Mrs. Anagha Maharao

Qualification — M.Sc. Organic Chemistry, University of Mumbai

Professional experience - 30 years in QC, QA and RA of API and

formulation companies

Present Profile

» Managing Director & Principal trainer at Institute of Pharmaceutical Management for QC, QA

and RA courses since 2007

« GMP and RA Consultant to renowned pharmaceutical organizations for 10 years

Accomplishments

Audited US, Indian and Chinese organizations to evaluate Quality System as per GMP
guidelines

Audited API, intermediate, starting material vendors and warehouse facilities

Assisted pharma companies for facing regulatory inspections (EDQM, USFDA, WHO
Geneva)

Given guidance on DMF submissions to USFDA, EDQM, Health Canada, WHO etc
Trained over 4000 pharma professionals on regulatory and GMP aspects

Conducted seminars on ‘Current regulatory requirements of DMF’

Conducted 10 days regulatory affairs course at Astra-Zeneca, Bangalore

Conducted training sessions on GMP, impurities, genotoxicity, PQR, change control, stability
studies, good documentation, ICH Q11 etc in various organizations

Felicitated on the eve of National conference on ‘Women Entrepreneur of 21% Century:
Trends and developments organized by University of Mumbai on 20th-21% November’09
Published Indian patent (2006-06-16) on “Improved process for Zopiclone synthesis”.
Presented paper on “Studies on the application of hydrotropes as solvent media for some
organic reactions” at ICCE 2005, Indore.

Attended conventions like CPhl at Frankfurt, Paris & Spain and Informex at USA
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