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Part 1 General Information

1. Product Information

Product name: Pulse Oximeter

planation of Symbols

The following symbols appear on the Pulse Oximeter and its packaging
Table 1 Pulse Oximeter and Packaging Symbols

Symbol | Deserigtion | Symbol | Deseription
| BF :ppbe;_l w‘l;pd Cmnmcnqsull
B EER A
I 1 ! | Keep S [ﬁ; Date of
;K‘Wdﬂ‘ I with care
P3N ‘- 7 AEC
, | Humidity Temperature
| limitations limitations
=X
10
WAL | Amusphm: Senal Number
__é hmm’ Mamfscrarer
e addresy
=
IPX1 | Proteenve grade Aok 1| Ceety
LS - | L —

3. Sllm Standards
The f table dk

ibes the safety dards of the Pulse Oxiseter

Parameter

Protection class

Table 2 Safety Standards
Specification

T Class 1, ante-shock, externally and mternally |
‘ powered equipment, per [EC 60 |

Degree of protection

and dismfe

Type BF defitnllator-proof. per IEC QOMN 1
Degree of nouous-hquid munf as 1PX1
Anti-shock degree as BFW}A part Accordmg
lm the degree of safety of app |ul1o¢| w the
| presence of 2 flammable anaesthetsc muxture
| with air or with oxygen or mirous oxade, the
mipment 15 not suitable for use m the presence
| :lla Nammable anaesthetse mxture wth an or i
| with nsma:ormmms oxide

Mode of operation.

—}Cminmm__' B

4. Safety Conventions
The

uses the following conventions for Notes, Cantions, and

Wamings.

Note — A Note calls anteation to an important point i the text.

Caution A Caution calls altention to a condilion or possible situation
that could damage or destroy the product or the user’s work.

* FUNCTIONAL TESTER cannot be used to assess ACCURACY.

* The skan temperature 15 mitially at 35 °C for cach PULSE  OXIMETER, the
APPLIED PART temperature can not exceed 41 °C

* The material that the pulse oximetes contacted to body is Noa-toxic silica gel
whach meet the ISO10993 requurements, so can be safety nsed. But 10 some
natural rubber latex sensitive user, there may be some allergic reactions.

* Only nse acoessones recommended by the mamufacnurer. Using other kinds
of accessories nmght cause damage or personal injury. Modification of the
Pulse Oxumeter could be unsafe as applicable.

* The degrade sensor may degrade the performance.

Caution
* To avoid personal mnjury, only usc accesseries and parts produced or
recommended by distnbutor. Otherwise, damage to the
Pulse Oxtimeter can occur.
L mmmmmw hmﬂmr&cml 1-2
when

and other takes place
locwmgm::mu‘y extremcly high, Ensure that any nearby mstruments
are also m compliance with EMC standasds. Never tum on ot use poniable
comnmmication devices like mobile phones or portable dual-channe] radios
near a Pulse Oumeser.

* When powes is Jost for less than or equal to 30 s, the ALARM SETTINGS
prios 10 the power loss shall be restored automatically. \
* Enswe that qualificd servace seprescatatives ansually calibrate and axntan
:hePuIse

Mkhﬂwmfmw When neoessary accoschng

Warning A Warning calls ion to a
that could cause injury to the wser and/or users.

or possible

5. Safely Requirements

Warning

*Thss deviee 15 mtended for spont and recreational use.

* The Pulse Oximeter 15 not for diagnostic or therapentic use.

* Never use the Pulse Oxxmeter dunng MRIs or CT scans.

* Never use the Pulsc Oxunster m aa envionment of anesthetic gases.

* Keep all h&wwngmmknwmdd&mpﬂam
or dispose of them in with your local
* Inhalation or swallowmg of small parts that be detached from Pulse Oximeter
may cause choking.

7 Alnzys;mpa’lydnpeﬁccflbeﬁdtewuhﬂmsmnkend
wof their service life. Dispose of batieries according 1o your Iocal regulations
Never incinerate battenies of expose them 10 hugh temperatures.
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* Ensuze that no water condemses mto of on the Pulse Oxmmeter. Cond
can oceur from changes in temperature or exposure to bumidity.

| 6. Product Operation Scope

This Pulse Oximeter 15 2 kind of innovaled desection device with
non-mvassve and continuons features for artery SpO2 and PR detechion. It 15

8.2
Principle of lJ:e oxmeter 15 as follows: An expenence formula of data
pmcm is es taking use of Lambeit beer Law according fo
of reducnve (R Hb) and
Oxylrnnslubm (02 Hb) m glow and near- infrated zones Operation
ww:pln of ﬂ.'»: instrument s photoelectric Oxyhemoglobin Inspection
ds with capacity pulse scanmng and

portable and easy 1o measure the SpO2and PR value quickly and isel
Tlts can be through the finger Pulse Oximeter to measure human blood
oxypen saturation and heart rate. This product is suitable for famly. climc.
oxypen bar, sports health (use befare and after exercise is not recommended

| for use during exercise), communty health and other ranges. It's for ages

from 15 to 60 years old users. This product s not swtable for Pulse
Ouumetenng the users's prolonged use.

