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Technical information

Measuring range (Sp02):

70 % -99 %

Electromagnetic compatibility (EMC)

Guidance and manufacturer’s declaration - electromagnetic immunity

Accuracy (Sp02):

+2 % at the level of 70 % - 99 %, unspecified
(<70 %)

Measuring range (pulse rate) (PR):

30-240

Accuracy (pulse rate) (PR):

+ 2 beats/minute

The device is intended for use in the electromagnetic environment specified
below. The customer or the user of the device should assure that it is used in
such an environment.

Power supply:

2x1.5V AAA batteries

Current: = 50 mA

Battery life: 2 AAA 1.5V alkaline batteries
can be used continuously for 30 hours.
Low battery indicator

appears before the battery power becomes
too low.

Emissions test | Compliance |Electromagnetic environment - guidance

RF emissions | Group 1

The device uses RF energy only for its internal
CISPRT

function. Therefore, its RF emissions are very low
and are not likely to cause any interference in
nearby electronic equipment.

Operating conditions:

Ambient temperature 5 to 40 °C, rel. air
humidity 15 % to 80 %, air pressure 700 hPa
to 1060 hPa

Storage and transport conditions:

Ambient temperature -10 to 40 °C, rel. air
humidity 15 % to 80 %

RF emissions | Class B
CISPRT

The equipment is suitable for use in Home
Health Environments and Professional Health
Care Environments limited to patient rooms and
respiratory treatment facilities in hospital or
clinics. The more restrictive acceptance limits of
Group 1 Class B (CISPR 11) have been considered
and applied. The equipment is suitable for use
in the mentioned environments when directly

Classification:

Internal power supply by battery

connected to the Public Mains Network.

Degree of protection against
electric shock:

Type BF

IP code:

IP 22: Protected against solid foreign parti-
cles with a diameter of more than 12.5 mm,
protection against water droplets

Operating mode:

Continuous operation

Expected service life:

Syears

Size:

60 x35x35mm

Scope of delivery:

Pulse oximeter, instruction manual, batter-
ies, retaining strap
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“ Shenzhen IMDK Medical Technology CO., Ltd
904, 9F, Guangming Tianan Cloud Park Building,
255 Zhenmei Road, Zhenmei Community, Hinhu Street,
Guangming District, 518107 Shenzhen, PRC

MedNet EC-REP GmbH
Borkstrafe 10,48163 Miinster, Germany
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Explanation of symbols

This product complies with Regulation (EU) 2017/745 of the European
Parliament and Council dated 5 April 2017 regarding medical products
and bears the mark CE 0123 (TUV SUD Product Service GmbH).

Consult the instructions for use
Caution

Medical device

HIEEISRA

Reference number = item number

Batch code

Unique Device Identification

Model number

Date of manufacture

Manufacturer

Authorised representative in the European Uniion

Importer

S § L LEE

Degree of protection against electric shock Type BF

T
N
N

Protected against solid foreign particles with a diameter of more than
12.5 mm, protection against water droplets

Temperature limitation
Humidity limitation

Atmospheric pressure limitation

[OR ST
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Warranty

The device has been manufactured and tested with great care. However, in the
unlikely event of a defect being detected after delivery, we provide warranty in
accordance with the following terms and conditions:

During the warranty period of 2 years from the date of purchase we reserve the
right either to repair any such defect at our expense or to supply a perfect replace-
ment unit.

Excluded from the warranty are parts subject to normal wear and tear as well as
damage caused by non-compliance with the instructions for use, improper han-
dling (e.g. unsuitable power sources, breakages, leaking batteries) and/or disas-
sembly of the unit by the purchaser. Furthermore, no claims for damages against
us are substantiated by the warranty.

Warranty claims can only be advanced in the warranty period and by presenting
proof of purchase. In the event of a warranty claim, the unit must be sent to the
following address together with the proof of purchase and a description of the
complaint:

UEBE Medical GmbH
Service-Center

Zum Léger1

97900 Kiilsheim, Germany

The cost of returning the device to our factory shall be borne by the sender. Com-
plaints that are sent back without prepayment will not be accepted.

