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Included in the Package

1. Pulse Oximeter * 1 2. Pouch Bag * 1 3. AAA battery * 2
4. Manual * 1 5. Lanyard * 1

Brief Description of Front Panel

erfusion
naex

Battery indicator ind

Symbol of

oxygen
Measured value of
oxygen saturation

Power on

6.
hkk Measured

value of

Plethysmogram pulse rate

The pulse plethysmogram displays corresponding with
the user’s pulse beat. The height of the plethysmogram
shows the user’s pulse strength.
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The oximeter supports multi-directional display, and
the screen can display measured value, pulse wave,
and bar graph with 4 directions display.
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(Signal inadequacy display interface)
When the oxygen saturation and pulse rate signals are
incomplete, the measured values are not displayed.
Caution:

The bar graph acts as an indicator of signal incompleteness, the
higher the bar graph the stronger the pulse. When the bar graph
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is not beating smoothly, the accuracy of the measured value may
be reduced at this time. When the bar graph tends to be beating
smoothly, the measured value read is the best value.

General Description

SpO2 stands for peripheral capillary oxygen saturation. Oxygen
saturation is defined as the ratio of oxyhemoglobin (HbO>) to

the total concentration of hemoglobin (i.e. Oxyhemoglobin +
reduced hemoglobin) present in the blood. It is an important
physiological parameter involved in respiration and circulation.
The Pulse Oximeter feature herein is small, portable, non-invasive
and easy to use. The user only needs to insert a finger into the
chamber to measure his/her SpO; and pulse rate.

The oximeter is suitable for home healthcare environments.



Declaration

EMC of this product complies with IEC60601-1-2 standard.
The materials which the user can come into contact with have
no toxicity and no action on tissues comply with ISO10993-1,
1SO10993-5 and ISO10993-10.

Measurement Principle

Oxygenated blood absorbs light preferentially at 905 nm (near
infrared light), whereas deoxygenated blood absorbs light
preferentially at 660nm (red light). A pulse oximeter works by
passing a beam of red and infrared light through a pulsating
capillary bed and then measure the amount of red and infrared
light emerging from the tissues via a sensor. To improve accuracy,
the Oximeter uses a proprietary algorithm to collect data from

6



pulsatile arterial blood and excludes local noise from the tissues.
The relative absorption of light by oxyhemoglobin (HbO) and
deoxyhemoglobin is then calculated according to the Beer-
Lambert's law and a quantitative measurement of the users'
oxyhemoglobin status i.e. oxygen saturation level (SpO3) is
derived.

Due to the sensitivity of the pulse oximeter, finger should be kept
stationary during measurement. It is recommended that you use
this device for measurement before or after sports. Do not use for
continuous monitoring.

Light beams
sensor

Light Emitting —
Diode



Safety Information
DANGER

Indicates an imminent hazard that, if not avoided, will result in
death or serious injury.

Dangers
There are no dangers that refer to the product in general.

Cautions

1. This device does not have alarm function.

2. Prolonged use or user conditions may require periodic changes
to the sensor position. Change sensor position at least every
2 hours and check skin integrity, circulation condition, and
correct alignment.



3. Although the part expected to come into contact with the
human body has been biologically evaluated and the biological
safety meets the standard requirements, very few people may
have allergic reactions, and patients with allergic reactions
should stop using it immediately.

4. The accuracy of pulse oximetry measurements may be
adversely affected by high ambient light. Please avoid direct
light (such as surgical lights or sunlight) during measurements.

5. Do not disassemble, install, or repair the host without
authorization. Do not look directly at the light-emitting devices,
which may cause eye damage.

6. The maximum temperature of the blood oxygen probe and
the contact surface of the human body does not exceed 41°C,
which is measured by the temperature measuring instrument.
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7. The product's blood oxygen waveform has been normalized.

8. The data update period is less than 30s, and the data
averaging and signal processing affects the display of SpO2
and pulse rate: The blood oxygen (SpO2) and pulse rate (PR)
values displayed on the oximeter are the values obtained by
calculating and averaging multiple sets of data acquired within
a set period of time. The data is calculated once for each pulse
wave, and the data is a single real-time blood oxygen and
pulse rate value. The data averaging method is related to the
pulse rate value; when the pulse rate value is below 50 bpm,
the last 12 seconds of data are averaged, when the pulse rate
value is between 50 bpm and 120 bpm, the last 8 seconds of
data are averaged, and when the pulse rate value is greater
than 120 bpm, the last 6 seconds of data are averaged. The
displayed blood oxygen and pulse rate values are displayed in
1 second update intervals.
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9. The product is not recommended for use during exercise and
is not suitable for continuous monitoring of patients.

