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. Hugo W.B., Russell A.D., Pharmaceutical Microbiology, Blackwell, latest edition.

. Baird R.M., Bloomfield S.F., Microbial Quality Assurance in Cosmetics, Toiletries and Non-
Sterile Pharmaceuticals, Taylor & Francis, latest edition.

. Denyer S., Baird R., Guide to Microbiological Control in Pharmaceuticals, Ellis Horwood, latest
edition.

. Russell A.D., Hugo W.B., Ayliffe G.A.J, Principles and Practice of Disinfection, Preservation and
Sterilization, Blackwell, latest edition.

. Block S.S., Disinfection, Sterilization and Preservation, Lippincott Williams & Wilkins, latest
edition.

. Ramstrop M., Introduction to Contamination Control and Clean Room Technology, Wiley-VCH,
latest edition.

. Clontz L., Microbial Limit and Bioburden Tests, Interpharm Press INC., latest edition.

_United States Pharmacopoeia—National Formulary (USP-NF), latest edition.

. British Pharmacopeia (BP), latest edition.

10. Forbes B.A., Sham D.F., Weissfeld A.S., Bailey & Scott’s Diagnostic Microbiology, Mosby,

latest edition.
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Walsh G., Biopharmaceuticals; Biochemistry and Biotechnology, John Wiley & Sons Ltd., latest
edition.

Dellwe H. Biotechnology, A Comprehensive Treatise, Vol. 3, VCH Publisher, latest edition.
Pape H., Rehm H.J., Biotechnology, A Comprehensive Treatise, Vol. 4, VCH Publisher, latest
edition.

Brown T.A., Gene Cloning: An Introduction, Chapman and Hall, latest edition.

Kingsman S.M., Kingsman A.J., Genetic Engineering, Blackwell Scientific Publications, latest
edition.

Winnacker E.L., From Genes to Clones, VCH, latest edition.

Primrose S.B., Molecular Biotechnology, Blackwell Scientific Publications, latest edition.
Watson J. et al., Recombinant DNA Technology, Freeman and Company, latest edition.

Drlica K., Understanding DNA and Gene Cloning: A Guide for the Curious, John Wiley and
Sons, latest edition.

_ Travers, A.A., DNA-Protein Interaction, Chapman and Hall latest edition.

_ Primorse S.B.. Principles of Genome Analysis: A Guide to Mapping and Sequencing DNA from

Different Organisms, Blackwell Scientific Publications, latest edition.
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Sambrook J. et al., Molecular Cloning: A Laboratory Manual, Cold Spring Harbor Laboratory
Press, latest edition,

Ausbel F.M, Brent R., Kingston R.E., Moore D.D., Seidman J.G, Smith J.A_, Struhl K., Short
Protocols in Molecular Biology, John Wiley and Sons, inc., latest edition.

Brown T.A., Molecular Biology, BIOS Scientific Publishers, latest edition.

Innis M.A., PCR Protocols, Academic Press, latest edition.

Bothwell A.L., Methods for Cloning and Analysis of Eucaryotes Genes, Jones and Bartiett

Publishers, latest edition.
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Meodern Toxicology, latest edition.

Freshney 1., Animal Cell Culture, Oxford Press, latest edition.

Beesley J.E., Immunocytochemistry, A Practical Approach, IRL Press, latest edition.
Celis, Cell, A Laboratory Manual, latest edition.

Cassaret and Dull’s Toxicology, latest edition.
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5-Lee C.J.. Lee L.H., Wu C.L., Lee B.R., Clinical Trials of Drugs and Biopharmaceuticals, Taylor &
Francis, Londen, latest edition.
6- Shargel L., Wu-Pong S., Yu A.B.C,, Applied Biopharmaceutics and Pharmacokinetics, McGraw-

Hill, New York, latest edition.
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I. United States Pharmacopoeia—National Formulary (USP-NF), latest edition.

