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Safety Overview - Patient Safety

*The second layer provided by the isolating transformer and
PSU that provides power for the Instrumentation. This is
designated as Supplementary Isolation and provides at least
2500V isolation against Mains voltages.

 |solation‘against Live voltages in the Console (-12VDC to
+12VDC) provided by the ADC card and Thermistor Drive and
Filter PCB in parallel. These act as Double Isolation against the
Live voltages. Under IEC 60601 this means testing to 500V.

oIt is the responsibility of the User (authority responsible for the
maintenance of the equipment) to ensure that the system as a
whole meets [IEC 60601] should they attach other devices onto
the Instrumentation (such as IVUS). This is noted in the
documentation for the Instrumentation.
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