10. Not used for hypoperfusion oximetry. Veins beat rhythmically.

WARNING

Indicates a potential hazard or unsafe practice that, if not
avoided, will result in death or serious injury.
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Warnings
1. Federal (U.S.) law restricts this device to sale by or on the
order of a physician.

2. Explosive hazard —— DO NOT use the equipment in the
environment with tinder such as anesthetic.

3. DO NOT use the equipment while the patient is being
scanned by MRI or CT.

4. Don't near active HF surgical equipment and the RF shielded
room of an ME system for magnetic resonance imaging,
where the intensity of EM disturbances is high.

5. Use of this equipment adjacent to or stacked with other
equipment should be avoided because it could result in
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improper operation. If such use is necessary, this equipment
and the other equipment should be observed to verify that
they are operating normally.

o

Portable RF communications equipment (including

peripherals such as antenna cables and external antennas)
should be used no closer than 30 cm (12 inches) to any part of
the equipment, including cables specified by the manufacturer.
Otherwise, degradation of the performance of this equipment
could result.

7. The equipment is NOT intended for neonate and infant, and
the patient’s finger thickness should between 8 to 25.4 mm.

2]

. It is recommended that the equipment should be inspected
before use, when there is obvious damage, stop using the
equipment.
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. Discomfort or pain may appear if using the equipment
ceaselessly, especially for microcirculation barrier patients, it is
recommended that the equipment should not be used on the
same finger more than 10 minutes.

10. For some patients who need a more careful examination of
the measurement site, the oximeter shall not be placed in
edema or fragile organization.

N

. The equipment is just a clinical diagnosis auxiliary equipment.
The physiological data displayed on the equipment are for
reference only and cannot be directly used for diagnostic
interpretation.

12. It is not recommended to use the equipment in high
frequency environment such as electrosurgical equipment.
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. Do not have the equipment immerged in liquid.

. Prevent children from swallowing the equipment or its

accessories. Children must be accompanied by adult guardian
when using products.

. Please follow local ordinances and recycling instructions

regarding disposal or recycling of the equipment and batteries.

. No maintenance or servicing the product when using.

. Users are NOT permitted to maintain the equipment by

themselves.

. There are NO replaceable components in the equipment.
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CAUTION

Indicates a potential hazard or unsafe practice that, if not avoided,
could result in minor personal injury or product/property damage.

Cautions

The equipment is designed to measure the percentage of arterial
oxygen saturation of functional hemoglobin. Factors that may
degrade pulse oximeter performance or affect the accuracy of
the measurement include the following:

« Do not apply the pulse oximeter on the same arm as a blood

pressure cuff, arterial catheter or infusion line(s) (IVs)
+ Excessive light, such as sunlight or direct home lighting
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Moisture in the equipment

Finger is beyond recommended size range

Poor pulse quality

Venous pulsations

Anemia or low hemoglobin concentrations

Cardio green and other intravascular dyes
Carboxyhemoglobin

Methemoglobin

Dysfunctional hemoglobin

Artificial nails or fingernail polish

Excessive movement during testing may result in incorrect
readings

Improper wearing position may result in incorrect reading
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The light (the infrared is invisible) emitted from the equipment
is harmful to the eyes, so the user and the maintenance man
should not look at the light.

NOTE

1. The patient is an intended operator, and all the functions can
be safely used.

2. Follow local ordinances and recycling instructions regarding

disposal or recycling of the device and device components,
including batteries.



Components

The oximeter consists of probe, electronic circuits, and display
and plastic enclosures.

NOTES

+ The probe is the hole in the middle of the equipment to which
the finger insert.
+ The probe is the Applied Part of the equipment.

Product Features

Lightweight, portable and easy to use.
+ OLED screen shows pulse rate, SpOy, perfusion index.
+ Large font display
+ Low battery indicator
+ Auto shut down if no signal is detected within15 seconds.

19



Intended Use

The pulse oximeter is a reusable device and intended for spot-
checking of oxygen saturation and pulse rate for use with the
finger of adult patients.

Intended User

Pulse Oximeter could be used by Healthcare Professional and
lay person.

