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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 [
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                    OXYGEN HOOD – 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.

Transient.


Normally intended for continuous use for less than 60 minutes.  


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 OXYGEN HOOD is meant for use for periods up to 30 days - hence short term.

1.4.
Active medical device.

Any medical device operation of which depends on a source of electrical energy or any source of power other than that directly generated by the human body or gravity and which acts by converting this energy.  Medical devices intended to transmit energy, substances or other elements between an active medical device and the patient, without any significant change, are not considered to be active medical devices.

* The OXYGEN HOOD acts as a link between an Oxygen Regulator and the patient, therefore active. The accessories are disposable and not powered.

II. IMPLEMENTING RULES.

2.
Implementing rules.
2.1.
Application of the classification rules shall be governed by the intended purpose of the devices.

2.2.
If the device is intended to be used in combination with another device, the classification rules shall apply separately to each of the devices.  Accessories are classified in their own right separately from the device with which they are used.

2.3.
Software, which drives a device or influences the use of a device, falls automatically in the same class.

2.4.
If the device is not intended to be used solely or principally in a specific part of the body, it must be considered and classified on the basis of the most critical specified use.

2.5.
If several rules apply to the same device, based on the performance specified for the device by the manufacturer, the strictest rules resulting in the higher classification shall apply.

III.  CLASSIFICATION.

1.
Non-invasive devices
3.2.
Rule 2.


All non-invasive devices intended for channeling or storing blood, body liquids or tissues, liquids or gases for the purpose of eventual infusion, administration or introduction into the body area Class IIa

         - If they may be connected to an active medical device in Class IIa or a higher Class.

· If they are intended for use for storing or channeling blood or other body liquids or for storing organs, parts of organs or body tissues,

In all other cases they are Class I

* The OXYGEN HOOD is intended to act as a link in the connection of oxygen regulation and the patient. Hence Class IIa
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