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IVD Regulation classification system Percentage of devices by class

High public health risk

e.g. blood safety / high risk infectious diseases
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High risk for individual patients

e.g. cancer markers, dangerous infectious diseases, etc.

Medium risk for individual patients
e.g. blood chemistry, pregnancy tests, etc.

Low risk for individual patients

e.g. instruments, access ecimen collection systems, etc.
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(Including intra—community trade, million euros)
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