The statutory claims and rights of the buyer against the seller (for example, defect
claims, producer liability) are not restricted by this warranty.

Please note: In the case of a warranty claim, please make sure to enclose the proof
of purchase.
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Instructions for Use




Intended use

This device is used to measure and display the functional oxygen saturation of
arterial haemoglobin (%Sp02) and pulse rate (PR). The device measures Sp02
and PR with an Sp02 sensor and displays them on the display. The device is in-
tended to measure hemoglobin saturation and heart rate exclusively in humans.

Scope of application

The oximeter is intended for use in home care and in medical outpatient clinics to
measure oxygen saturation and pulse rate. Regular monitoring of blood oxygen
levels in high-risk patients, allergy sufferers, athletes, heart patients and other
groups of people provides doctors with valuable information and can optimise
therapy.

Safety instructions

Please read these instructions carefully before using the device. It contains all
the safety information, instructions for operation and technical data.

This device is not intended to be used for treatment. It cannot be used to assess
the accuracy of a pulse oximeter probe or pulse oximeter monitor.

Do not attempt to repair the pulse oximeter. Only qualified service personnel
should carry out any necessary internal maintenance work.

Do not use this device in situations in which alarms are required. Although this ox-
imeter has an alarm function, it does not comply with the IEC 60601-1-8 standard.
If the ambient temperature is very low or very high, please ensure the device
returns to room temperature before use.

The device is not suitable for the continuous long-term monitoring of patients.
Continuous measurement must not exceed 2 hours. Sp02 measurements may be
affected in strong ambient light. If necessary, shield the sensor area.

Faults may be due to the following causes:

High-Frequency Electrosurgery

Placement of a sensor on an extremity with a blood pressure cuff, arterial cath-
eter, or intravascular access.

The patient is suffering from hypotension, severe vasoconstriction, severe
anaemia or hypothermia.

The patient has a cardiac arrest or is in shock.

Nail polish or false fingernails can cause inaccurate Sp0z readings.

Any serious adverse effects linked to the product must be reported to the man-
ufacturer and the relevant authorities in the member state in which the user/
patient resides.
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Liability
UEBE Medical GmbH is only liable for any impairment of the safety, reliability and
performance of the device if assembly work, extensions, new adjustments, modi-
fications or repairs are carried out by persons authorised by UEBE Medical GmbH,
the electrical installation of the room in question complies with national standards
and the device is used in accordance with the instructions for use. The device com-
plies with the requirements of the IEC 60601-1 standard for electrical safety. The
voltage and amperage of the device is ensured to meet the requirements of these
instructions for use.

Warnings

EXPLOSION HAZARD - Do not use the oximeter in a flammable environment
where concentrations of flammable anaesthetics or other materials may occur.
Damaged sensors and electrodes or loose electrodes can affect performance or
cause other problems.

Do not attempt to charge regular dry cell batteries, as they may leak. This can
cause a fire or even an explosion.

Do not use the pulse oximeter in an MRI or CT installation.

CAUTION: Keep the operating environment free from dust, vibration, corrosive or
flammable materials and extreme temperature and humidity fluctuations.
CAUTION: If the device is not to be used for a long time, the batteries must be
removed from the battery compartment.

CAUTION: Do not use the appliance when it is damp or wet, for example from con-
densation or spills. Do not use the device immediately after moving it from a cold
environment to a warm, humid place.
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Operating the unit

Device description

Power

Finger opening

Display

Display description
The display can be rotated in four directions. To do this, press the power button
while it is on for about 1 second.

Oxygen saturation Pulse column

Pulse rate H Perfusion index

Battery indicator ﬂ SpO2-wave
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Inserting batteries

Insert two AAA batteries into the battery compartment in the correct pole position
and close the compartment again.

WARNING: Do not attempt to charge regular alkaline batteries. These can leak,
cause a fire or even explode.

