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20.Warranty Card

Thank you very much for using our products.
Product name: Finger pulse oximeter

Model: Refer to the specific model

SIN:

MFG.DATE:

JIANGSU YUYUE MEDICAL EQUIPMENT &
SUPPLY CO., LTD.

Manufacturer Address: No.1 Baisheng Road
Development Zone, Danyang, Jiangsu 212300
CHINA

www.yuwell.com

Please reserve the warranty card carefully.

q3

0123
Metrax GmbH
Rheinwaldstr. 22, D-78628 Rottweil, Germany
JIANGSU YUYUE MEDICAL EQUIPMENT
&SUPPLY CO.,LTD.
No.1 Baisheng Road Development Zone,
Danyang, Jiangsu 212300 CHINA

www.yuwell.com

Finger Pulse Oximeter

Model: YX102/YX105/Y X106/
YX110/YX301/ YX306/YX310

Due to the limited size of the label, the fontis too small,
please putit at a suitable location for viewing.
All specifications and product configurations are subject

to change without notification.

YY-BOMO0001C~-01(A/0)
Release date: Nov. 2023 %(9

Please read the user manual closely before using!
(The picture is for reference only, please refer to the
actual product.)

1. Do not modify this equipment without authorization of manufacturer.

2. The device has no Alarm System. So do not use‘the finger pulse oximeter in situations where alarms
are reqmred If the product is used in a situation where an alarm is required, there is a risk that the
patient's abnormal status will not be obtained in a tiely manner.

3. Keelp away from the wet medical equipment suoh as drip or other similar liquid simulation as far as
possible.

4. Do not use the Finger pulse oximeter on the same finger for over 30 minutes in one single use.
Otherwise, it may cause skin damage, compressivg necrosis, or inaccurate measurement readings.
5.The device has been calibrated before leaving the factory. Except replacing batteries, devices do not
require routine maintenance and calibration, etc. tDalIy measure ten times, ten minutes every time,
devices can be used for five years.

6. Do not use a functional tester to evaluate the aopuracy of the Finger Pulse Oximeter. The functional
tester shall only be used to check whether a unit is working properly. Pulse oximeter can use FLUKE
INDEX2 simulator, select specific curve (PALCO 300), and verify the accuracy and repeatability of SpO,
or pulse rate by settmg fixed SpO, value or pulse rate value.

7. When discarding components (including the battenes) or this product, follow local regulations to avoid
contamination.

8.Sp0, is empirically calibrated in healthy adult volunteers with normal levels of carboxyhemoglobin
(COHb) and methemoglobin (MetHb). X

9.Keep the oximeter away from electrical equipment that emits radio frequencies to minimize radio
interference. RF may result in inaccurate or inaccurate readings.

The electromagnetic interference sources may incltljde but are not limited to the following:
electrocautery equipment, diathermy equipment, other cellular telephones, wireless PC and tablets,
pagers, RFID devices, MRI, and electromagnetic security systems.

When interfered, the product may produce abnormal phenomenon: unstable reading values, outages or
other functions of error. If such a case, the use of thp site should be checked to identify interference and
the elimination of the following measures:

(1) Shut down the equipment in the vicinity and then re—open in order to identify interference equipment;
(2) To change the direction or location of the |hterfetehce equipment;

(3) To increase the distance between the product and interference sources, the oximeter should keep a
distance of not less than 30 cm (12 inches) from elactromagnetic interference source products.

(4) Interference from hidden RF emitters like RFID might be interrupted when working because of their
interference. Move away from the hidden RF em|tter or shut down and wait for the interference to
disappear and retest if this happens.

10. Do not put the battery close to the fire or into the fire to avoid the battery explosion. Do not use the
battery when it leaks or molds. |

11. Device conforms to the requirement of RoHS ditective.
12. The material in contact with human body has bgen tested for biocompatibility.

