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Declaration of Conformity.

Class IIb Medical Device(s).



Manufacturer:           

Viamed Limited.

15 Station Road, 

Cross Hills,

Keighley,

West Yorkshire,

BD20 7DT.

United Kingdom.







Device(s):

SpO2 Probes – pulse oximetry sensors

0018720  Datex P872RA





Description of Device(s):

For use with pulse oximeters in oerder to determine saturation of

haemoglobin non-invasively from light signals of two wavelengths transmitted through tissue or reflected from tissues





It is hereby declared that the medical device(s) specified above is (are) in compliance with EC Council Directive 93/42/EEC (Medical Device Directive) of 14th June 1993 as transposed into National Law in the countries where the product is intended to be marketed.

This declaration is supported by:

· Technical documentation required by the MDD (Annex II) retained by: Viamed Limited.

· EC Quality Assurance Certificate No. CE 01389, first issued by the British Standards Institute (CE0086) on the 23rd August 1996.

· Certificate of Registration No. FS28344 to BS EN ISO 9001:2000 of original registration date 15th June 1994, issued by the British Standards Institute (CE0086).
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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

Imail infeid





Signed:     …………………..……………

Position: Managing Director.



Date: …14/July/2009
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