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Following devices/device categories are included in this certificate:

Class B near-patient test devices

Name of the device/ device category:

Urine Test Strips for visual and semiautomated evaluation
Basis-UDI-DI: 426003371CSLY

Intended use:

level 1: Class B for near-patient testing
e level 2: IVR0608 Devices intended to be used for screening, determination or
physiological markers
e level 3: W0101060204: urine multi-constituent test strips (manual)
o level 4: 426003371CSLY
e level 5: Urine Test Strips for visual and semiautomated e
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