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Abstract Objective: To briefly analyze the importance of analytical instruments validation for data reliability
in analytical testing laboratories, and guide the testing laboratory to perform analytical instrument qualification.
Methods: The requirements of instrument qualification laws and regulations issued by various organizations at
home and abroad as well as related norms and guidelines were reviewed. The 4Q confirmation of the instrument
was described in detail. Performance qualification in 4Q verification was emphatically introduced, and
conventional HPLC was taken as an example to explore the differences between the performance qualification
and verification calibration. Some problems found in the process of performance qualification of different
types of instruments were discussed. Results and Conclusion: The stability and reliability of the instrument
performance are the basic guarantee of data reliability, and are significant in the data quality. Implementation
of instruments qualification in laboratory is an important means to ensure the performance of instruments.
Performance qualification is an important part in the process of instrument qualification. Performance
qualification could ensure the stability and reliability of the instrument performance and reduce the deviation of

the test result caused by the instrument. The laboratory should formulate the instrument confirmation procedures
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and carry out the instrument performance qualification according to the actual situation to demonstrate that the

instrument is working properly and suitable for its intended use and ensure the reliability of the data obtained.
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