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Table 1 Guidance and manufacturer’s declaration – electromagnetic emissions
The device is intended for use in the electromagnetic environment specified below. The 
customer or the user of the device should ensure that it is used in such an environment.
Emission measurements Compli-

ance
Electromagnetic environment - guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal 
function. Therefore, its RF emissions are very low 
and are not likely to cause any interference in 
nearby electronic equipment.
The device is suitable for use in all establish-
ments, including domestic establishments 
and those directly connected to the public 
low-voltage power supply network that supplies 
buildings used for domestic purposes.

RF emissions CISPR 11 Class B
Harmonic currents 
according to IEC 
61000-3-2

N/A

Voltage fluctuations/
flicker according to IEC 
61000-3-3

N/A

Table 2 Guidance and manufacturer’s declaration - electromagnetic emissions
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.
Immunity tests IEC 60601 test level Compliance 

level
Electromagnetic environment 
- guidance

Electrostatic 
discharge (ESD) 
according to IEC 
61000-4-2

±8 kV contact 
±15 kV air

±6 kV 
contact 
±8 kV air

Floors should be wood, con-
crete or ceramic tile. If floors 
are covered with synthetic 
material, the relative humidity 
should be at least 30 %.

Electrical fast 
transient/bursts 
according to IEC 
61000-4-4

±2 kV for power 
supply lines 
±1 kV for input/output 
lines

N/A N/A

Surges according 
to IEC 61000-4-5

±1 kV line(s) to line(s) 
±2 kV line(s) to earth

N/A N/A

Voltage dips, 
short interrup-
tions, and voltage 
variations 
according to 
IEC 61000-4-11

<5 % UT (>95 % dip in 
UT) for 0.5 cycle 
<40 % UT (60 % dip in 
UT) for 5 cycles 
<70 % UT (30 % dip in 
UT) for 25 cycles 
<5 % UT (>95 % dip in 
UT) for 5 sec.

N/A N/A

Power frequency 
(50/60 Hz) 
magnetic field 
IEC 61000-4-8

3 A/m 3 A/m Power frequency magnetic 
fields should be at levels 
characteristic of a typical 
location in a typical commercial 
or hospital environment.

NOTE: UT is the AC mains voltage before the test level is applied

Table 3 Guidance and manufacturer’s declaration - electromagnetic immunity
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.
Immunity test IEC 60601 

test level
Compli-
ance level

Electromagnetic environment - guidance

RF interfer-
ence conduct-
ed through 
cables ac-
cording to IEC 
61000-4-6

3 Vrms 
150 kHz to 
80 MHz

N/A Portable and mobile RF radio equipment should be 
used no closer to any part of the device, including 
cables, than the recommended separation distance 
calculated from the equation applicable to the 
frequency of the transmitter. Recommended 
separation distance: 
d=1.2√P 
d=1.2√P 80 MHz to 800 MHz 
d=2.3√P 800 MHz to 2.5 GHz
where P is the maximum output power rating 
of the transmitter in watts (W) according to the 
transmitter manufacturer and d is the recom-
mended separation distance in metres (m). b Field 
strengths from fixed RF transmitters, as deter-
mined by an electromagnetic site survey a, should 
be less than the compliance level in each frequency 
range b. Interference may occur in the vicinity of 
equipment marked with the following symbol:

Radiated RF 
interference 
according to 
IEC 61000-4-3

3 V/m 80 
MHz to 2.5 
GHz

3 V/m

Table 4 Recommended separation distances between portable and mobile RF communi-
cations equipment and the device.
The device is intended for use in an electromagnetic environment in which radiated RF 
disturbances are controlled. The customer or the user of the device can help prevent 
electromagnetic interference by maintaining a minimum distance between portable and 
mobile RF communications equipment (transmitters) and the device as recommended 
below, according to the maximum output power of the communications equipment.
Rated maximum output 

power of transmitter 
W

Separation distance according to frequency of transmitter            m
150 kHz to 80 MHz 