13. Please replace the battery when a low battery remind appears.

14. Nail polish will affect measurement accuracy. :
15. Under the combined effects of the environment and the frequency of use, the product's shell

temperature may exceed 41°C. Please use it carefully.

16. Do not use oximeter if it appears or is suspected to be damaged. Damage to internal parts can result
in no or inaccurate reading.

17. Do not use the oximeter in the environment of magnetic field, electromagnetic field, external film
noise, electrostatic discharge, pressure or pressura change, acceleratlon hot ignition source, etc. This
kind of interference may result in no or inaccurate reading.

18. Place the oximeter out of reach of children or infants to avoid suffocation caused by swallowing small
objects or lanyard around the neck. Children should use the oximeter under the supervision of adults.
Adults should not use the lanyard during actlvmeq where it may become wrapped around the neck,
strangulation may occur.

19. The maximum skin surface temperature is below 41°C (106°F) when measured in a 35C (95°F)
environment, which has been verified by measuring the skin surface temperature via a Finger Pulse
Oximeter under the reasonable worst conditions. !

28 I(I:Iease pay attention to the use and storage of ptoducts to prevent damage caused by pets, pests or
children

21. Please do not repair and maintain the equment during use.

22. This product can be operated by the patient, or by others to measure the patient's PR and SpO,. The
maintenance, operation and maintenance methods are the same.

23. Do not stare at the light (the infrared is invisible) emitted from the oximeter, which is harmful to the
eyes. I

24. Do not use the oximeter for purposes other thart its intended purpose. Do not place the oximeter on
edema or fragile tissues.

25. Do not use the oximeter on the same hand/arm when using a blood pressure cuff or monitor.
26. The aging of the sensor may reduce the performance of the measurement or cause other problems.
27. This product is easy to operate. The operator only needs to have a certain reading ability (e.g. People
who have received 8 years of education) and can operate without additional training:
28. Oximeter cover can only be opened by a professronal maintenance staff. No internal parts require
opening by end users.
29. This product is calibrated to display functional o*ygen saturation.
30. When the ambient temperature is 20 C, the time required for the oximeter to warm/cool from the
m|n|r?um/maX|mum storage temperature to the normal operating temperature is approximately 30
minutes
31. Properly apply and avoid using the oximeter upder high ambient light sources, fluorescent lights,
infrgred heating lamps and direct sunlight to mihimize the interference that may result in no or inaccurate
reading
& This product contains batteries and recyclable eleotromo waste. To protect the environment, do not
d|spose of it in the household waste, but take it to appropriate local collection points.

|

2.General Description

Oxyhemoglobin saturation is percentage of Oxyhel ogloblh (O,Hb) capacity, compounded with oxygen,
by all combinativable haemoglobin (Hb) Oxyhemogjobin (O, sz) ) capacity in blood. In other words, it is
consistence of Oxyhemoglobin in blood. It is a vary |mportaht ecological parameter for Resplratory
Circulation System. Many respiratory diseases can result in oxyhemoglobin saturation being lowered in
human blood. Moreover, the following factors can also lead to problems in oxygen supply, so that human
oxyhemoglobin saturation might be reduced: Automatic Organic Regulation Malfunction caused by

Anesthesia, intensive Postoperative Trauma, hurts tesulted in by some medical examination and etc. In
the situation, illnesses, such as dizziness, asthenia, emesis and etc, might happen to patients and even
endanger the patient's life. Therefore, it is very important to know oxyhemoglobin saturation of patient
timely in clinical medical aspects. So that doctors can find problems in time.