Intended Patient

Pulse Oximeter is used to adult patients.
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Indications

The pulse oximeter can effectively estimate and predict the
blood oxygen concentration in the periphery of the body by
non-invasive operation, so as to achieve the role of monitoring
the changes of the respiratory disease with using the finger
pulse oxygen as the monitoring index.

Contraindications

It is not intended to be used when the following happens:
pulse oximeter should not be fixed on the tissue injury site;

Not used for blood oxygen monitoring in hyperkinetic patients;
Not used for blood oxygen measurement under hypoperfusion.
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Set up

After the oximeter is turned on, press the power on button for
a second to enter the setting interface.

Press the power on button once to switch among the settings,
keep pressing the button for a second to change the current
settings of sounds on or off and other parameters.

Remind Setup ~ * Limit Setup *

Sound Reminder on Sp02 Hi 100

Beep off SpO2 Lo 94

Demo off PR Hi 130

Restore ok PR Lo 50

Brightness 4 +/- +
Exit Exit

1. A sound is sounded when the blood oxygen level falls below
the set threshold to alert the user
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2. A sound is sounded when the pulse rate exceeds the set
threshold to alert the user

Note: The sound function is only used to remind the user to check
their blood oxygen level and is not used for any alarm purposes.
Any time users have doubts about their blood oxygen saturation,
they should check their blood oxygen measurement in time.

Operation Instructions

1. Install two AAA batteries into battery compartment correctly.
2. Insert one of your fingers into the finger chamber of the
pulse oximeter.

Note: The fingernail should be facing the chamber which contains
the sensor. Finger should also be inserted completely into the
chamber. Otherwise, measurement will be inaccurate.
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3. Press the power-on button to turn on the pulse oximeter.
4. Finger and body should not tremble during measuring.
5. Read correct data from displayed screen.

Notes:

= When your finger is inserted into the oximeter, your nail
surface must be on the sensor.

= The results may be wrong if you do not place your finger
thoroughly in the oximeter.

= Please use medical alcohol to clean the silicon which touches
the finger inside of oximeter, and use alcohol to clean the test
finger before and after each test. (The silicon inside of the
oximeter belongs to medical silicon, which has no toxins and
does no harm to the skin).
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Battery Installation
Put the two AAA batteries into battery compartment in correct
polarities.

Notes:

= Battery polarities should be correctly installed. Otherwise,
damage may be caused to the device.

= Please remove the batteries if the Oximeter will not be used
for a long time.

= This product should be kept away from children, because
small parts such as battery cases can cause children to choke.
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Cleaning and Disinfection

1. Cleaning

Your equipment should be cleaned on a regular basis. If there is
heavy pollution or lots of dust and sand in your place, the
equipment should be cleaned more frequently. Recommended
cleaning agents are:

+ Ethanol (70%)

To clean your equipment, follow these rules:

+ Shut down the pulse oximeter.

+ Clean the display screen using a soft, clean cloth dampened
with a glass cleaner.

+ Clean the exterior surface of the equipment and probe using
a soft cloth dampened with the cleaner.

+ Wipe off all the cleaning solution with a dry cloth after
cleaning if necessary.

+ Dry your equipment in a ventilated and cool place.
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To avoid damage to the equipment, follow these rules:

CAUTIONS

+ Always dilute according the manufacturer’s instructions or use
lowest possible concentration.

+ Do notimmerse the equipment in liquid.

+ Do not pour liquid onto the equipment or accessories.

+ Never use abrasive materials (such as steel wool or silver polish),

or erosive cleaners (such as acetone or acetone-based cleaners).

If you spill liquid onto the equipment, contact us or your

service personnel.

2. Disinfection

Clean the pulse oximeter before disinfecting it.

The recommended disinfectant is ethanol 70%. Disinfection
steps are the same as cleaning. Do not disinfect the instrument
by using high-temperature/high-pressure disinfecting gas.
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A Never use ETO or formaldehyde for disinfection.

Maintenance and Storage

1. Replace the batteries in time when low battery indicator is
lighted.

2. Clean surface of the fingertip oximeter before it is used in
diagnosis for users.

3. Remove the batteries inside the battery cassette if the
oximeter will not be operated for a long time.

4.1t is best to preserve the product in a place where ambient
temperatures is -20°C ~ 50°C and relative humidity is 10% - 95%.

5. It is recommended that the product should be kept in a dry
environment anytime. A wet ambient might affect its lifetime
and even might damage the product.
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6. Avoid exposure to direct sunlight.

