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FDA Guidance for Industry: Sterile Drug Products
Produced by Aseptic Processing: Good Manufacturing
Practice, FDA (2004)

— http://www.fda.gov/cder/guidance/ 5882fnl.pdf

FDA Guide to Inspections of High Purity Water
Systems (1993)

— http://www.fda.gov/ora/inspect_ref/igs/high.html

FDA Guidance for Industry: INDs — Approaches to
Complying with CGMP During Phase 1

— http://www.fda. gov/cber/gdlns/indcgmp htm
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