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c4.7 Chapter 7:
Contract Manufacture and Analysis

c438 Chapter 8:
Complaints and Product Recall
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C.6.5 Annex 5
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C.6.6 Annex 6
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C.6.8 Annex 8
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ICH-Guidelines
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E.3.B ICH Q3B(R2):
Impurities in New Drug Products
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E.4.B ICH Q48B:
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E.4.B.1 ICH Q4B Annex 1:
Evaluation and Recommendation of Pharmacopoeial Texts for Use
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Evaluation and Recommendation of Pharmacopoeial Texts for Use
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E.4.B.3 ICH Q4B Annex 3:
Evaluation and Recommendation of Pharmacopoeial Texts for Use
in the ICH Regions on Test for Particulate Contamination: Sub-Visible
Particles - General Chapter

E.4.B.4.1 ICH Q4B Annex 4A:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions Microbiological Examination
of Non-Sterile Products: Microbial Enumerations Tests -
General Chapter

E4.B.4.2 ICHQ4BAnnex4B:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions on Microbiological Examination of
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General Chapter
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E.4.B.4.3 ICH Q4B Annex 4C:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions on Microbiological Examination
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General Chapter

E.4.B.5 ICH Q4B Annex 5:
Evaluation and Recommendation of Pharmacopoeial Texts
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E.4.B.7 ICH Q4B Annex 7:
Evaluation and Recommendation of Pharmacopoeial Texts
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E.4.B.8 ICH Q4B Annex 8:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions on Sterility Test -
General Chapter

E.4.B.9 ICH Q4B Annex 9:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions on Tablet Friability -
General Chapter

E.4.B.10 ICH Q4B Annex 10:
Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions on Polyacrylamide Gel Electrophoresis
- General Chapter

E.5.A ICH Q5A(R1):
Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of
Human or Animal Origin

E.5.B ICH Q5B:
Quality of Biotechnological Products: Analysis of the Expression Construct
in Cells Used for Production of R-DNA Derived Protein Products

E.5.C ICHQ5C:
Quality of Biotechnological Products: Stability Testing of Biotechnological/
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E.5.E ICH Q5E:
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E.6.A ICH Q6A:
Specifications: Test Procedures and Acceptance Criteria for New Drug
Substances and New Drug Products: Chemical Substances

E.6.B ICH Q6B:
Specifications: Test Procedures and Acceptance Criteria for
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E.7.1 “How to do” Document -
v Interpretation of the ICH Q7a Guide
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-E Pharmaceutical Development
8 E.9 ICH Q9:
Quality Risk Management
E.10 ICH Q10:
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F PIC/S Guidelines
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Installation and Operational Qualification
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Recommendation on the Validation of Aseptic Processes
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Good Practices for
Computerised Systems in Regulated “GXP” Environments
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F.4 PIC/S P1023-2:
Aide-mémoire
Inspection of Pharmaceutical Quality Control Laboratories
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Explanatory notes
for pharmaceutical manufacturers on the preparation of a Site Master File
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G GMP of other Regions =
This chapter is supplied on CD-ROM and online (www.gmp-manual.com) only. o
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G.1 WHO Guidelines
G.1.1 Quality assurance of pharmaceuticals
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Good Manufacturing Practices (GMP) Guidelines - 2009 Edition
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