2. British Pharmacopoeia, latest edition.

3. European Pharmacopoeia, latest edition.

4. Japanese Pharmacopoeia, latest edition.

5. International Conference on Harmonization (ICH) Guidelines, latest edition.

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

Center for Biologics Evaluation and Research, latest editions.
7. World Health Organization Guidelines, latest edition.

8. The Internationa! Pharmacopoeia, latest edition,




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

3. European Pharmacopoeia, latest edition.

4. Japanese Pharmacopoeia, latest edition

5. The International Pharmacopoeia, latest edition.
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. Chung Chow Chan, Herman Lam, Y.C. Lee, Xue — Ming Zhang, Analytical Method Validation and

Instrument Performance, Verification, John Wiley & Sons, INC., latest edition,
_Joachim Ermer, John H. McB. Miller, Method Validation, In: Pharmaceutical Analysis, A Guide to Best
Practice, Wiley — VCH, latest edition.
_Graham C. Wrigley, Facility Validation: Theory, Practice, and Toels, CRC Press, latest edition.
_Graham Curretl, Analytical Instrumentation: Performance Characteristics and ~ Quality, John Wiley &
Sons, latest edition.
. Michel Bertrand, Karcn Waldron, Chemical Analysis: Modern Instrumentation Methods and Techniques,
John Wiley & Sons, latest edition.
. Leach R.G., Applied Thin-Layer Chromatography: Best Practice and Avoidance of Mistakes. Wiley - VCH,
latest edition.
. Thomas E., Beesley et al., Quantitative Chromatographic Analysis. Marcel Dekker, INC., latest edition.
_David G. Watson, Pharmaceutical Analysis: A Textbook for Pharmacy Students and Pharmaceutical
Chemists, Churchill Livingstone, latest edition,
9. International Conference on Harmonization (ICH) Guidelines, latest edition.
10. Kissinger P.T., Heineman W.R., Laboratory Techniques in Electroanalytical Chemistry, Marcel Dekker,
INC., latest edition.
11. Maria Luisa Marina, Angel Rios, Miguel Valcarcel. Analysis and Detection by Capillary Electrophoresis,

Volume XLV, Comprehensive Analytical Chemistry, Elsevier Science, latest edition.
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_lens T., Carstensen C.T. Rhodes, Drug Stability: Principles and Practices, Marce! Dekker, latest edition.
. Hanne Hjorth T@nnesen, Photostability of Drugs and Drug Formulations, CRC Press, latest edition.
_Steven W. Baertschi, Pharmaceutical Stress Testing: Predicting Drug Degradation, Marcel Dekker, latest edition.

. Stability Guidelines and Regulations, Available: ICH (www.ich.org)

USA(www.fda.cov), EU(www.cimea.eu, int), WHO(www.who.int/medicines/strategy/stimission.shtm|.

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(Out of
Standard) and QOT (Qut of Trend) Results; University Of Health Care, latest edition.

2. Sidney H. Willing, Good Manufacturing Practices for Pharmaceuticals: A Plan for Total Quality

Control From Manufacturer. Marcel Dekker, latest edition.

3. John Sharp, Good Pharmaceutical Manufacturing Practice: Rationale and Compliance, CRC, latest

edition.

4. Joseph Nally, Good Manufacturing Practices for Pharmaceuticals; A Plan for Total Quality Control

Manufacturer to Consumer, (Drugs and the Pharmaceutical Sciences), Taylor and Francis, latest

edition.

5. World Health Organization (WHO), Essential Drugs and Medicine Policy on Good Manufacturing

Practice in Pharmaceutical Production, latest edition, Available;

http://www.who.int/medicines/organization/qsm/activities/qualityassuran... /orggmp.htm

6. Pharmaceutical Inspection Co — Qperation Scheme (P1C/S), Guide to Good Manufacturing Practice for

Medicinal Products, PH1/97, latest edition, Available: http://www.Picscheme.org.

