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How does quality impact business success

Sunita Sharma
Ocimum Bio Solutions, USA

How does quality impact business success? The subject of quality for a business or organization must be understood before
it can be determined if it is important. The purpose of business is to attract customers and make a profit. This requires the
ability to retain the customers they have and allure in new ones. One of the characteristics important to customers is quality. This
cannot be denied in that those who have a great reputation and good customer service flourish in today’s economy. The question
to be answered is how businesses focus on quality principles and do they have quality high on their objectives/policy in their
operational plan.
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Impurity and its regulatory requirement

Surendra Pandey
Symchem Research Labs Pvt Limited, India

mpurities in active pharmaceutical ingredients (APIs) and in pharmaceutical products is a main issue reviewed both during the
assessment of registration files (CTD) and during GMP inspections. Due to the importance and complexity of stability issues
this subject is covered directly and indirectly by many regulatory guidelines.

The impurity present in the finish product is due to various operations carried out during their manufacturing. There are
various ways to characterize the impurities during the drug development process. Impurities present in the Finish products are
Residual solvents, Genotoxic impurities, Heavy metals impurities, and Organic impurity. There are specifications from ICH/
USP/B.P/E.P. requirement for Impurities Profiling.

The presentation will cover following topics

Classification of Impurities

Process responsible for presence of impurity in finish product
Types of impurity

Organic Impurities

Inorganic Impurities

Solvents

Genotoxic impurity

Cash study of Impurity with chemical structure of one API.
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