d = 1.2√P
80 MHz to 800 MHz 

d=1.2√P
800 MHz to 2,5 GHz 

d=2.3√P
0.01 N/A 0.12 0.23
0.1 N/A 0.38 0.73
1 N/A 1.2 2.3

10 N/A 3.8 7.3
100 N/A 12 23

For transmitters rated at a maximum output power not listed above, the recommended 
separation distance d in metres (m) can be estimated using the equation applicable to 
the frequency of the transmitter, where P is the maximum output power rating of the 
transmitter in watts (W) according to the transmitter manufacturer.
NOTE1: At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE2: These guidelines may not apply in all situations. Electromagnetic propagation is 
affected by absorption and reflection from structures, objects and people.

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies. 
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is 
affected by absorption and reflection from structures, objects and people.
a: Field strength from fixed transmitters, such as base stations for radio (cellular/cord-
less) telephones and land mobile radios, amateur radio, AM and FM radio stations and TV 
stations cannot be predicted theoretically with accuracy. To assess the electromagnetic 
environment due to fixed RF transmitters, an electromagnetic site survey should be con-
sidered. If the measured field strength in the location in which the device is used exceeds 
the applicable RF compliance level above, the device should be observed to verify normal 
operation. If abnormal performance is observed, additional measures may be necessary, 
such as reorienting or relocating the device. 
b: Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Technical data

Explanation of symbols

Standards applied

Electromagnetic compatibility (EMC)

The manufacturer hereby declares that the device complies with 
the following standards:
IEC 60601-1: 2005 Medical electrical equipment – Part  1: General 
requirements for basic safety and essential performance
BS/EN/ISO 9919:2009 or the equivalent ISO 80601-2-61:2011 – 
Medical electrical equipment – Part 2-61: Particular requirements 
for the basic safety and essential performance of pulse oximeter 
equipment
Complies with the provisions of Council Directive 93/42/EEC con-
cerning medical devices

The device is medical electrical equipment and is subject to spe-
cial EMC precautions, which must be published in the operating 
instructions.
Portable and mobile RF communications equipment may affect 
the equipment. Using the device with non-approved accessories 
can adversely affect the device and change the EMC. The device 
should not be used immediately adjacent to or between other 
electrical devices. The device meets the EMC requirements set 
out in international standard IEC60601-1-2:2014. The require-
ments are met under the conditions described below.

Shenzhen Creative Industry Co., Ltd.; Floor 5, BLD, 
Baiwangxin High-Tech Industrial Park, Songbai Road, 
Xili Street, Nanshan District, 518110, Shenzhen, China

Shanghai International Holding Corp. GmbH (Europe) 
Eiffestraße 80, 20537 Hamburg, Deutschland

Disposal

This product complies with Council Directive 93/42/EEC of 
5 September 2007 concerning medical devices and bears 
the mark CE 0123 (TÜV SÜD Product Service GmbH).

Technical equipment and batteries do not belong in 
household waste. They must be disposed of at appropri-
ate collection and disposal points.

Degree of protection against electric shock: TYPE BF

Consult the instructions for use

Medical product

Reference number = article number

Device serial number

Manufacturer

Authorised representative in the European Union

Protected against solid foreign bodies with a diameter of 
12.5 mm and above, protection against dripping water.

Sensor: Dual-wavelength LED sensor with red 
light at 663 nm and infrared light at 
890 nm.

Maximum average 
optical output:

≤ 2 mW

SpO2 display range: 35%–100%
SpO2 measurement 
accuracy:

≤ 2% for SpO2 and in the range from 70% 
to 100%

Pulse rate display 
range:

30–240 bpm

Pulse rate measure-
ment accuracy:

± 2 bpm or ± 2% (whichever is greater)

Perfusion index (PI) 
display range:

0–20%

Lower limit adjustment 
range for SpO2:

85–99%, increment: 1%, default setting: 
90%

Lower limit adjustment 
range for pulse rate:

30–60 bpm, increment: 1 bpm, default 
setting: 50 bpm

Upper limit adjustment 
range for pulse rate:

