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Quality systems for pharmaceutical industry; quality management: good manufacturing
practices, quality risk management, product quality review, change management systems; statistical
quality and process control.
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1. John Sharp, Quality in the Manufacture of Medicines and Other Healthcare Products, Part
one: Principles. London, Pharmaceutical Press; 2000.

2. Oliver Schmidt, Pharmaceutical Quality Systems. Colorado, Interpharm Press; 2000.

3. World Health Organization. Annex 2: WHO Good Manufacturing Practices for Pharmaceutical
Products: Main Principles, In: Forty-eighth Report of the WHO Expert Committee on
Specifications for Pharmaceutical Preparations (WHO technical report series; no. 986). 2014,
p. 77-136.

4. Pharmaceutical Inspection Co-operation Scheme (PIC/S). Guide to Good Manufacturing
Practice for Medicinal Products (PE 009-12: Introduction, Part I, and Annexes).
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1. International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Pharmaceutical Quality

System Q10.



2. Pharmaceutical Inspection Co-operation Scheme (PIC/S). Recommendations on Validation
Master Plan Installation and Operational Qualification, Non-sterile Process Validation,
Cleaning Validation.

3. International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Quality Risk
Management Q9.

4. International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Pharmaceutical

Development Q8(R2).
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system in pharmaceutical industry
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PART I: PHARMACEUTICAL DEVLOPMENT
STRATEGY
- The ICH Q8: a minimal (baseline) approach

to pharmaceutical product development
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Quiality risk management: Principle, process,

tools and application
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Good documentation practice and

document control
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Data Integrity and computer system

validation
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Cleaning validation: Procedure, protocol,

and criteria
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Product quality reviews and annual product

reviews
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Good distribution practice (GDP) and

temperature mapping
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PART Il: PHARMACEUTICAL DEVLOPMENT
STRATEGY

- The ICH Q8: an enhanced, quality by
design (QbD) approach to pharmaceutical

product development
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