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-MHRA GMP Data Integrity Definitions and
Guidance for Industry March 2015-Revision

-Data Integrity and Compliance With CGMP
Guidance for Industry DRAFT GUIDANCE

-21 CFR Part 211 CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

-21 CFR Part 11. Electronic Records ;
Electronic Signatures

- Guidance for Industry. Part 11, Electronic
Records ; Electronic Signatures - Scope and
Application

-PIC/S GMP GUIDE (PART I: BASIC
REQUIREMENTS FOR MEDICINAL
PRODUCTS)

-PIC/S GMP GUIDE (ANNEXES)
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1) FDA : Food and Drug Administration

2) EMA : European Medicines Agency

3) MHRA : Medicines and Healthcare
Products Regulatory Agency

4) WHO : World Health Organization
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