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Report

A national level webinar on “Analytical Research & Development Prospect in the
Pharmaceutical Industry” was organized by Saraswati Institute of Pharmaceutical Sciences on 22"
January,2022.

Very informative session was delivered by Mr. Shalin Parikh, Senior Manager, Analytical
Research & Development. Aavis Pharmaceuticals, Atlanta, USA.

Participants from academia & industry have taken benefit of the webinar, Faculties & students
of Saraswati institute also joined.

He shared his knowledge regarding Analytical method development & validation He explained
step by step protocol from procuring the raw material to in process quality control as well as validation
of analytical method for finish product,

He also focused on method transfer its requirements, inventory control. The session would be
very helpful to al, those participants who are associated with the field of method development &

validation.

Prepared By:

Ms. Charmy D.Pandya
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possibility of clemental impurities and submit the report during filing: TCP MS and TCP OFS are generally required to use for anakysis of 71 others
elemental impuzities in Drug substance as well as drug produets,

> Elemental impurity assessment: US FDA is very proactive for elemental impurity in the product; hence, it is mandatory to assess

impurity US FDA has recommended from last conple of years to assess the possibility of Nitrosamine
impurities i the drug substance and drug product; hence, it is mandatory to assess possibility of elemental impurities and submit the repost
during filing: TCP MS and ICP OES are generally required to use for analysis of elemental impurities in Drug substance as well as drug
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