


5. Keep in a dry place. Extreme moisture may affect oximeter lifetime and may cause damage.

6. Dispose batteries properly; follow any applicable local battery disposal laws.

Cleaning the fingertip pulse oximeter

Please use medical alcohol to clean the silicone touching the finger inside of oximeter with a soft cloth
dampened with 70% isopropy! alcohol. Also clean the finger being tested using alcohol before and after
each test.

Do not pour or spray liquids onto the oximeter, and do not allow any liquid to enter any openings in the
device. Allow the oximeter to dry thoroughly before reuse.

The fingertip pulse oximeter requires no routine calibration or maintenance other than replacement of
batteries.

The use life of the device is five years when it is used for 15 measurements every day and 10 minutes

per one measurement. Stop using and contact the manufacturer if one of the following cases occurs:

@ Troubleshooting error notifications are displayed on screen.
@ The oximeter cannot be powered on if you have ruled out any possible battery issues.
® There is a crack on the oximeter or damage on the display resulting in readings not being able to
be identified; the spring is invalid; or the key is unresponsive or unavailable.
Disinfecting
The applied parts touching the finger should be disinfected once after each use. The recommended
disinfectants include: alcohol 70%, isopropanol 70%, glutaraldehyde-type 2% liquid disinfectants.
Note: Disinfection may cause equipment damage. Therefore only disinfect rubber cushion of the clip.
CAUTION: Never use EtO or formaldehyde for disinfection.

1 . Before use, please read the manual carefully.

2 . The fingertip pulse oximeter must be able to measure the pulse properly to obtain an accurate SpO2
measurement. Verify that nothing is hindering the pulse measurement before relying on the SpO2
measurement.

. Explosive hazard-do not use the fingertip pulse oximeter in an environment with flammable gas
such as ignitable anesthetic agents.

. The fingertip pulse oximeter is intended only as an adjunct in assessment. It may be used in conjunc
tion with other methods of assessing.

. In order to ensure correct sensor alignment and skin integrity, the maximum application time for a
single use session of this device should be less than half an hour. It is not for continuous monitoring.

. Do not sterilize the device using autoclaving, ethylene oxide sterilizing, or immersing the device in
liquid. The device is not intended for sterilization.

. Follow local ordinances and recycling instructions regarding disposal or recycling of the device and
device components, including batteries.

. This equipment complies with IEC 60601-1-2:2014 for electromagnetic compatibility for medical
electrical equipment and/or systems. However, because of the proliferation of radio-frequency
transmitting equipment and other sources of electrical noise in healthcare and other environments, it
is possible that high levels of such interference due to close proximity or strength of a source might
disrupt the performance of this device.

9 . Portable and mobile RF communications equipment can affect electrical equipment.

10 . This equipment is not intended for use during transport.

11 . This equipment should not be used adjacent to or stacked with other equipment.

12 . It may be unsafe to:

—use accessories, detachable parts and materials not described in the instructions for use

—interconnect this equipment with other equipment not described in the instructions for use

—disassemble, repair or modify the equipment

13 . These materials that contact with the patient’s skin contain medical silicone and ABS plastic enclosure

are all pass the ISO10993-5 Tests for invitro cytotoxicity and 1ISO10993-10 Tests for irritation and
delayed-type hypersensitivity.

14 . When the signal is not stable, the reading may be inaccurate. Please do not rely on.
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1. Display Type

OLED display

2.Sp02

Display range: 0%~100%

Measurement range: 70%~100%

Accuracy: 70%~100%+2%; 0%~69% no definition
Resolution: 1%

3. Pulse Rate

Display range: 30bpm~250bpm

Measure range: 30bpm~250bpm

Accuracy: 30bpm~99bpm, +2bpm; 100~250bpm, +2%
Resolution: 1bpm

4. Perfusion Index

Display range: 0.1%~20.0%

Measure range: 0.2%~20.0%

Accuracy: 0.2%~1.0%, £0.2digits; 1.1%~20.0%, +20%
Resolution: 0.1%

5. Probe LED Specifications

6. Power Requirements

Two AAA alkaline Batteries

Power consumption: Less than 40mA

Battery Life: Two AAA 1.5V, 1200mAh alkaline batteries could be continuously operated as long as 24
hours.

7. Environment Requirements

Operation Temperature: 41°F ~104°F (5°C~40°C)

Storage Temperature: -13°F ~+158°F (-25°C~+70°C)
Ambient Humidity: 15% ~ 93% no condensation in operation;
<93% no condensation in storage/transport

Atmosphere pressure: 70kPa~106kPa

8. Equipment Response Time
As shown in the following figure.
Response time of slower average is 8s.
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9. Classification

According to the S/pe of protection against electric shock: INTERNALLY POWERED EQrUIPI\/IENT; )
According to the degree of protection against electric shock: TYPE BF APPLIED PART (The application part
is rubber inside of the Pulse Oximeter); =~

According to the degree of protection against ingress of water: IP22

According to the mode of operation: CONTINUOUS OPERATION

The following details are provided to disclose actual performance observed in the clinical validation studg
of healthy adult volunteers. The ARMS value analysis statement and Bland-Altman plot of data for EHPO3
is shownas following: )

ARMS Value Analysis Statement

Bland-Altman Plot Graphic

1.Retry by inserting the finger.
2.Lower brightness.

3.Try more times.If you are sure there
is nothing wrong with the device itself,
consult your doctor.
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