The finger pulse oximeter features in small volume, low power consumption, convenient operation and
portable. It is only necessary for patient to put one of his fingers into a frngemp photoelectric sensor for
measurement, and then the screen will display the measured value of oxyhemoglobin saturation. It has
been proved in clinical experiments that it features |h rather high precise and repeatability.

t
3.Measurement Principle

|
Principle of the Oximeter is as follows: An experience formula of data Red and Infrared- ray
process is established taking use of Lambert Beer law according to Emission Tube __
Spectrum Absorption Characteristics of deoxyhaemoglobin(HHb) and
Oxyhemoglobin (O,Hb ) in glow and near-infrared 'zones. Operation
principle of the instfument is Photoelectric Oxyhemaglobin Inspection red and infrared—ray —
Technology is adopted in accordance with Capacity Pulse Scanning Receipt Tube
and Recording Technology, so that two beams of different wavelength
of light (red light and infrared light) can be focused ¢nto human nail tip
through perspective clamp finger—type sensor. Thep measured signal can be obtained by a photosensi—
tive element, information acquired through which will be shown display through process in electronic
circuits and microprocessor. |

|

Figure 1 Work Principle

4.Equipment Symbols and Explain

(The product you purchased may not contain all of the following symbols)
|

ENCLOSURE tilted up to 15°

MR Unsafe (Background color: white;
Circular frame and diagonal bar: red; % SpO, Oxygen Saturation(%)
Letters 'MR'": black)

Symbol Definitions Symbol Definitions
. This device is compliant with Medical
A Caution ng Device Regulations 2017/745
@ Serial Number d) Stand-by
@ General symbol for recovery / recyclable &, Date of manufacture
P lid f f
ﬂ Waste from electrical and electronic 1£oéect’$]d¢ag%n;tresg Iedr %r%?eréﬁg#eggsa%st
equipment (WEEE) P22 vertically falling water drops when

Type BF applied part ﬁg Alarm inhibit
Manufacturer Hurnidity limitation
Use-by date @ Atmospheric pressure limitation

Temperature limit Keep dry

Fragile, handle with care Medical device

Clgs

BRI 3=

Batch code H This way up
PRbpm | Pulse rate (bpm:1/min) a Bluetooth
D | Eoaidroind: bie: Symbak: write) European Commenty
Pl1% Perfusion index(%) uUDI Unique device identifier

|
5.Product Scope Of Application

Intended purpose: The Finger Pulse Oximeter is a kind of non—invasive device which can measure and
dlsplaytSpO and pulse rate. It is intended for adults and children and is expected for home and hospital
inspection

Contraindications: None.

|
6.Signal Undetected

%sp0: PRopm PI% £|  Signal inadeq uacy (eg:1.Fin— #5p0:
gerisout. 2. éyme fault )

Wave signal urt‘detected @ PREpm

Symbol of oxygen saturation
Symbol of pulse rate

|
|
Symbol of perfusion index |  Symbol of oxygen—#so. = Low battery
snr PR Biy, @] Batlery level | saturation 98 ——— Oxygen
Pulse rate —-2% TP FI% ‘ Symbol of pulse— saturation
o 99 75 35 |+—Pulse bar ‘ ra3{e oforpuise @ PRoom
Xy =

satura on @gl\eee volume : Pulsebar—| £ J{j —Pulserate

|

Perfusion index !
(It is only a schematic diagram, and the specific functions are mainly based on real objects.)
|

|
8.Technical Parameters

1.Display Type: LED (YX102/YX105/YX106/YX1 1Q) ; OLED (YX301/YX306/YX310)

2.Display range: SpO, Display range: 0% ~100%. ; Pulse Rate Display range: 25bpm ~250bpm.
PI Display range: 0.5%-20% (For YX301/YX306)

3.Power: Two AAA 1.5V alkaline batteries.

4. Working Current: Less than 40mA at rated voltage 3V.

5.Measurement accuracy:

SpO, Accuracy (Arms): 2% in the range of 70%1100% of SpO,;No definition for SpO, under 70%.
Pulse rate: 25bpm ~250bpm, accuracy(A, ,): = 1% or + 1bpm (whichever is greater)

Note: The accuracy(A, ) is calculated by the measurement values after a statistical distribution;

compared to the referefice device in a control study, approximately 2-thirds of the values were at (over
or below) the accuracy (A,,,) value.

