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Metrological requirements of medical devices
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Summary

The continuous technological progress has improved medical technologies and diagnosis,
which has reflected in impressive results in the treatment of patients. As the role of medical
devices increases in maintaining health, whether in hospitals, clinics, or even at home; this
imposes the necessity for countries to take measures to ensure that the medical devices used on
their territories achieve precisely defined requirements so that they can be used safely and
correctly.

This article focuses on medical devices and their classifications according to their risk levels,
and then defines the necessary safety and efficiency requirements specified in the regulatory
technical regulations and relevant standards. Finally, it presents all types of metrological
controls applied for these devices as an essential part of legal metrology.
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