7. General Description

of O (HbO2Z)
::p:m} compounded with m(ygm. by all combinatnable haemoglobun (Hb)
obin (HbO2) capacity in blood. I other words, stis consistence
of Oxy'kmnglehul in blood It 15 a very mmportant ecological parameter
for System. Many v diseases can result in
hﬂmr,lobm ﬁalwahon bemu lowered in hmman bloed. Moreover, the
followmp factors can also lead to problems in oxygen supply, so that
human hiemoglobm saturaton mught be seduced: Automitic Orgamc
Regulation Malfunction caused by Anesth [
Trauma, burts sesulted in by some medical exammaton and ele. In the
simsaton, slinesses, such as lipht head, asthenia, vomitory and etc, ought
bappen to users and even endangn the users’ s hife. Therefore, it is
very to know of users timely in clinscal
medical aspects. So that doctors can find problems in tme. The finpertip
pulse oximeter featues in small volume, low powes consumption
convenent operation and being portable. It 15 enly mecessary for users
to one of lus fingers into 3 fingertip photoelectric sensor for diagnesis,
andw: display screen will directly show measured value of hemoglobin
Saturation. It has been proved mn chmical expenments that it features in rather
high precise and repeatability.

adopted n
n:cunﬁng Technlogy. o that two beams of differcnt wanclength of hights
(660nm glow and 940nm near infrared Hght) can be focused onto human
asil tip mxwgk pe:spem clamp ﬁngurype sensor. Then measured
signal can be obtamed element, acquired
through Ihchwxﬂhﬁuwnmmumnufmﬁtwhmm
2! 3¢ circuts and

9. Appearance introduction

S50

10. Features
1.Two colors OLED display, figuse and Oxygen volume chart display
together on mﬂ‘:ﬂ A
2 Adjust the display interface direction manwally. according 10 the users
observation data needs;
3.auhible alam function:

dl.nw'.ollage mdicator.

7 Automatic power off when no signal in 8s.

£.Small and hght weight, convenient to carry.

9.A menu function can set up oxygen alarm limit, the upper and lower
lmits of PR, alarm switch, sound switch.

Part 2 Operation Instructions

11. Operation Instructions

11.1 The produci Operation Instrurlions

1 Installing two AAA battenies mto battery cassefte i correct polanties and
cover it

2 Plug one ofﬁnfﬂs into rubber hole of the Oxnneter (u .g m: to plug the
finger thor nail susface uwm¢ then releasing the

(-'4‘

\@ C’S“_;

3.Press the switch burtos once on front panel.

4\'91( li.ngn do net tremble durmg the Oximeter 1s working. Your body
recommended in moving status

B Ruﬁ cotrespondent date from display screen.

|\o¢e — Please_use the medical alcohol to clean the subber touchmg the
|Eanr inside of Oximeter, and clean the test finger using medical alcobol

and after cach test{ The rubber mside of the Oximeter belongs
bber, which has and o harmful to the skin of human

W‘hm your finger i5 plugged into the Oximeter, younail surface must

 be upward
| Disposable batteries should be unloaded when used for a loag interval.

Do toxia.

:Il'um'ug

| ¥ The maxinum application ume for 3 FULSE OXIMETER PROBE at 2 sngle

| site is 4 hours.

| 'mwmdnnmummmmoazuﬂnmwmn

J prolonged periods can induce pressure injury.
‘Amhmlw(mﬂmﬁmﬂm therapy); physical movement (USERS




11.2 Operation Instructions

11.2.1 Display Description (6 interface diagrams)

11.2.2 Button operating mstructions.

1 put imto two AAA battenies according fo the instructions, the device wall
tum on automatically and display interface 1; then put inro finger for
measuring, if there i finger for detection ndmdwmo-pnﬂhmx.:tpm
off automatically 1n 8s.

2 When there is battery. but the Pulse Oximeter power off, press the button, 1t
will be opened.

3 Duging the (thercisa signal and figure), prcsi
the button shortly. the interface can torns from interface 1 to interface 6
circularly. Press the button longly during the measurement; it can tum to
settings interface.

4 1n the Stltmr,a menu interface, press button longly, it can choose & options
circularly, they are Alammn switch (Alarm Sound on'ofl), PR Sound
-;wnch (BEP) and the withdraw from the menu (Exit). The selected

fareground color will become Bhuie Squate.