6.Anti—interference ability of ambient light: DewatrOn in blood oxygen content is less than + 1% when

measured under indoor nature light / existing I|ght|r‘tg and measured in the dark room.
7.The product will automatically shut down when there is no signal detected for about eight seconds.

8.Dimension:YX102/YX110/YX306/YX310: 60mm*88mm*35mm(LWH) Weight:38g approximately
(without batteries).

YX105:58mm*33mm*34mm (LWH), Weight:36g approxmately (without batteries)
YX106:65mm*38mm*35mm (LWH), Weight:40g approximately (without batteries).
YX301:69mm*36mm*33mm (LWH), Weight:36g anroximater (without batteries).
9.Working Environments: |

Ambient temperature: 5°C ~40C;

Relative humidity: 15% ~90%, no condensation;
Atmospheric pressure: 700hPa ~1060hPa
10.Operation mode: Continuous operation.
11.Device response time. (See Figure 2)

12.Peak wavelengths and light output power: Figure 2 Response Time
Emission wavelength range 600nm-1000nm,
radiation intensity is less than 15mW/sr (20mA). «
Information of wavelength range may be of especia)‘l use to clinical doctors. | &
13.Data averaging and signal processing delay theidisplay and
transmission of data values for SpO,. The measuremeht data update

cycle is less than 30 seconds (when the signal is weak, weak perfusion or e
other disturbances occur, the time for taking the dyhamic mean value will increase).

14.The pulse waveform has been normalized, the rr:\easurement value is the best when the waveform is

smooth and stable. |

15. Internally Powered ME Equipment !

16.TYPE BF APPLIED PARTS ‘

17 .Degrees of protection provided by enclosures (IP code): IP22.
18. Description of oximeter application managemeﬁlt

YX110 and YX310 are equipped with Bluetooth function. Bluetooth communication protocol module
enables the oximeter to be equipped with Bluetooth connection and the function of date exchange, which
does not involve patient privacy, mainly including pulse rate, blood

oxygen and other information. :

Bluetooth specificetion sheet:

Transmitting and receiving frequency range |2402 MHz-2480 MHz

Receive bandwidth 1 MHz, 2 MHz
Transmit power | <10 dBm
Frequency characteristics UHF
(Android) ('03) Modulation ! GFSK
T
|

9.Product Properties

1.Operation of the product is simple and convenient‘r

2.The product is small in size, light in weight and pot‘ttable.
3.The product features in low power consumption, it is can operate continuously for about 17 hours with

2 brand new AAA batteries. (The operation time may vary due to the different performance of batteries.).

4.Low voltage prompt will appear on the display wheh the battery voltage is lower than the minimum value
of normal working voltage range. |

5.Flicker prompt: When the measured value of SpO is below 90%, the display area of SpO, value will
flicker to prompt; when the measured value of pulse rate exceeds the range of 40-120bpm, the display
area of pulse rate will flicker to prompt. (For YX301/¥X306).

6.The technology used in Finger Pulse Oximeter haé‘ been verified with accuracy when there is no motion
via human blood studies on healthy adult volunteers, of both male and female with light to dark pigmented
skin in induced hypoxia studies in the range of 70%-100% SpO, against a laboratory co—oximeter.
Graphical Plot of Sa0, versus error (SpO, - Sa0,) (§ee Figure 3. 4)
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Figure 3 YX102 ! Figure 4 YX306

|
7.The technology used in Finger Pulse Oximeter 'has been verified with the pulse rate accuracy of

25-250bpm range in the bench test against simulatbr and the Finger Pulse Oximeter.

|
10.Product Operation Scope

The Finger Pulse Oximeter is designed for fmgers(not thumb) between 0.3 and 1.0 inch (0.8-2.54cm)
thick. And the finger shall be inserted into the sensor position which is in the middle of the device.

