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Nanotechnology became a widespread technology in recent years in several medical and pharmaceutical 
applications. The major goals in designing nanoparticles as a delivery system include enhancing 

bioavailability by enhancing solubility and dissolution rate, targeting the drug to specific organs and controlling 
drug release rate. Quality by Design (QbD) encourages the pharmaceutical industry to use risk management 
and science-based manufacturing principles to gain process and product understanding and thus assures quality 
of the product. The lecture will discuss the application of QbD approach in the pharmaceutical nanotechnology. 
Response surface methodology using computer based factorial design to study the effect of critical factors on 
various quality attributes of APG nanoparticles will be discussed. Based on the optimization procedures, risk 
assessment and using prior knowledge and experience will be focused to define the criticality of factors based 
on their impact by Ishikawa fishbone diagram and Preliminary Hazard Analysis (PHA) tool.
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