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Pharmaceutical industry has great concern towards impurities due to their adverse  effects. Regulations alarmed the control 
of drug substances at lower level based on the threshold of toxicological concern and daily dose. Advances in analytical 

technology have improved capability for drug impurity profiling in terms of faster analysis time, better separations and faster 
method development. This article briefly explores developments in HPLC -new stationary phases, method development, selected 
detectors and quality by design (QbD) approach for control of related impurities in drugs and pharmaceuticals. Orthogonal 
chromatographic systems provide trace level impurity identification and stability testing for drug substance. This article explores 
the details of various analytical determination strategies concern towards impurities.
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