The pulse oximeter is not design for newborns and |hfants

We recommend using index finger, middle finger and ring finger. It is recommended for people who weigh
more than 30kg. And this device is more recommended for the vascular disease crowd, the respiratory
system disease crowd, middle—aged people, men o‘ver the age of 60 and athletes.
The product is not suitable for monitoring patients cantinuously, but intended for spot—checking. It is also
not suitable for use during motion and low perfusion.

|

11.Product Operation Steps

1.Install two AAA batteries into battery cassette befa‘are closing the cover.
2.Nip the clamp as diagram. (See Figure) |

3.Plug one finger into rubber hole of the Oximeter (|t is best to plug the finger
thoroughly) before releasing the clamp.

4 Press the switch button one time on the front panel (For YX105/

YX106/YX301/ YX306/YX310)




The oximeter will start measurement once the finper is inserted in and the clamp is released. (For
YX102/YX110)
5.Do not tremble while the oximeter is working. It's better that the whole body be in still status.
Note: For normal use after long interruptions, refer tp the product operation steps.
6.Read corresponding data from display screen.
|

12.Battery Installation

1.Battery Reminder: ‘
For YX102/YX105/YX106/YX110: After the product is powered on, the
product model and software version number interface, battery power PQ—— Power identifier
display interface and measurement interface will be displayed in
sequence (the battery power display interface is shown in the figure).
Users need to confirm the battery level by rebootihg. When the " " 10— Current power

symbol on the screen is always on, please replace tpe battery in time.

For YX301/YX306 /YX310: The battery power can be displayed on the
measurement interface of the product (See Flgure) The state of the |99 75 36 |
internal electrical power source will display a differemt icon depending on
the battery capacity. When the screen only displays the symbol "H "
prompt to replace the battery as soon as possible; when the symbol " 0 i
Is displayed, replace the battery immediately. |

2 Battery Installation: ‘ 4

(1) Open the battery cover as instructed in the flgures (Pay attention to
thel' s;t>ecmc model), put two AAA batteries into battery cassette in right
polarities I

(2) Close the cover back. !

Notes: Battery polarities must be correct. Otherwlse damage might
occur to device.

lI?Ieaie put or remove batteries in right order, or it WI|| damage the device
racket

A\ Remove the battery from the product if it is not reqwred for extended
periods of time in order to avoid damage to the oximeter resulting from a
leaking battery. |

/\Do not use the new batteries with the old ones. Alkaline battery of long
service is recommended, and do not use rechargeable batteries.

13.Lanyard Installation (Use YX306 as an example)

Battery level

%Sp0z PRbpm P1% B

For YX106

S

For other Models

|
1.Thread thinner end of the lanyard through the hanging hole.
2.Thread thicker end of the lanyard through the threaded end before pulling
it tightly. I
3.Install as the figures show.

14.Maintenance and Storage

® Under normal conditions there is no need for speclal protection and maintenance when using, please
pay attention to the following points:
\

/\ 1. Using oximeter in required environment. ‘
2. Avoid direct sunlight . |
3. Avoid extreme infrared radiation or ultraviolet radiation.
4.Avoid organic solvent vapors, dust, and corrosi:ve gas.
@ Transportation and storage conditions:
Temperature range: =25°C ~ +70C
Relative humidity: <93%, no condensation
Atmosphere pressure: 500hPa~ 1060hPa

|
|
|
|
@]t is recommended that the product should be kept in a dry environment anytime. Moisture might
affect its lifetime and even damage the product. |

|

T e T e el S i T e il i i T e T T

@ This product is a reusable non-sterile device. Plebse clean according to the following methods.
Warning: |
1.Never immerse or soak the oximeter. ‘

2.We recommend cleaning the oximeter before or\after each use, or in accordance with the policies

established by the hospital, to avoid long—term dam‘age to the oximeter and avoid cross—infection.
3.Never use cleaning agents other than the recommended.