7. European Commission (EC), Guide to Good Manufacturing Practice: Medicinal Products for Human

and Veterinary Use, latest edition, 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, latest

edition, Available: http:// www.cfsan.fda.gov.

9, Food and Drug Administration (FDA), Current Good Manufacturing Practice Regulations for Finished

Pharmaceuticals (21 CFR Part 211) Rockville, latest edition, Available: http://www.cfsan.fda.gov.

10. Food and Drug Administration (FDA), Q7A Good Manufacturing Practice Guidance for Active

Pharmaceutical Ingredients, Rockville, latest edition, Available: http://'www.cfsan.fda.gov.

11. International Conference on Harmonization (ICH), Harmonized Tripartite Guideline: Good

Manufacturing Practice Guide for Active Pharmaceutical Ingredients, [CH Expert Working Group,

latest edition, Available: http://www.ich.org.
12. Health Canada (HC), GMP Guidelines, latest edition, Available: http://www.hc-sc.ge.ca/hpb-

dgps/therapeut.
13. WHO, Quality Assurance of Pharmaceuticals, A Compendium of Guidelines, latest edition.
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1. Jerrold H.Zar, Biostatistical Analysis, Prentice-Hall, Inc., latest edition.

2. Statistical Design and Analysis in Pharmaceutical Sciences, latest edition.

3. Eamonn Mullins, Statistics for the Quality Control Chemistry Laboratory, R.8.C., latest edition.
4. Gareth A. Lewis, Pharmaceutical Experimental Design, Marcel Dekker, latest edition.

5. Massart, D.L., Handbook of Chemometrics and Qualimetrics: part A, Elsevier, latest edition.
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I. Douglas Montgomery, Design and Analysis of Experiments, latest edition.

2. Statistical Design and Analysis in Pharmaceutical Sciences, latest edition.

3. Eamonn Mullins, Statistics for the Quality Control Chemistry Laboratory, R.S.C., latest edition,
4. Gareth A. Lewis, Pharmaceutical Experimental Design, Marcel Dekker, latest edition.

5. Massart, D.L., Handbook of Chemometrics and Qualimetrics: part A, Elsevier, latest edition.
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1. World Health Organization guidelines (TRS), latest edition.

2. European Pharmacopeia Monographs and General Chapters, latest edition.
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1. Poucher W.A_, Buttler H, Poucher’s Perfumes, Cosmetics and Soaps, Chapman & Hall, latest edition.
2. Wilkinson J.B., Moore R.J. (Eds) Harry’s Cosmeticology, Longman Scientific & Technical, latest

edition.
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|. Hugo W.B., Russell A.D., Pharmaceutical Microbiology, Blackwell, latest edition.

2. Block, S$.S. (ed.) Disinfection, Sterilization and Preservation, Lippincott Williams & Wilkins, latest

edition.
3. Russell, A.D., Hugo, W.B., Ayliffe, G.A.J (eds) Principles and Practice of Disinfection, Preservation

and Sterilization, Blackwell, latest edition.
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. Quality Management in the American Pharmaceutical Industry,” in Pharmaceutical Quatity. R. Prince (Ed.) DHI

Publishing, River Grove, latest edition.

_Guidance for Developing Quality Systems for Environmental Program, EPA QA/G-1, latest edition, Available:

hittp:/Awww.epa.goviquality/gs-docs/e 1 -final.pdf .

CANSHISO/ASQ Q9004-2000: Quality Management Systems: Guidelines for Performance Improvement,

American Society for Quality, latest edition.

. ANSI/ISO/ASQ Q9001-2000: Quality Management Systems, Requirements, American Society for Quality, latest

edition.

. ANSI/ISO/ASQ Q9000-2000: Quality Management Systems, Fundamentals and Vocabulary, American Society

for Quality, latest edition.
. Juran .M., Gryna F.M., Quality Planning and Analysis, McGraw-Hill, latest edition.

_ICH: Guidance for Industry - Q9 Quality Risk Management, latest edition.
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