Turn pulse oximeter on/off

Insert a finger as far as possible into the finger opening of the oximeter. Keep your
finger steady. Press the power button to turn on the pulse oximeter. After a few
seconds, the measured values appear on the display. The oximeter will automati-
cally turn off if there is no finger in the device for more than 8 seconds.

Device settings

To get into the device settings, press the power button for about 2 seconds while
it is on. A star indicates the current position. Press and hold the power button for
about 2 seconds to change the respective settings. By pressing the power button,
you can switch between the different setting options.

Alm Alarm ON or OFF

Beep Pulse signal ON or OFF
SPO2 Alm Lo Sp02 Alarm limit

PR Alm Hi Upper limit for pulse rate
PR Alm Lo Lower limit for pulse rate
Restore Restore factory settings

+/- Increase (+) or decrease (-) alarm value
Exit Exit Settings

Carrying out measurements

« Insert one finger completely into the finger opening of the oximeter.

« Press the power button.

« During the measurement, remain seated/lying still and do not move your finger.

« If you want to change the direction of the display, press the power button until
the direction is correct.

- Read your values from the display.

NOTES:

Fingernail polish or false fingernails can cause inaccurate Sp02 measurements.
The Sp02wave is disproportionate to pulse.

Do not use this device on limbs with an arterial cannula, intravenous infusion
set, or inflated blood pressure cuff.

The device has been calibrated to display arterial oxygen saturation (Sp02) and
pulse rate (PR).
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If the detected signal is incomplete, the device does not display the correspond-
ing parameter value, but the waveform as a straight line. A weak signal is repre-
sented by the amplitude of the waveform. If the signal is too weak, it will affect
the accuracy and function of the pulse oximeter. There are several reasons for
aweak signal:

- Low blood flow

- Incorrect positioning of the oximeter

- Cold temperatures and general health can cause low blood pressure.

Measurement:

Based on a proven technology and the Lambert-Beer law, the spectrum-absorb-
ing characteristics of haemoglobin (Hb) and haemoglobin (02 Hb) in the blood
are measured using near-infrared zones. The photoelectric measurement method
scans the finger pulse with two beams of different wavelengths (660 nm embers
and 940 nm near-infrared light) that can pass through the tip of a person’s finger-
nail. The measured signal is received by a photosensitive element.

1—>

1Infrared transmitter
2 Infrared receiver

Maintaining the unit

Do not use high-pressure sterilisation on the pulse oximeter! Do not keep the
pulse oximeter under water under any circumstances, as this may allow liquid
to penetrate and damage the pulse oximeter. After each use, clean the body and
rubberised inner surface of the pulse oximeter with a soft cloth dampened with
medical alcohol.

Disposal information

This device must not be disposed of with household waste. Batteries and re-
chargeable batteries must be removed before disposal and disposed of separately
ata designated collection point.

The device must be disposed of at the end of its service life in accordance with the
applicable national regulations for the disposal of electrical and electronic equip-
ment. By properly disposing of the device, you are making an important contribu-
tion to protecting the environment and human health.

*E The crossed-out bin symbol indicates separate collection of electrical and
&> electronic equipment.
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Possible errors and remedies

Error Possible cause Remedy
SPO2 or The finger is not inserted Try again by inserting your
PR can't be properly. finger.
:;ﬁ:@ﬁd The patient’s oxyhaemo- Repeat the measurement.
v globin level is too low to be | Make sure there is no damage
measured. to the device. Seek immediate
medical attention.
Sp02or PR The finger may not be Try again by inserting your
is displayed inserted deep enough. finger.

intermittently

The finger is trembing or
the patient is in a state of
movement.

Please remain seated/lying
still during the measurement.

The oximeter

Insufficient power supply

Please replace the batteries.

won't switch or device powered off.

on - -
The batteries may be Please replace the batteries.
installed incorrectly.
The oximeter may be Please contact your local
damaged. customer service.

The display The product will automati- | This is normal (automatic

suddenly turns
off

cally turn off if no signal is
detected within 8 seconds.

shutdown).

Insufficient power supply.

Replace the batteries
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