4.The sensor component is not cleaned during testitgg
5.Avoid the use of metals such as steel wire brush or polishing agent abrasive material which will damage

the oximeter panel.

Cleaning :
The recommended cleaning agents include: water !

1.Shut down the finger pulse oximeter and remove the battery.
2.Clean the oximeter with cotton or soft cloth moistened with water.
3.After cleaning, wipe off the water with a soft cIoth.:

4.Allow the oximeter to air dry. ‘

/N The most commonly used hospital cleaning and non corrosive liquid detergent can be used to clean
the oximeter. Pay attention to diluting cleaning detergent before use, following the manufacturer's
instructions.

/\ Avoid the use of ethanol-based, amino-or acetone—based cleaning agent.

Oximeter shell should be maintained from dust pollution, use a soft cloth or lint—free cleaning agent with
the sponge to wipe. Make sure no liquid will enter into the equipment.

16.Possible cases and solutions

Warnlng Oximeter cover can only be opened by aa professional maintenance staff. No internal parts
require opening by end users.

Note: Do not splash, dump any liquid into the OX|meter and attachments, switch and connections, which
may damage the oximeter. |

@®If you are not sure about the measurement predision, please use other methods to check patient's
pulse, to determine whether oximeter works. |

Problems | Possible reason Solution

1. T\‘v again
]

1. Put finger incorrectly.

SpO2 or PR . 2. Try some more times, if you can make sure about no problem
can not be §{9N§t used according to recommended exitihg in the product, please go to a hospital timely for exact
shown P diagnosis
normally T
3.Nail polish or paste manicure 3. R‘bmove the nail polish or discharge manicure when measuring.
|
When the oximeter appears "--", it indicates that the signal is inadequacy at this time, which may be caused by the above three
circumstances. |
T
1.Finger might not be plugged deep enough | 1. R‘ptry by plugging the finger
1
SpO20r PR

is shown 2. Finger is trembling or patient is in

|
unstably ~ |movement status. 2. T‘fy not to move

T
3. Hardware failure 3.Pl‘base contact with local customer service center

X 1. Power of batteries might be ! :
Thefinger |inadequate or not be there at all 1. Please replace bafteries
pulse |

oximeter |

can not 2. Batteries might be installed incorrectly 2. Please reinstall the batteries
power on ]

gé;l'nt;egggger pulse oximeter might be 3. Please contact with local customer service center
1
. 1. The product is automatically powered !
Indication  |off when no signal is detected longer 1. Normal
lampare |than 8 seconds !
suddenly T

2. R‘teplace the batteries

2. Battery Low

17 .Electromagnetic Interference

|
AThe EMC environment for this product is the home healthcare environment and professional
|
healthcare facility environment. |
|

AThe essential performance of this product is th:e accuracy of SpO, and pulse rate(SpO, Accuracy
(A, +2% in the range of 70%-100% of sboz, No definition for SpO, under 70%; Pulse rate:
25bpm ~250bpm, accuracy(A,.):

o)’
+1% or ,‘prm (whichever is greater)). When used directly
near strong electromagnetic interference (for ex‘ample: near mobile phones, microwave ovens, etc.),

|
it may be temporarily inaccurate. If so, please keep the product away from interfering devices.
|

&During measurement, the use of this equipment: adjacent to or stacked with other equipment should
be avoided because it could result in improper og‘eration. If such use is necessary, this equipment and
the other equipment should be observed to verif‘y that they are operating normally.

