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1. Good Manufacturing Practices for Pharmaceuticals: A Plan for Total Quality Control From Manufacturer. Willing
SH, Dekker M, The latest edition.

2. Good Manufacturing Practices for Pharmaceuticals; A Plan for Total Quality Control Manufacturer to Consumer.
Nally J, Drugs and the Pharmaceutical Sciences, Taylor and Francis, The latest edition.

3. Quality (PHARMACEUTICAL ENGINEERING SERIES), Quality and Regulatory Compliance. McCormick K,
Butterworth-Heinemann, The latest edition.

4. World Health Organization (WHO), Essential Drugs and Medicine Policy on Good Manufacturing Practice in
Pharmaceutical Production, last edition. Available:
http://www.who.int/medicines/organization/gsm/activities/qualityassuran..../orggmp.htm

5. Food and Drug Administration (FDA), Current Good Manufacturing Practice Regulations in Manufacturing,
Processing, Packaging or Holding of Drug (21 CFR Part 210), Current Good
Manufacturing Practice Regulations for Finished Pharmaceuticals (21 CFR Part 21 1), Q7A Good Manufacturing
Practice Guidance for Active Pharmaceutical Ingredients, Rockville, MD, Available: http://www.cfsan.fda.gov.

6. International Conference on Harmonization (ICH), Harmonized Tripartite Guideline: Q7;Good Manufacturing

Practice Guide for Active Pharmaceutical Ingredients,Q9; Quality Risk Management,Q10; Pharmaceutical

QualitySystem, ICH Expert Working Group, Available: http://www.ich.org/

WHO, Quality Assurance of Pharmaceuticals, A Compendium of Guidelines and Related Materials.

Quality Management in the American Pharmaceutical Industry, in Pharmaceutical Quality. Prince R, DHI Publishing,

The latest edition.
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