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Objectives:

1. For better perception in pharmaceutical microbiology standards

2. To understand industrial requirement of microbial technology

3. To get better opportunities in pharmaceutical industry/laboratories/ Research
institutes

4. To be equipped with standard operating procedures as per regulatory authorities

Unit 1: Total Quality Management System (8hrs)
e Basic concept of Total quality management
e Importance of quality
e Components of TQM
e Advantages of quality

Unit 2: Quality Assurance (10hrs)
e Hazard and risk analysis in pharmaceutical products
e Personnel’s in Quality assurance
e Functions of quality assurance

e Organizational setup in QA
Unit 3: Quality Control

e Definition : Quality Control and its types in various industries
e Principles of quality control
e Methods of quality control in food industry, Pharma industry

e Corrective and Preventive actions
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Unit 4: Quality Audits and inspections (10hrs)
e Self inspections and internal assessments

e Audits : Purpose audits and its types

o Regulatory Compliance

Unit 5: Regulatory guidelines on Quality systems in industry (10 hrs)
e Regulatory bodies in industries
e FDA, USFDA, FSSAI and ISO
e Quality Standards in India : ISL, AGMARKS

e Commodity based standards
Text Book
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Tuckerman, Willam S. Hitchings [V. Second edition Mercel Dekker NC New York
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