ADuring measurement, portable RF communiozations equipment (including peripherals such as
antenna cables and external antennas) should tte used no closer than 30 cm (12 inches) to any part
of the finger pulse oximeter, including cables spt‘acified by the manufacturer. Otherwise, degradation

of the performance of this equipment could resu]t.

|
Test Surtwmary

Requirement-Test [ [ Result/Comments | Verdict
Emissions !
Classification ) - -
Class AorB | Class B -
Group 1or2 ! Group 1 -
CISPR 11, 14-1, 32 or CISPR 25 . CISPR 11 -
Conducted Emissions | - N/A
Radiated RF Emissions | - P
Disturbance Power Emissions (if applicable) ! N/A N/A
Harmonic Distortion per IEC 61000-3-2 (Class A, B, C, D) Class A N/A
Voltage Fluctuations and Flicker per IEC 61000—3~3 - N/A
Immunity ]
Electrostatic Discharge ' [ IEC61000-4-2 ] P
Radiated RF EM Fields and Proximity fields from RF | TEC61000-4-3 | P

|
1
Electrical Fast Transients/Bursts | IEC 61000—-4-4 N/A
Surges ! IEC 61000-4-5 N/A
Conducted Disturbances Induced by RF fields ! IEC 61000-4-6 N/A
Rated Power Frequency Magnetic Fields | IEC 61000-4-8 P
Voltage Dips and Interruptions ] IEC 61000—-4-11 N/A
Proximity Magnetic Fields ! IEC 61000-4-39 P
Electrical transient conduction along supply lines | ISO 7637-2 N/A
! IEC XXXXX=X=XX:
Electrosurgery Interference : XXXX N/A
1 Clause XXX
|
Table 1 - For all ME EQUIPMENT and ME SYSTEI\‘(IS
Guidance and manufacturer's declaration Radiated Emission
Emissions test IEC60601 test Ievell Compliance level Result
10m | 10m
RF emissions CISPR 11 30dB( u V/m) 30MHz-230MHz 30dB( p V/m) 30MHz-230MHz Pass
37dB(u V/m) 230MHz—1 OQOMHz 37dB(u V/m) 230MHz-1000MHz

l
Table 2 - For all ME EQUIPMENT and ME SYSTEMS
I

Guidance and manufacturer's dedlaration ~ Electrostatic Discharge
IMMUNITY test IEC60601 test level : Compliance level Result
[
- +8kV contact | +8kV contact
(Cob e oo | =2kv, t4kv, 28 | +2KV, £4kV, 8 Pass
KV, £15kV air : kV, £15kV air
1
|

Table 3 - For ME EQUIPMENT and ME SYSTEMS:that are not LIFE-SUPPORTING
|
Guidance and manufacture's declaration + Radio—frequency Electromagnetic Field

IMMUNITY test IEC60601 test level 1 Compliance level Result
1
|
. 3V/mand 10 V/im 3V/mand 10 V/im
ldaedRE 80MHzt02.7GHz | 80MHzto2.7 GHz Pass
80 % AM at 1 kHz I 80 % AM at 1 kHz
|
|
|

Table 4 - For all ME EQUIPMENT and ME SYSTEMS

Guidance and manufacturer's declaratibn - Power—frequency Magnetic Fields
|

IMMUNITY test IEC60601 test level Compliance level Result
T
Power frequency |
o 30 A/m | 30 A/m
(50/60Hz) magnetic feld 50Hz or 60Hz | 50Hz and 60Hz Pass
\

Table 5 — Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications
equipment

Test Bang? | IMMUNITY
frequency (GE ) Service? ! Modulation® Test LEVEL
(MHz) z | (Vim)
|
\ Pul
uise
385 380-390 TETRA 400 modulation®) 27
: 18 Hz
|
| FMe
_ GMRS 460! +5kHz
450 430-470 FRS 460 e 28
) 1 kHz sine
|
710 |
| Pulse
745 704-787 LT1ESB137”d | modulation®) 9
o 217 Hz
780 !
1
810 GSM 800/900,
TETRA 800, Pulse
870 800-960 iDEN 820, modulation®) 28
CDMA 850! 18 Hz
930 LTE Band
GSM 1800;
1720 CDMA 1900; PuUse
1845 1700-1990 G 1200, modulation” 28
e 217 Hz
1970 LTE Band 1,3,
4,25, UMTS
|
|
,,,,,,,,,,,,,,,,,,,,,,,,,, L _________.
|
1
Bluetooth, !
WLAN, ! Pulse
2450 2400-2570 802.11 blg/h modulation® 28
RFID 2450, 217 Hz
LTE Band %
|
5240 |
| Pulse
5500 5100-5800 WLAN 80241 modulation” 9
| 217 Hz
5785 |

