” Document- Interpretation of the ICH Q7 Guide, APIC,
Version 13, Jan. 2020
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