7. Avoid excessive radioactive infrared rays or ultraviolet ray

8. Please follow the law of the local government to deal withg,
used battery.

Specification
1. Display Type: OLED
2.5p0y:
Measurement range: 0% - 100%
Display range: 35% - 100%
Resolution: 1%
Accuracy: = 2% for 70% - 100%; less than 70% is unspecified.
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Pulse Rate:

Measurement range: 25 bpm - 250 bpm
Resolution: 1 bpm

Accuracy: £ 2bpm

Pulse Intensity: Bargraph Indicator

. Perfusion Index:

Measurement range: 0% - 50%
Resolution: 1%

. Power Requirements: Two AAA alkaline Batteries

Power consumption: 30 mA (Normal)

Low battery indication: When the battery voltage is
1.9V £ 0.2V, the oximeter will automatically shut down
Battery Life: Two AAA 1.5V, 600 mAh alkaline batteries
could be continuously operated as long as 24 hours.

. Dimension: Length x Width x Height:

63.4 mm x 36.0 mm x 33.6 mm
Weight: ~38 g (without battery)
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7. Environment Requirements:
Temperature: 10°C - 40°C
Humidity (non-condensing): 15% - 95%
Atmospheric pressure : 70 kPa - 106 kPa
8. Storage/transportation conditions
Temperature: -20°C - 50°C
Humidity (non-condensing): 10% - 95%
Atmospheric pressure: 70 kPa - 106 kPa
9. Measurement Performance in Low Perfusion Condition: 0.3%
10. Safety Classification
Type of protection against electric shock:
Internally powered equipment
Degree of protection against electric shock:
Type BF-Applied part (non-defibrillation proof)
Operating mode: Continuous operation
Degree of protection against hazards of explosion: IP22
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11. Range of the peak wavelengths: RED: 660 nm/IR: 905 nm
12. Maximum optical output power: 1.2 mW

13. Use-life: Two years

14. Communication mode: Bluetooth 4.2

Note:

1.SpO2 and pulse rate accuracy are the essential requirements.

2. There is no alarm that includes the capability to detect an
SpO; or pulse rate physiological alarm condition is available.

3. Data Update duration is not applicable since it is not intended
to be connected with other device to display the reading.

4. The oximeter is for spot checking, frequency of use is not
applicable.



Graphical Plots of Data Points

SpO2 Deviation

Mean of SpO2 and Sa02

Figure 1 Bland-Altman graph for Sp0O,-Sa0;
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Figure 2 The regression line of the measured data
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Assessing the Validity of a SpO2 Reading

You can check the quality of the pleth wave and the stability of
the SpO, values on the Patient Monitor to assess whether the
sensor functions properly and whether the SpO; readings are
valid. Always use these two indications simultaneously to assess
the validity of a SpO; reading.

NOTE:

1. The SpO; accuracy has been validated in human studies
against arterial blood sample reference measured with a
CO-oximeter. Pulse oximeter measurements are statistically
distributed, only about two-thirds of the measurements can
be expected to fall within the specified accuracy compared to
CO-oximeter measurements. The volunteer population in the
studies composed of local healthy men and women from age
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18 to 46, with variations of skin pigmentations. And the
accuracy cannot be assessed by a function tester.

. The pulse rate accuracy is obtained by comparison to the

pulse rate generated with an arterial oxygen simulator (also
an electronic pulse simulator).

. Generally, the quality of the SpO; pleth wave reflects the

quality of the light signals obtained by the sensor. A wave of
poor quality manifests a decline of the signal validity. On the
other hand, the stability of the SpO; values also reflects the
signal quality. Different from varying SpO; readings caused
by physiological factors, unstable SpO, readings are resulted
from the sensor’s receiving signals with interference.

The problems mentioned above may be caused by patient
movement, wrong sensor placement or sensor malfunction.
To obtain valid SpO; readings, try to limit patient movement,
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Troubleshooting

Trouble Possible Reason Solution
The battery is drained
away or almost Please replace battery.
The K
. drained away.
equipment
can't be The battery installation | Install the battery over
turned on. | s incorrect.

again.

The malfunction of the
equipment.

Please contact the local
service center.




The equipment is set to
shut down automatically

The display in 15 seconds when Normal
is off there is no correct
suddenly. physiological signals.
The battery is almost Please replace battery.
drained away.
The thoroughfare from | Check and clean the
The SpO3 photo detector to light | inside of the probe
and Pulse emitting diode was especially the two
Rate are not | sheltered by some windows of sensors.
displayed | objects.
stably. The finger is shaking or | The patient tries to kee
p P

the patient is moving.

still.
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The finger is not placed
inside deep enough.

