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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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                                   510(K) FILE

510(k) STATEMENT

of

SAFETY and EFFECTIVENESS
[As required by 21 CFR 807.93]

I certify that, in my capacity as Managing Director of Viamed Ltd, I will make available all information included in this pre-market notification on safety and effectiveness within 30 days of request, by any person, if the device described in the pre-market notification is determined to be substantially equivalent.

The information I agree to make available will be a duplicate of the pre-market notification submission, including any adverse safety and effectiveness information, but excluding any patient identifiers, and trade secret and confidential commercial information, as defined in 21CFR 20.61.

(Signature)

John S. Lamb

(Typed Name)

(Date)

Pre-market Notification [510(k)] Number:

T:\Kevin Rush\510k\Section 2_Safety and Efficacy\Safety Statement.doc
21 September 2004



[image: image1.jpg][image: image2.png]