100–240 bpm, increment: 5 bpm, default 
setting: 120 bpm

Power supply: 2 × AAA/LR03 alkaline-manganese 
batteries 
Supply voltage: 3.0 V DC, operating 
current: ≤ 40 mA

Operating conditions: Ambient temperature 5 to 40°C, relative 
humidity 30 to 80%, air pressure 700 to 
1060 hPa

Conditions for storage 
and transport:

Ambient temperature -20 to 60°C, relative 
humidity 10 to 95%, air pressure 500 to 
1074 hPa

Low perfusion perfor-
mance:

The SpO2 and PR measurement accuracy 
is consistent with that previously stated, 
even when the amplitude modulation is as 
low as 0.6%.

Impairment caused by 
ambient light:

The difference between the SpO2 reading 
recorded under natural indoor light and 
that recorded in a darkroom is less than 
± 1%.

Size: 56 mm (L) × 34 mm (W) × 30 mm (H)
Weight: approx. 60 g (including batteries)
Protection against 
electric shock:

Internal power supply, type BF applied 
part

IP rating: IP22: Protected against solid foreign bod-
ies with a diameter of 12.5 mm and above, 
protection against dripping water.

Expected service life: 5 years
Electromagnetic com-
patibility:

Group 1, Class B

The pulse oximeter is calibrated at the factory before delivery so it 
does not need to be recalibrated during its service life. SpO2 simula-
tors should not be used to validate the accuracy of the pulse oximeter. 
These may only be used as functional testers to review accuracy. The 
SpO2 accuracy stated here is supported by a clinical study conducted 
in an independent research laboratory, in which hypoxia was induced 
in healthy, non-smoking subjects with light to dark skin tones.
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29271 PZN-18060304

Distributor:
UEBE Medical GmbH  
Bgm.-Kuhn-Str. 22 
97900 Külsheim, Germany  
info@uebe.com, www.uebe.com

Subject to technical modifications. 
Reprinting, including of extracts, is prohibited. 
© Copyright 2022 UEBE Medical GmbH
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Indication/Intended use

Contraindications/Safety instructions

Device description

Inserting batteries

•	 This device is not intended to be used for treatment.
•	 The readings measured using this device do not provide a diagno-

sis. They are no substitute for visiting a doctor. Do not rely solely 
on the result obtained; always take the patient’s other symptoms 
into account as well. In case of doubt, please call a doctor or par-
amedics to help.

•	 If the device is used on the same finger for an extended period 
of time, it may cause discomfort or pain. This is especially true 
for patients with poor microcirculation (perfusion of the capillary 
vessels). The device should not be used on the same finger for 
more than 2 hours. If problems occur, please change the device’s 
position.

•	 Before use, check that the device is operating reliably and is in 
proper condition. Never use the device if it is damaged, as this can 
lead to injuries or inaccurate measurements.

•	 If the device is used continuously at ambient temperatures above 
37°C, this may cause burns as a result of the sensor overheating.

•	 Maintenance and repair of the device must only be performed by 
qualified service personnel.

•	 The pulse oximeter must not be used with devices or accessories 
that are not listed in the instructions for use.

•	 Do not use the device in explosive environments such as in the vi-
cinity of flammable anaesthetics or in an oxygen chamber.

•	 The device is not suitable for use in close proximity to computed 
tomography machines or magnetic resonance imaging equipment.

•	 The light emitted by the device (infrared light is invisible) is harm-
ful to the eyes, so do not look directly into the light.

•	 Protect the device from dust, vibrations, sunlight, corrosive or ex-
plosive materials, high temperatures and moisture.

•	 Do not use the device if it has gotten wet. Only use it again once it 
has completely dried and it has been verified as functioning properly.

•	 If the device has been stored at temperatures below 5°C or above 
40°C, leave it to stand at room temperature for at least 15 minutes 
before using it.

•	 Do not use sharp or pointed objects to press the button on the 
front.

•	 Do not sterilise using high-temperature or high-pressure steam 
disinfection. Please refer to the instructions in the section “Clean-
ing and care“.

