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Abstract

What strategies and tools are available to effectively analyze particulate matter
and develop appropriate control strategies? This talk summarizes the latest
insights into characterizing and managing particulate matter throughout the life
cycle of your pharmaceutical product. We will survey existing guidelines for
testing various drug products and specifically address the unique challenges
associated with inspecting parenteral formulations, as well as oral and nasal or
inhaled drug products. We will provide an overview of the analytical toolbox
available to characterize particulate matter from the quantification of particles in
the micron, as well as the isolation and identification of visible foreign particles
discovered through visual inspection or market complaints. Additionally, case
studies will be presented to illustrate common issues and lessons learned in
dealing with particulates, spanning from the development phase to commercial
manufacturing and beyond.
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