Place the finger properly
and try again.

The finger’s size is too
big or too small.

Select the correct size
finger to measure.

Excessive ambient light

Avoid the excessive
ambient light irradiation.

Pulse rate value of the
cyclical fluctuations.

The measurement is
normal, and the patient
has arrhythmia.
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The finger is not

Place the finger properly

The SpO> properly positioned. and try again.
;n:i Puls: b Try again, goto a

ate can't be i i i
normally. too low to be detected. equipment works

all right.

Pulse sound | The key is bad. Check the key and press
can't be gam.
turned off. | The press time is not Make sure the press

right.

time is 2~3 seconds.




Appendix 1 EMC Information

Guidance and manufacturer's declaration-Electromagnetic emission

Pulse Oximeter is intended for use in the electromagnetic
environment specified below. The customer or the user of the Model
B-PO252 BT should assure that it is used in such an environment.

Emissions Compliance Electromagnetic
environment - guidance

RF emissions Group 1 The Pulse Oximeter uses RF

CISPR11 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.
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RF emissions Class B The Pulse Oximeter is

CISPR11 suitable for use in all
establishments, including
domestic establishments and
those directly connected to
the public low-voltage power
supply network that supplies
buildings used for domestic
purposes.

Harmonic N.A N.A

emissions

IEC61000-3-2

Voltage N.A.

fluctuations/flicker

emissions

IEC61000-3-3




Guidance and manufacturer's declaration - Electromagnetic immunity

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

Immunity test IEC 60601 Compliance Electromagnetic
test level level environment-
guidance
Electrostatic +8 kv +8 kv Floors should be
discharge (ESD) contact contact wood, concrete or
IEC 61000-4-2 +2°kV, 4 +2 kV, 4 kV, ceramic tile. If
kV, 8 kv, +8kV, £15 floors are covered
+15KkV air kV air with synthetic

material, the
relative humidity
should be at least
30 %.




Electrical fast Not Not
transient/burst applicable | applicable
IEC 61000-4-4

Surge Not Not
IEC61000-4-5 applicable | applicable
Voltage dips, Not Not

short applicable | applicable
interruptions

and voltage

variations on

power supply

input lines

IEC61000-4-11




Power 30A/m 30A/m

frequency 50Hz/60Hz | 50Hz/60Hz

magnetic field

IEC 61000-4-8

Conducted RF Not Not

IEC61000-4-6 applicable | applicable

Radiated RF 10V/m 10V/m

1EC61000-4-3 80 MHz- 80 MHz-
2,7 GHz 2,7 GHz
80 % AM 80 % AM at
at1 kHz 1 kHz

Power frequency
magnetic fields
should be at levels
characteristic of a
typical locationin a
typical commercial
or hospital
environment.

NOTE: UT is the a.c. mains voltage prior to application of the test level




Guidance and manufacturer’s declaration - electromagnetic Inmunity
The Pulse Oximeter is intended for use in the electromagnetic environment
specified below. The customer or the user of Pulse Oximeter should assure that

it is used in such an environment.

Radi
ated
RF
IEC
6100
0-4-3
(Test
speci
ficati

ENCL

Test Band Service Modula Maxi Dista IEC Com
Frequency | (MHz) tion mum nce 60601- plian
(MH2) Power | (m) 12 ce

(W) Test level
Level (V/m)
(V/m)
385 380 TETRA Pulse 1.8 0.3 27 27
-390 400 modula
tion
18 Hz




UNIT

450 430- GMRS ™ 2 03 28 28
470 460, + 5kHz
FRS deviati
460 on
1 kHz
sine
710 704- LTE Pulse 02 0.3 9 9
787 Band modula
745 13, tion
17 217 Hz
780
810 800~ GSM Pulse 2 03 28 28
960 800/90 modula
o, tion
870 TETRA 18 Hz
800,
iDEN




930

1720

1845

1970

1700-
1990

Band1,

Pulse
modula
tion
217 Hz

0.3
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2450 2400 Bluetoo Pulse 2 0.3 28 28
- th, modula
2570 WLAN, tion
802,11 217 Hz
b/a/n,
RFID
2450,
LTE
Band7
5240 5100 WLAN Pulse 02 03 9 9
- 802.11 modula
5800 a/m tion
5500 217 Hz
5785
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Guidance and manufacturer’s dec

- electr ic Inmunity
Radiated RF Test Modulation IEC60601-1-2 Compliance
IEC61000-4-39 Frequency Test Level level
(Test specifications (A/m) (A/m)
for ENCLOSURE 30KHz oW A A
PORTIMMUNITY to - ™32 1, Pulse 65 65
proximity magnetic modulation
fields) 2.1 KHz
13,56 kHz Pulse 7.5 7.5
modulation
50 kHz




Possible Problems and Resolutions

Problems

Possible reason

Solution

The Oximeter
fails to display
the blood
oxygen
saturation
levels and/or
pulse rate.

