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Training Methodology
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Course Content & Outline

Section 1: Introduction to Pharmaceutical Quality Management

e Overview of pharmaceutical quality management systems
¢ Key concepts and principles of quality assurance
e The role of quality management in the pharmaceutical industry

Section 2: Regulatory Frameworks and Requirements

* Overview of global regulatory bodies and their requirements
» Key regulatory guidelines: FDA, EMA, ICH
e Navigating the regulatory submission process



Section 3: Quality Control and Assurance Practices

¢ Good Manufacturing Practices (GMP)
e Quality control methods and tools

e Ensuring product safety and efficacy through quality assurance

Section 4: Risk Management and Compliance

¢ |dentifying and managing risks in pharmaceutical production
* Strategies for maintaining compliance with regulatory standards
¢ Case studies of compliance challenges and solutions

Section 5: Practical Applications and Future Trends

¢ Implementing quality systems in pharmaceutical production
e Emerging trends in pharmaceutical quality and regulation

¢ Collaborative problem-solving and case studies

e Course review and expert Q&A

Certificate Description
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Related Articles

]

(Quality Assurance vs. Quality Control (QA vs. QC

Explore QA vs. QC—key differences, synergies, and strategies to uphold excellence and
.maintain high standards in today’s precision-driven world
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