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Summary of products

Pulse Oximetry Sensors Viamed  Dolphin  Aristo
Finger sensors v v v
Multi-site 'Y’ sensors v v v
Ear sensors v
Extension cables v v v
Adapter cables v v v
D.O.T. Sensors v
Wrap sensors v
Disposables v v ~

Pulse oximetry sensor repair services
Pulse oximeters - Stand alone, hand held, compact PC
Pulse oximetry simulators and testers

Oxygen sensors
Oxygen monitors and analysers

Oxygen hoods
Patient monitors
Infant resuscitation cabinets

Infant resuscitators
Radiant warmers

Phototherapy masks
Phototherapy light shields

ECG cables

Temperature probes

Supra-maximal nerve stimulator

Chart & recorder paper [
VIARMED
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BPM Temperature Probes  - CE FILE


Device Classification.

Extract from Medical Device Directive 93 / 42 / EEC, Annex IX: Classification Criteria.

1.
Definitions for the classification rules.

1.1 Duration.
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Short Term


Normally intended for continuous use for not more than 30 Days


Long Term


Normally, intended for continuous use for more than 30 Days

*
The Temperature Probe is intended for use for periods of not more than 30 Days – Hence Short term.
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Any active medical device, whether used alone or in combination with other medical devices, to supply information for detecting, diagnosing, monitoring or treating physiological conditions, states of health, illness or congenital deformities..

*
The Temperature probes are to Monitor Temperature and are connected to monitoring equipment - Hence an active device. 

1.


1.1 Rule1 
All Non-invasive devices are in Class I, unless one of the rules set out hereinafter applies:

The skin Temperature probe is class I

2. Invasive devices

2.1       Rule 5    

             Are in Class IIa   if they are intended for short-term use except in the nasal cavity, Pharynx or ear canal up to the ear drum in which case they are Class1

All invasive devices with reaspect to body orifices other than surgically invasive devices intended for connection to an active device in Class a or higher are in class a


The rectal/oesophageal probes are non-surgically invasive devices connected to a monitor so are Class IIa 

1.6       Active Device for Diagnosis





Transient


Normally intended for continuous use for less than 60 Minutes.
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