xS

Plastomed ystem®

Suction, bladder and silicone tubings

Intended purpose

Suction, bladder and silicone tubings are used as connecting tubes between
suction device, suction container and suction tips or suction catheter. Thus the
tubes are transporting (sucking) blood, secrets, fats, tumescence solutions, etc.
from the patient to the device.

This usage can be sustained only, when the tubes are installed without kinks.

These products are non-invasive single use medical devices class I (sterile,
non-sterile) for transient usage (Normally intended for continuous use for less
than 60 minutes) in connection with an active medical device. For hygienic
reasons the device is to be exchanged after usage.

Classification
According to rule 1:

All non-invasive devices are in Class I, unless one of the rules set out hereinafter
applies. (93/42 EWG, Appendix IX, III Classification)

Reason for class 1:

The tubes are used to transport (suck) blood, secrets, fats, tumescence
solutions, etc. from the patient to the device.
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