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1. United States Pharmacopoeia—National Formulary (USP-NF).

2. British Pharmacopoeia.

3. European Pharmacopoeia.

4., Japanese Pharmacopoeia.

5. International Conference on Harmonization (ICH) Guidelines.

6. United States Food and Drug Administration (FDA)Center for Drug Evaluation and Research and

Center for Biologics Evaluation and Research.

7. World Health Organization Guidelines.

8. The International Pharmacopoeia.

1. United States Pharmacopoeia—National Formulary (USP-NF).
2. British Pharmacopoeia.

3. European Pharmacopoeia.

4. Japanese Pharmacopoeia.

5. The International Pharmacopoeia.
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1. Chung Chow Chan, Herman Lam, Y.C. LEE, Xue — Ming Zhang, Analytical Method Validation and
Instrument Performance, Verification, John Wiley & Sons, INC., USA, 2004,
2. Joachim Ermer, John H. McB. Miller, Method Validation, In: Pharmaceutical Analysis, A Guide to Best
Practice, Wiley — VCH, Germany, 2005.
3.Graham C. Wrigley, Facility Validation: Theory, Practice, and Tools, CRC Press, Washington, D.C., 2004,
4. Graham Currell, Analytical Instrumentation: Performance Characteristics and Quality. John Wiley &
Sons, LTD, USA.
5. Michel Bertrand, Karen Waldron, Chemical Analysis: Modern Instrumentation Methods and Techniques.
John Wiley & Sons, LTD, USA.
6. R.G. Leach. Applied Thin - Layer Chromatography: Best Practice and Avoidance of Mistakes. Wiley -
VCH, USA.
7. Thomas E. Beesley etal. Quantitative Chromatographic Analysis. Marcel Dekker, INC., New York.
8. David G. Watson, Pharmaceutical Analysis: A Textbook for Pharmacy Students and Pharmaceutical
Chemists, Second Edition, Churchill Livingstone, New York, 2005.
9. International Conference on Harmonization (ICH) Guidelines.
10. Kissinger, P.T., Heineman,W. R., Laboratory Techniques in Electroanalytical Chemistry, Second Edition,
Revised and Expanded. Marcel Dekker, INC., New York, 1996. 11. Maria Luisa Marina, Angel Rios, Miguel

Valcarcel. Analysis and Detection by Capillary Electrophoresis, Volume XLV, Comprehensive Analytical
Chemistry, Elsevier Science.2005.
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1.Jens T., Carstensen C.T. Rhodes, Drug Stability: Principles and Practices, Marcel Dekker, latest

edition.

2.Hanne Hjorth TOnnesen, Photostability of Drugs and Drug formulations, CRC Press, latest edition.
3.Steven W.Baertschi, Pharmaceutical Stress Testing: Predicting Drug Degradation, Marcel Dekker,
Latest edition.

4 Stability Guidelines and Regulations, Available: ICH (www.ich.org) USA (www.fda.gov), EU
(www.emea.eu.int), WHO (www.who.int/medicines/strategy/stimission.shtml.)

5-Banker G.S., Modern Pharmaceutics, Marcel Dekker, INC., latest edition.
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1.Daniel M. D., Farb, Anthony Luttrell, Robert Kirsch, Pharmaceutical Quality Control Lab Guidebook: GMP
(Good Manufacturing Practices) Training for Pharmaceutical Manufacturing, Covering FDA Regulations of
Laboratory Results, SOPs(Standard Operating Procedures),and OOS(Qut of Standard) and OOT (Out of
Trend) Results; University Of Health Care , 2005.
2..Sidney H. Willing, Good Manufacturing Practices for Pharmaceuticals: A Plan for Total Quality Control
From Manufacturer. Marcel Dekker, New York, 2001.
3.John Sharp, Good Pharmaceutical Manufacturing Practice: Rationale and Compliance, CRC, 2004,

Joseph Nally, Good Manufacturing Practices for Pharmaceuticals; A Plan for Total Quality Control
4 Manufacturer to Consumer, 6" ed. (Drugs and the Pharmaceutical Sciences), Taylor and Francis, 2006,
5.World Health Organization(WHO), Essential Drugs and Medicine Policy on Good Manufacturing Practice
in Pharmaceutical Production,2000. Available:
hitp://www.who.int/medicines/organization/qsm/activities/qualityassuran..../orggmp.htm
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6. Pharmaceutical Inspection Co — Operation Scheme (PIC/S), Guide to Good Manufacturing Practice for
Medicinal Products,PH1/97(Rev 2),Geneva, August 2001. Available:http://www Picscheme.org.

7.European Commission (EC), Guide to Good Manufacturing Practice: Medicinal Products for Human and
Veterinary Use. Vol. 4, November 2001. Available: http://pharmacos.eudra.org/F2/eudralex/vol-4/home.htm.
8.Food and Drug Administration (FDA), Current Good Manufacturing Practice Regulations in Manufacturing,
Processing, Packaging or Holding of Drug (21 CFR Part 210), Rockville, MD, 2001. Available:
http://www.cfsan.fda.gov.

Food and Drug Administration (FDA), Current Good Manufacturing Practice Regulations for Finished
Pharmaceuticals (21 CFR Part 211) Rockville, MD, 2001. Available: http://www .cfsan fda.gov.

Food and Drug Administration (FDA), Q7A Good Manufacturing Practice Guidance for Active
Pharmaceutical Ingredients, Rockville, MD, 2001. Available: http://www cfsan.fda.gov.

International Conference on Harmonization (ICH), Harmonized Tripartite Guideline: Good Manufacturing
Practice Guide for Active Pharmaceutical Ingredients, ICH  Expert Working Group,
2000.Available:http://www.ich.org/

Health Canada (HC), GMP Guidelines, 2002 ed. Available: http://www.hc-sc.ge.ca/hpb-dgps/therapeut.
WHO, Quality Assurance of Pharmaceuticals.
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Taylor & Francis, London, 2006.
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1. Jerrold H.Zar, Biostatistician Analysis, 4™ edition, Prentice-Hall,Inc. 1999.

2. Statistical design and analysis in pharmaceutical sciences.1995.

3. Eamonn Mullins, Statistics for the quality control chemistry laboratory, RS.C. 2003.
4. Gareth A.Lewis, Pharmaceutical experimental design, Marcel Dekker, 1999.

5. Massart, D. L., Handbook of chemo metrics and qualimetrics: part A, Elsevier, 1997.
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1. Douglas Montgomery, Design and analysis of experiments. 5" ed, 2004.

2. Statistical design and analysis in pharmaceutical sciences.1995.

3. Eamonn Mullins, Statistics for the quality control chemistry laboratory, RS.C. 2003,
4. Gareth A Lewis, Pharmaceutical experimental design, Marcel Dekker, 1999.

5. Massart, D. L., Handbook of chemometrics and qualimetrics: part A. Elsevier, 1997.
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1. Hugo, W.B. and Russell, A.D., Pharmaceutical Microbiology, Blackwell, 2000.
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Wilkins, 2001.
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