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Examples * o Low Risk s * Examples K
Clinical chemistry analysers A Self- | Wheelchairs, Spectacles e Mandate non-EU manufacturer

Specimen receptacles assessment Stethoscopes

e Verification DoC & technical file
e Provide EU registered address
e EUDAMED registration
Examples e Represent manufacturer in EU
J Condoms, Lung ventilators ; )
Bone fixation plate e CA inspection management
e Incident & vigilance actions
Examples Class ; Examples . . .
Hepatitis B-blood screening| ~ p High Risk | Pacemakers, Heart valves e Directive / Regulation updates

i Implanted bral simulat: . .
HIV blood diagnose test bpiEIni=e GEE el SR E e S e Testing & NB & CFS handling

*Class A/Class|
VDR / MDR wilrequire involvement ofa Notified Body ifthey are sterile
or will have a measuring function or are re-usable surgical instruments

Notified Body
mandatory

Examples /
Generic test, Pre-natal test

Blood glucose self-testing
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