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ualification is an important aspect which defines the efficacy of the system. The objective of performance qualification
Q(PQ) is to verify the functions of the systems according to its design specifications and documents it whereas the
operational qualification (0Q) involves the verification of working standards of the system. Qualification is an essential part
of a pharmaceutical manufacturer’s quality assurance system which should demonstrate that the facilities are suitable for
their intended use and should also guarantee that the pharmaceutical products are of an appropriate quality. The 0Q for the
High-performance liquid chromatography (HPLC) are performed through wavelength accuracy test, detector linearity. For
separation module it is performed through flow rate accuracy, gradient accuracy, temperature accuracy and carousel test.
The PQ is performed through system reproducibility and injector linearity. The 0Q and PQ protocols should be prepared,
approved and performed as per qualification master plan. The qualification reports are approved by quality assurance and
technical departments. For all the tests, the results were found to be as specified. Thus the HPLC system was qualified and

released for use.
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