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Device Information:

Class:





Class II

Trade Name:
Namuh Os-3000 Pulse Oximeter System (sensor/adhesive)

Common Name:



Pulse Oximeter w/ replaceable adhesive

Classification Name:

Oximeter (870.2700)

Predicate Device:


The Namuh Os-3000 Pulse Oximeter is substantially equivalent in function to that of the Nellcor Oxisensor IITM Part D-25 Disposable Pulse Oximeter

Device Description/Technological Characteristics:

The Namuh Os-3000 pulse oximeter sensor/adhesive is an accessory device to a pulse oximeter monitoring system.  The pulse oximeter sensor is used to determine the light absorption of arterial hemoglobin.  The sensor contains three optical components: two light emitting diodes (LED’s) serving as light sources, and one photodiode functioning as a light receiver.  Both the LED’s and the photodiode are contained within a flexible plastic envelope that slides into the Namuh Os-3000 pulse oximeter disposable adhesive bandage for attachment to a patient.  The adhesive minimizes contact of the reusable sensor with unsterilized surfaces during application, reducing the need for sterilization before reuse.  The sensor is positioned within the adhesive such that the LED’s and photodiode oppose one another across the tissue.  The sensor is connected via cable to a pulse oximeter, which provides continuous non-invasive, self-calibrated measurements of both oxygen saturation of hemoglobin and pulse rate.  

Indications for Use:

The Namuh Os-3000 pulse oximeter sensor/adhesive is intended as a reusable accessory sensor to a pulse oximeter monitoring system.  The role of the sensor is to acquire patient data, which is used by the oximeter monitor in the determination of arterial oxygen saturation and pulse rate of a patient.  The Os-3000 pulse oximeter sensor/adhesive is used in conjunction with a pulse oximeter monitor (Nellcor N-200 or equally compatible monitor) in a healthcare centers where non-invasive monitoring of arterial oxygen saturation and pulse rate are required for patients with potentially abnormal pulmonary/circulatory function.

Functional/BioCompatibility Test Results:

Representative samples of Os-3000 pulse oximeter systems underwent bench testing and a clinical study to verify functional characteristics, which are substantially equivalent to the predicate device’s.  The clinical study included epidermal biocompatibility testing to examine hypoallergenic equivalence.  In addition, the manufacturing process includes visual and functional testing of all products produced. 

Conclusion:

The Namuh Os-3000 pulse oximeter sensor is substantially equivalent to the Nellcor Oxisensor IITM.  This conclusion is based upon the fact that the pulse oximeter sensor is substantially equivalent to the predicate device in terms of functional design, materials, indications for use, and methods of construction.
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