1. The finger is not
placed between the
sensor and the Light
Emitting Diode.

2. The user’s blood
perfusion is too low
to be detected.

1. Make sure that
the finger is placed
right in between the
sensor and the Light
Emitting Diode.

2. Make sure nothing
is restricting your
blood flow.

51




SpO; or PR
is shown
unstably

1. The finger is not
placed between the
sensor and the Light
Emitting Diode.
2.The useris
moving his/her
finger and/or body.

1. Make sure that

the finger is placed
right in between the
sensor and the

Light Emitting Diode.
2. Try to stay still
during measurement.

The Oximeter
can not be
powered on

1. The batteries are
drained.

2. The batteries are
Incorrectly installed.
3. The Oximeter is
defective and/or
damaged.

1. Replace the batteries.
2. Please refer to the
section ‘Battery
Installation’ on how

to install the battery
correctly.

3. Contact the product
owner.

52




1. If the Oximeter 1. This is normal.
does not detect any | Just turn on the pulse

signal within 15 sec, | oximeter again.

The screen are it will automatically

suddenly off

power off.
2. The batteries are 2. Replace the
drained. batteries.

There are no user-serviceable parts inside the oximeter. The
cover should only be removed by qualified service personnel.
If you are uncertain about the accuracy of any measurement,
check the user’s vital signs by alternate means; then make sure
the oximeter is functioning correctly.

Do not spray, pour, or spill any liquid on the oximeter, its
accessories, connectors, switches, or openings in the enclosure
as this may damage the oximeter.
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Symbol Definitions

Symbol Definition

IE Type BF Applied part

A Caution

% Sp02 Oxygen saturation

'/Min Pulse rate

The equipment should be sent to the special
agencies according to local regulation for
-— separate collection after its useful life.
Zgg Alarm inhibit
Refer to instructions manual
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2 Protected against solid foreign objects of
P22 12.5 mm @ and greater;

2 Protected against vertically falling water
drops when ENCLOSURE tilted up to 15°

& Date of Manufacture

RoHs | RoHS mark

C €0123 CE mark

M Manufacturer

[Ec [ReP] Authorized representative in the European

Medical device
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@ General symbol for recovery

LOT Batch code

Note: The illustration used in this manual may differ slightly
from the appearance of the actual product.

c €0123 ",3 EROHS
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AILSLYDVLTWDS: AIUAAVASTWLLAD

N

w

85



4,

v

o

amslkadguvovidaa (PI):
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mstgwaovu: 30 mA (Und) )
udvidisunuainasc: iWausvdulwihagh 1.9V £ 0.2V
insov3avandudlalasdalula

awmsiumuuummas audamladuuia AAA 1.5V 600 mAh
$udu 2 Au awnsatgmulddaitavuudv 24 §3Tuw
yuna: 913 X AW X go: 63.4 L. X 36.0 L. X 33.6 L.
kun: ~38 asu (lusouaiu)

86



7. fafkuadudvudodau:
9eukAi: 10°C - 40°C
AU (lWTmsAULUU): 15% - 95%
A>WauussenFA : 70 kPa - 106 kPa
msdaliv/msuudo
9euknU: -20°C - 50°C
AxwEu (IWdmsAduudu): 10% - 95%
AxwauussenA: 70 kPa - 106 kPa )
9. Uszansmwms3aluanidzmsikadeuyavidaad: 0.3%
10. msduunauszianAUUa0Ae
Uszinnyavmsavaulwihgan:
aunsaidulAdaumelu
ssdumstovAulwihgoa:
Fudduuszian BF (Javdu non-defibrillation)
Thuamsriu: msriwiudatlion
ssdumstavAuduasigmnmss:1oa: IP22

o

87



11. d)\)mwum)nﬁuqva‘o: duav: 660 unlutwas/IR: 905 unluwas
12. Mdoduindaugnaa: 1.2 mwW