The display orientation can be rotated in four 90° increments by 
briefly pressing the display button. When the device is switched 
on, it shows the display format that was last used.

The pulse rate is shown on display views a and c throughout the 
entire measurement process. Display views b and d show the per-
fusion index first, which is then replaced by the pulse rate after 
20 seconds.

To access the basic settings menu, press and hold the display 
button for at least one second during a measurement. The se-
lected setting will flash on the left side of the screen, while the 
currently set value is shown on the right side.

To change a setting, briefly press the display button repeatedly un-
til the setting you wish to change starts to flash. Then press and 
hold the display button until the value on the right side starts to 
flash. Then briefly press the display button repeatedly until the de-
sired value is shown. Confirm the selected value and move on to 
the next setting by pressing and holding the display button.

The device has a memory with 12 memory slots. The most recent 
reading is stored in memory slot M1, the previous measurement is 
stored in memory slot M2 and so on. If more than 12 measurements 
are recorded, the oldest reading (M12) is deleted so that the newest 
reading (M1) can be saved.

To exit basic settings, briefly press the display button repeatedly 
until the “Exit” option starts to flash. Then press and hold the dis-
play button to exit the menu.

Every measurement with stable readings is automatically saved 
when the device is switched off. Measurements that are invalid or 
were aborted prematurely and last fewer than 5 seconds will not 
be saved.

If the batteries are removed from the device, all readings will be de-
leted.

To access the memory, press the display button while the device is 
inactive. The oxygen saturation (S:) and pulse rate (P:) readings for 
memory slots M1 to M4 will be shown. By repeatedly pressing the 
display button, you can scroll through additional memory slots. The 
device will switch off automatically after six seconds.

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 replacement unit.
Excluded from the warranty are parts subject to normal wear and 
tear as well as damage caused by non-compliance with the instruc-
tions for use, improper handling (e.g. unsuitable power sources, 
breakages, leaking batteries) and/or disassembly of the unit by the 
purchaser. Furthermore, no claims for damages against us are sub-
stantiated 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: 

The cost of returning the device to our factory shall be borne by the 
sender. Complaints 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 en-
close the proof of purchase.

UEBE Medical GmbH 
Service-Center 
Zum Läger 1 
97900 Külsheim, Germany

By briefly pressing the display button, you can switch between 
the different settings without changing them. 

Beep: Use this setting to choose whether a beep should sound with 
every pulse beat during the measurement. Choose between “On” 
(pulse beep enabled) and “Off” (pulse beep disabled).

Mode: Choose between “Spot Check” (a 30-second sample meas-
urement) and “Continuous” (a continuous measurement with no 
time limit that runs until the device is removed from the finger).

PR alm Lo: Set the pulse rate value here, and a warning tone will 
sound if it falls below this value.

SpO2 alm Lo: Set the oxygen saturation value here, and a warning 
tone will sound if it falls below this value.
PR alm Hi: Set the pulse rate value here, and a warning tone will 
sound if it falls below this value.

The following settings are available to you:

If the device will not be used for more than seven 
days, please remove the batteries. Leaking battery fluid can damage 
the device. If leaked battery fluid comes into contact with eyes, rinse 
the affected eye immediately with plenty of water. Seek immediate 
medical attention.

•	 Insert two AAA/LR03 batteries into the battery 
compartment. Ensure correct polarity (as per 
the marking in the battery compartment), as 
failure to do so may result in malfunctions.

•	 Relax during the measurement. Do not wiggle your finger.
•	 Do not use the device on a wet finger.
•	 Do not use the device on limbs with an intravascular access 

point (for infusion) or a cuff applied for blood pressure meas-
urement.

•	 Ensure that nothing is blocking the light emitted by the device. 
Do not wear nail polish.

•	 Intense light sources in the surrounding area (e.g. fluorescent 
lights, projectors, infrared heaters or strong sunlight) can dis-
tort the result. In this case, either shield the device with a cover 
that is impermeable to light or perform the measurement in a 
different location.

