Pulse Oximeter Disposable Sensor

Directions for use                                            DS-01, DS-02


Indications

The KTMED disposable oxygen transducer, model DS-01(Adult) DS-02 (Young child), is indicated for use when continuous noninvasive arterial oxygen saturation and pulse rate monitoring are required for patient weighing greater than 30Kg (DS-01) and less than 30Kg (DS-02).

Consult individual manufacturers for compatibility of particular instruments and sensors models.

Check the sensor every 8 hours and reposition to an alternate location every 24 hours and avoid application of the sensors to edematous or fragile issue

Instruction for use

To apply the DS-01, DS-02

1) Connect the sensor cable to the KTMED Pulse oximeter senser (DS-01, DS-02) that fits your oximeter. Then turn to the oximeter and verify proper operation.

2) Select the sensor site on the patient. The preferred sensor sites are the index finger for adults and children, the big toe for infant.

3) Remove the plastic backing from the sensor adhesive wrap 
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4) Apply the sensor on the patient :

Position the emitter -⊙- and  defector ⊙ directly opposite each other.

Apply the sensor firmly but too tightly.
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  DS-01 Adult Sensor           DS-02 Young child Sensor

Note. If the sensor does not track the pulse reliably, it may be incorrectly positioned or the sensor site may be too thick, thin, or deeply pigmented to permit appropriate light transmission. If any of these situations occurs, reposition the sensor or choose an choose an alternate sensor.

Precautions

Do Not reuse This Sensor.

Do Not autoclave or immerse the sensor in liquid.

Do Not sterilize by irradiation, steam, or ethylene oxide.

For further instructions, warnings and precautions refer to the operation instructions provided with your oximeter.

Warning

1) March the sensor model with your brand of oximeter. A mismatch may cause patient injury. Inaccurate measurements or equipment damage. 
2) Check the sensor every 8 hours and reposition to an alternate location every 24 hours. 

3) Avoid application of the sensors to edematous or fragile issue 

4) Excessive patient motion, excessive ambient light. electromagnetic interference. dysfunctional hemoglobin, law perfusion. Intravascular dyes linger nail polish and long or artificial linger nails may affect the sensor performance and the accuracy of the measurement. 

5) Do not use the sensor if it is damaged.

6) Use of a damaged sensor could cause patient injury of equipment failure. 

7) The sensor is contraindicated of use for use on patients who exhibit allergic reaction to the adhesive tape 

Note: The materials have undergone extensive biocompatibility testing. Further information is available upon request

If you have a question regarding any of this information, contact KTMED CO.,LTD

Warranty


To obtain information about a warranty, if any, for this product, contact KTMED CO., LTD

Accuracy Specification


For the the accuracy specification range when used with Nellcor monitors, refer to information provided with the monitor, or contact KTMED CO., LTD

For the accuracy specification range when used with a monitor other than those manufactured by Nellcor, consult the information provided the manufacturer of that instrument.

Safety

KTMED CO., LTD spo2 sensors are designed and manufactured in accordance with the specification of the internal standard currently in force applicable to them;

EN601-1/EN865

Degree of protection from electric shock    Type BF

Classification accordance with European Directive 93/42 

                                           Class IIa

Specifications


Measuring range  50%~100%

Accuracy         70%~100% ≤±1%

50%~69%  ≤±2%

Apply to Patient   ≥ Weight 30Kg DS-01

                   ≤ Weight 30Kg DS-02

Storage Temperature         -40~70

Storage Relative Humidity     10~100%

Operating Temperature         10~40

Operating Relative Humidity    30~75% (non-condensing)

LED Specification

	
	Wave Length
	Radiant Power (Typical)

	RED
	658±2nm
	2.7mW

	Infrared
	889±10nm
	3.6mW


Note. Refer to instrument operator's manual for complete instructions for use of the sensor with that monitor.

Symbol Description 
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          Date of manufacture
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          Do not reuse

[image: image6.png]


    The time limit for using a device safely
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   Attention, see instructions for use 
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  Batch code
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        KTMED CO., LTD.

#811, Hanshin IT Tower, Kuro-3dong, 235, Kuro-ku, 

Seoul, Korea

Tel : +82-2-2108-7890

Homepage : www.ktmed.com