13. orgmislgvu: 2 U

14. Thwamsdaans: uans 4.2

KUYLKQ:

1. Anuugwaw SpO, wasdas1gwastiudomkuaididay

2. lddyayreudoundndnuansalumsasdiddu SpO, kSamsudvidiou
NVAssINyIVDLIASIEWIS )

3. sto: Dmmsawmnuauauulummua\) (ovmalilddsanUs:avAtio
luaumanuadnsmawwauao\)m

4. 1n¢av3000nBlRUTEAKSUMSASIDIAWN: 90 AWATUMSTEOIUTY
[LERLEN

88



nswWdaya

SpO2 Deviation

65 70 75 80 85 LY 95 100 105
Mean of SpO2 and Sa02

§Uﬁ 1 Bland-Altman graph for Sp0O;-Sa0;

89



Sp02%
&

sUR 2 The regression line of the measured data

920



msus:iunugndavuavAl SpO2

nfua‘lu‘nsnosaaaauﬂmmwua\)nﬁuﬁ'ha‘mhawua =ADWLEGESUDVAT
SpOz TduuPaLEavHa RaUs: 0uNBuasimuagwgndovkialy
uazA SpOz uunnma\)hsalu t5mUvE 2 98wl auaIRoUSLTUA L
9nGovVYDVAT SpOz

KUgIKQ:

1. A2WLLUgIwaL SpOz16§un1sc1saaaauiumsﬁnuﬂuuuuzﬂosms
JwavMagwidaannkasaidaauavniadss CO-oximeter
msyafoandlouluidaauaviwasiuinsas: 218N0aAN gomai
Saldwevus:urruaaviuauidumnAnuubudins:yidatisuiu
ms3aAwav CO-oximeter .
awawaunsiumsnnmds noUAdERME LA KEgOIUWURRDZuMWE
uawm\)uo 1880460 kutﬁoﬁﬁ:namnawsduuu uasluawsa
Us~luunmuuuum[navgnoaouW\mquo

91



2. qawuu'ufhqava‘nsmwasﬁulﬁmmnmstd§sulr‘]auﬁua‘msmwas
naswonlnSavHaoveandululdaa (SIUELIASIVIIaaVIWDS
31dnnsadnd)

. Toerlunumwyavaiu SpO; Akankarg=azAsudvAINIWYDY
afgfmmua\mlosummuumas
naununmmwmuacm[mnumm:numumswua\)aiyfy-lmnaoa\)
fumvaauAu ANWLEAESYYA1 SpO; dvaziaulkkuivAIAWYDY
ETfomiﬁ)U
uancvonmsA SpO; AuancdwAudviAamalaFamMomenw
A1 SpO; nImaﬂaanuwammnmssuafyfmmua\)lvuluasumssumu
LJfgmnnanan\mummnomnmsmaaulmua\mUw MsIWIGULLDS
Aachukuo k3aidutsasimurauna
KIndiavmse SpO;, Aigndiov wenew Utk UsaIAFauTkd

w

92



msualulaym

Uaym aukandulula msuAly
fukuaksalndkua Wasudulrky
Wawsawa
aunsaild Tdgulugndov tddulkidnaso
AUAaUAGUaYaUAsal  [[UsadadaidktArousms

93




aunsaigncvB3lkdaan

SoUAQDNA IQP_R{UUIU 15 )u;n;ua ikamsaiund
Guavnsriury | WOdyanaumsiala q
dulnarua wasudulry
MYKIUINRONSIDIUTY asddaoullazinanuazaa
SpO> uas golaloaudasuavgnivo dulugavkaia loglaw:
das1¥wash | doeaguivagino usaudutsasnvasvyon
uaavljiados

rhavdursarUeman
1ndaulka

JUreweneuagiiv q

94




>witUlidauawa

>wiblkgndevudrasw
3nASH

yuauevlnikeyk3aldn 1Fonuwnatongndan
AUty umsia
N _ kan@eouavsaUTwA
uavsaudmvunaAuly anLagouavs
uaaull
ANDOSITWDSYDVAIIY msdadudnd gUreinid:
WUWIUMUINIAS RODIGURODOKI:

95




o wagludiukuion

B MTRI G EMIEREE

Sp0; ua: Tugndiav 3nASH
0051IWaS L s
Tawnsa . a2vonAsL .
waavld SpO2 wovglhadAund | ua:lUlsoweiunaiwasu
aqudnd pranuisaasdIawuld MS30d8 KIAAULUTD
aunsaimvugndov

. Junaideme as>aauduuanadnAso
Taunsata
1doogwasld

szgzanlumsnadu
Tugndiov

qlAwitIs:gzalums
nadudo 2~3 5ui

96




maAwudn 1 dowa EMC

Guidance and manufacturer's declaration-Electromagnetic emission

Pulse Oximeter is intended for use in the electromagnetic
environment specified below. The customer or the user of the Model
B-PO252 BT should assure that it is used in such an environment.