•	 Intense physical activities can adversely affect measurement 
accuracy.

•	 Nail polish or long fingernails can cause measurement errors 
and inaccurate results.

•	 If the first reading is shown with an irregular or uneven meas-
urement curve, it is likely incorrect. Wait a moment and per-
form a new measurement to obtain a more stable reading.

•	 If the readings exceed the preset limits, a warning tone will 
sound and the reading will flash. You can silence the warning 
tone by pressing the display button. The warning tone will au-
tomatically stop after about 10 seconds.

•	 Open the clip and place the finger within. 
Ensure that the finger is positioned correctly. 
Then release the clip.

•	 The device will switch off automatically after 
approx. 2 seconds.

•	 Once the readings have stabilised, the 30-second measure-
ment begins. The readings are shown on the screen continu-
ously during the measurement, and the remaining time counts 
down from 30 to 0 seconds.

•	 Once the measurement is complete in sam-
ple mode, the measured oxygen saturation 
(SpO2) and pulse rate will be shown on the 
screen.

•	 The result of the pulse rhythm analysis is shown on the screen 
alongside the readings:

•	 Remove the device from the finger. It will then switch off au-
tomatically.

•	 Please handle the device with care to ensure a long service life.
•	 Replace the batteries when low battery voltage is indicated.
•	 Store the device in a dry environment. Moisture can shorten the 

service life of the device or even damage it.
•	 Clean the surface of the device with cleaning cloths soaked in 75% 

alcohol before each use. Leave the device to air dry or wipe it dry. 
Ensure that no liquid enters the device itself.

•	 Disinfect the surface of the sensor using a soft cloth moistened 
with a solution such as mild 75% isopropanol. If only mild disinfec-
tion is required, use a mild bleach solution.

•	 Next, clean the surface with a cloth moistened with clean water 
only. Dry the surface with a clean, soft cloth.

•	 Caution: The device must not be sterilised under high pressure.
•	 Caution: Do not sterilise using radiation, steam or ethylene oxide.

•	 Do not immerse the device in liquid.

Disinfection instructions

•	 Close the battery compartment cover.

•	 Store the device out of the reach of children.

This fingertip pulse oximeter is designed to measure pulse rate and 
functional oxygen saturation (SpO2) from a patient’s finger. It is 
suitable for measuring SpO2 and pulse rate in adult and paediatric 
patients, both at home and in medical settings.

Display button
Name plate

Oxygen saturation symbol

Finger pulse waveform

Remaining measure-
ment time

Perfusion index symbol

Battery voltage

Pulse rate reading

Pulse symbol
Perfusion index reading

Pulse rate symbol

Oxygen saturation reading

Pulse strength

Screen

Switching display orientation and pulse rate/perfusion 
index display

Important usage information

Performing measurement

Basic settings

Storing readings

Warranty

Troubleshooting

Cleaning and care

Battery compart-
ment cover Screen

a b c d

No irregularity
found

%SpO2:98    PR:66

-	 No irregularity found
-	 Suspected a little fast pulse
-	 Suspected fast pulse
-	 Suspected short run of fast pulse
-	 Suspected a little slow pulse
-	 Suspected slow pulse
-	 Suspected occasional short pulse interval
-	 Suspected irregular pulse interval
-	 Suspected fast pulse with short pulse interval
-	 Suspected slow pulse with short pulse interval
-	 Suspected slow pulse with irregular pulse interval
-	 Poor signal. Measure again

Problem encountered Solution
SpO2 and pulse rate 
readings are unstable.

Place your finger into the device correctly 
and start a new measurement. Keep still.

The device cannot be 
switched on.

Replace or reinsert the batteries. Ensure 
correct polarity (as per the marking in the 
battery compartment).

No display Replace the batteries.

SpO2  alm Lo
PR   alm   Hi
PR   alm   Lo

90
120
50

Setting menu>>

Mode
Beep
Exit

Spot check
On

<<Setting menu

3 4

5
106

11789

1

1

72

83

94

10
5

11

6

2


