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Regulation, Analytics and a bit more …
Critical considerations for successful drug development

Lecture topics
• Why there are so many various 

laws, rules standards, directives and 
guidelines?

•  Do we really need all this regulation 
and what could really go wrong if we 
won’t?

• During the presentation, we will 
walk through some acronyms, such 
as ICH, GMP, USP, CMC, API,QA, QC 
and some of the basic regulatory 
terms (Risk management, Analytics, 
Validation, Specifications, 
Impurities, Stability, Packaging, etc.)  
and, hopefully, agree that in order to 
succeed we should become closely 
acquainted with them. 
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