Emissions Compliance Electromagnetic
environment - guidance

RF emissions Group 1 The Pulse Oximeter uses RF

CISPR11 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.

97




RF emissions Class B The Pulse Oximeter is

CISPR11 suitable for use in all
establishments, including
domestic establishments and
those directly connected to
the public low-voltage power
supply network that supplies
buildings used for domestic
purposes.

Harmonic N.A N.A.

emissions

IEC61000-3-2

Voltage N.A.

fluctuations/flicker

emissions

IEC61000-3-3
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Guidance and manufacturer's declaration - Electromagnetic immunity

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

Immunity test IEC 60601 Compliance Electromagnetic
test level level environment-
guidance
Electrostatic +8 kv +8 kv Floors should be
discharge (ESD) contact contact wood, concrete or
IEC 61000-4-2 +2°kV, 4 +2 kV, 4 kv, ceramic tile. If
kV, £8 kv, +8kV, £15 floors are covered
15KV air kV air with synthetic

material, the
relative humidity
should be at least
30 %.

99




Electrical fast Not Not
transient/burst applicable | applicable
IEC 61000-4-4

Surge Not Not
IEC61000-4-5 applicable | applicable
Voltage dips, Not Not

short applicable | applicable
interruptions

and voltage

variations on

power supply

input lines

IEC61000-4-11
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Power 30 A/m 30 A/m Power frequency

frequency 50Hz/60Hz | 50Hz/60Hz magnetic fields
magnetic field should be at levels
IEC 61000-4-8 characteristic of a

typical location in a
typical commercial

or hospital
Conducted RF Not Not environment.
IEC61000-4-6 applicable | applicable
Radiated RF 10V/m 10V/m
1EC61000-4-3 80 MHz- 80 MHz-
2,7 GHz 2,7 GHz

80 % AM 80 % AM at
at1 kHz 1 kHz

NOTE: UT is the a.c. mains voltage prior to application of the test level
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Guidance and manufacturer’s declaration - electromagnetic Inmunity
The Pulse Oximeter is intended for use in the electromagnetic environment
specified below. The customer or the user of Pulse Oximeter should assure that

it is used in such an environment.

Radi
ated
RF
IEC
6100
0-4-3
(Test
speci
ficati
ons

ENCL
osu
RE

Test Band Service Modula | Maxi Dista IEC Com
Frequency | (MHz) tion mum nce 60601- plian
(MH2) Power | (m) 1-2 ce

(W) Test level
Level (V/m)
(V/m)
385 380 TETRA Pulse 1.8 0.3 27 27
-390 400 modula
tion
18 Hz
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450 430- GMRS ™M 2 0.3 28 28
470 460, +5kHz
FRS deviati
460 on
1 kHz
sine
710 704~ LTE Pulse 02 03 9 9
787 Band modula
13, tion
745 17 217 Hz
780
810 800~ GSM Pulse 2 0.3 28 28
960 800/90 modula
o, tion
70 TETRA 18 Hz
800,
iDEN
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930

820,

1720

1845

1700-
1990

Pulse
modula
tion
217 Hz

0.3

28

28
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2450 2400 Bluetoo Pulse 2 0.3 28 28
- th, modula
2570 WLAN, tion
802.11 217 Hz
b/g/n,
RFID
2450,
LTE
Band7
5240 5100 WLAN Pulse 02 0.3 9 9
- 802.11 modula
5800 a/m tion
5500 217 Hz
5785
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Guidance and manufacturer’s declaration - electromagnetic Immunity

Radiated RF
IEC61000-4-39
(Test specifications
for ENCLOSURE
PORT IMMUNITY to
proximity magnetic
fields)

Test Modulation IEC60601-1-2 Compliance
Frequency Test Level level
(A/m) (A/m)
30 kHz aw 8 8
134,2 kHz Pulse 65 65
modulation
2.1 kHz
13,56 kHz Pulse 7.5 7.5
modulation
50 kHz
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