If necessary to achieve the IMMUNITY TEST LE\/EL the distance between the transmitting
antenna and the ME EQUIPMENT or ME SYSTEM may be reduced to 1 m. The 1 m test distance
is permitted by IEC 61000—4-3.

a) For some services, only the uplink frequencies ?re included.
b) The carrier shall be modulated using a 50 % duty cycle square wave signal.

c) As an alternative to FM modulation, the carrier may be pulse modulated using a 50 % duty cycle
square wave signal at 18 Hz. While it does not redresent actual modulation, it would be worst case.

Table 7 — Test specifications for ENCLOSURE PORT IMMUNITY to proximity magnetic fields

Test frequency Modulation IMMUNITY Test LEVEL (A/m) Result
30 kHz @ CW 8 Pass
134.2 kHz Pulse modulation® 2.1 kHz 65° Pass
13.56 kHz Pulse modulation® 50 kHz 759 Pass

a)This test is applicable only to ME EQUIPMENT a‘nd ME SYSTEMS intended for use in the HOME
HEALTHCARE ENVIRONMENT.

b)The carrier shall be modulated using a 50% dutytcycle square wave signal.
c)r.m.s., before modulation is applied.

18.Accessories

Lanyard: 1 pc (Except YX105 & YX106) : AAA batteries: 2 pcs

User Manual, Warranty card: 1 pc I APP Quick Usage Guide (For YX110 &YX310)
After unpacking, check the items according to the gccessories list, and check whether the oximeter is
mechanically amaged If you find any problems, ‘please contact the local customer service center
immediately.

During the warranty service, if you need to rovide\circuit d|a?rams necessary materials, and if there
are any problems with the maintenance of e ectncal\cwcwts please contact the manufacturer.

If necessary, please contact the manufacturer or the manufacturer's representative when the LAY
operator or the LAY responsible organization need$ assistance in setting up, using or maintaining the
ME equipment; or when reporting unexpected operations or events.

19.Terminology and definitions

Terminology Definition

Closeness of agreement between a test result and an accepted reference

Accuracy |
value. ‘

1
Interval in which the pulse‘ oximeter equipment algorithm provides new valid

Data update period
P P data to the display or the functlonal connection.

range of SpO, or pulse ‘rate values that can be displayed by the pulse

oximeter equipment. I
|

Displayed range

|
Displayed at constant amplitude independent of the actual magnitude of the

N lized
ormalize signal being displayed. :

|

Spo, Estimate of Sa0O, made by: pulse oximeter equipment.
|
T
|

Sa0, Fraction of functional haeroglobin in arterial that is saturated with oxygen
|

|
Pulse rate gPR) measured in beats per minute (bpm), is based on the optical
detection of peripheral flow pulse.

Pulse rate (PR)

]
The Perfusion Index (PI) is the ratio of the pulsatile blood flow to the non—pul—
satile or static blood in peripheral tissue. Pl thus represents a noninvasive
measure of peripheral perfusion that can be continuously and noninvasively
obtained from a pulse OX|meter

Perfusion Index (PI)

The amount of arterial blqod in the fingertip tissue changes with your pulse
(photoplethysmography). ' The amount of light absorbed by the varying
quantities of arterial blood ‘changes as well and the histogram is continuously
used for tracing. ‘

Pulse bar

The amount of arterial blood in the fingertip tissue changes with your pulse
(photoplethysmograf) ?/) 'The amount of light absorbed by the varying
quantities of arterial bood changes as well and the curve is continuously
used for tracing.

Pulse volume wave




