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The workshop covers the fundamentals of visual inspection methods and their applications
to injectable products. It will be a combination of lectures, breakout sessions and exercises
used to develop and practice practical inspection skills. The skills developed through this
workshop may be applied to both manual human inspection and automated machine
inspection.

Learning
e |dentify applicable international regulatory requirements for visual inspection
e Apply the critical parameters which must be controlled for reproducible inspection results

e Use appropriate statistical tools to assess and compare inspection methods

e Develop consistent validation strategies for visual inspection processes and equipment

Topics to be covered

e Current Trends, Recalls due to Visual inspection and Inspection Focus

e Challenges in visual inspection of different types of primary packaging materials

e Qualifying Visual Inspectors: Understanding the Variables when Creating and Using

e Challenge Sets to Qualify Visual Inspection Methods

e Handling visual inspection rejects, Trend analysis and determining acceptable levels

e Classification of rejects- Critical, Major and minor; Challenges and solutions

e Case Study - Visual Inspection Rejects investigation and identifying the source of particle
e Visual Inspection of Lyophilized vials. Challenges and solution

e Validation of Manual and Automated inspection
e Manual, Semi- or Fully Automated Inspection

e X ray inspection - Advantages and Disadvantages

e Quality Control Methods, Trending and Monitoring of Particulate Defects o furitier el plissse corize:

e Analyzing the new USP requirement of visual inspection and determining the

statistical sampling plan SbCEr L Sy
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Who will benefit — +91-80-23506562

e Quality Assurance / Validation @ : pdaindiachapter@gmail.com

e Production and Manufacturing
® GMP Consultants

Global Experts and regulators will be sharing their
experiences and knowledge as speakers
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