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Quality management system for pharmaceuticals emphasizing good practice in quality

control from starting material, intermediate, to finished product; qualification, validation and

calibration methods and documentation.
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1. The United States Pharmacopeia 37" revision. (2009) The National Formulary 32" ed.
Asian Edition, United States Pharmacopeial Convention Inc., Rockville, MD.
2. ICH Q2A guideline. (October 1994) “Validation of Analytical Methods: Definitions and
Terminology”.
3. ICH Q2B guideline. (November 1996) “Validation of Analytical Procedure: Methodology”.
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5. British Pharmacopoeia. (2014) Stationery Office Books.

6. WHO Expert Committee on Specifications for Pharmaceutical Preparations.
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