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Abstract:

Quality by Design - New paradigm in Pharmaceutical
Product Life Cycle.

QbD has stirred pharma world w.r.t. new product filings
and compliance. Enforcement of QbD in pharmaceuti-
cal development and continuing with product life cycle
management has brought out an increased no of 483s
to the no of manufacturers including giant pharma com-
panies. And also decreased no of approvals after QbD
enforcement. In this era of competition, quality has been
given prime magnitude; failure to meet such quality al-
lied goals produces massive shift of company in share of
market. Recent past years have witnessed this through no
of 483s to big pharma giants. “Quality could be planned
and most of quality deficit arises in the way process is
planned and developed”, this thought gives foundation
to the concept of quality by design (QbD).
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