H All the setting value will restore to default value: alarm off. oxygen lower

12.3 5p02 amd PR alarm

* Default alamung Value o!’SpO‘ 90%
* When it 15 under

has a sound alarm and its long buzzer alarm.

measurement PR will go with a PR sound
To test the alanm according the following
a)Connect the Pulse Oximeter to smnulator;
bjthe simulator setting : SpO2 90%, PR 200bpm.,

d)ta venfy the Pulse Oximeter alarm.
13. SpO2 Specifications

Data averagmg and other signal pr iz on the d
&!. wed value, ﬂt alarm on delay
Ph signal generat

2 seconds, the average alarm signal 15 10 sc(‘mds
Because pulse oxmeter

approxmately two-thirds of pulse

be expected to fall withia the Arms value

Interface 2 limit value $0, PR upper bomt value 110, PR lower limit value: 50, PR
sound off when we replaced the battery.
6.In the Settings menu interface, choose to Exit option and press button
shostly. st wall quat the settmg menu interface.
Interface 3 12, Alarm
The Pulse Oxseter uses the followiung alarm mdicators: andible alaim and
visual alarms.
Nate — Ta correctly ideanfy vicual alarms, always observe the Pulse
Interface 4 Oximeter willun 1 meter of its posiion.
[ T~) % S W O % H0dS 121 Low power alarm
hen battery power 1s at lowest level, the battery capacity idicates
» . . empty in OLED, remind users of replacement of battery.
Interface 5 g § ' \o:o—whcnpomxs]ostﬁurlmdmwmﬂwns.ﬁew
' SETTINGS prior to the power loss shall be restored
12.2 Audible alarm
SPOn%% PRbpm The audible alarm is burzer alarm; the auditory sound pressure range is
Interface 6 45dB-70dB.

Note — The PULSE OXIMETER

Sp02 calibration when the Pulse Oximeter s

The g table the Sp0O2 10 subjects (male and female) with a wide range of skan color was taken 1o
* Default alarmung Value of PR: High Linur: 110BPM: Lower Limir: SOBPM Table 3 SpO2 Specifications validate $pO2accuracy. Accuracy duta for Masimo sensors 15 included in the
T e e e e seasor package
of the PR and @. 1o 35 length ranges can be useful for chmucians performsn
SpO2 value exceed the setting alarm limit and the alarm switch is on. It SpO2 measurement range 35%-99% photo dynamic s:mpy. .
* When it 1 under operation conditions, if the PR sound switch 1s on, the +1%% m the range of 90%:-39%. %‘;‘;:E;:;’;‘::‘E;'m;bn the power specifications
SpO?2 accuracyl 2% m the range of 70%-89%,
Othier scape 15 not defined Table 4 Power Specifications
Consistent with the display range, the ification
c)the Pulse Oxumeter alarm setting: SpO2 95%, PR High Lamst 110 bpm, Sp02 Alarm sange set step leagth 1s 1% DO (xz)_- Spetiication
M S— 30bpm-240bpm battery The Pulse Ommecter powers off if the battery
The update rate for the Sp02 value mdmuls-:musmmaﬂy! m:cmd Pulse rate accuracy =1 bym o | power 15 a]mostjepkned
data values of SpO? and pulse rate 1s not more than 20 s:mnds Depending Pulse rate Alam range (‘unsutert mm-‘? disglay tange. the 15, Physical Specifications
on the magmtide of difference between the alarm limit and the st slep length is Shpm Thie follswing rable describes the physical specificanians.
e o] peeon Data update cycle 025525 Takle § Physical Specifications
The maxmmum alamm condition s 4 secends, the
mammum alarm signal delay is 20 seconds, the average alarm condition 15 5p0: PR average £ ‘]
iy distributed. miy pulse rate sound . PR toge
byac Peak Wavelength range = 500 nm — 1000am W.E
The sgaal deauacy i mdicaed by wavetom. 126 #t 1 NORMALLZED. | Mavimumopticaloutpetpower  150aW 1 The
Pulse rate display Numenc Tahle 6§ Environmental Specifications
MENT 15 calibrated to display -
FUNCTIONAL OXYGEN SATURATION, It us nor necessary to have a Display Specifications two color OLED.0 96" Parameter Specification
m normal measurement, less than -
power dissipation 10mA in power off stale, less than Teperature o@ms ""522 %;S?t\?w ediviie
PRERTET - ; y [ 15% - 80%
{l) Sensw a:nnc) yrrhmm nmholl:d ypoxia studses Relative husndity 3 A =
on bealthy, non-smoking adu]l wlmm-cn (wdmgmso 8050!-24!) The Storage: 10% - 93%

SpO? readings have been 10 CO-
blood samples. To repre- sent the general pquhn:n, data from at Iml

o

Operanng: 59 kPa~~107.4 kPa
Starage: 22 kPa~107.4 kPa

Barometric pressure




Part3 EMC Related Summary

17, EMC Related Summary
17.1 ROTICE
1 Pulse Oximeter meets the roq; af el Eretic o iliry in
TEC60601-1-2
2The user needs 1o imstall and use according to clectromagnetism
compatibility which 1s artached wath at.
2.Portable and mobile RF on devices may pulsc
Oxumeter performance, so pulse Ommeter should be kept away from them
dunnp using
+.Guidance and manufacturer s declaration stated 1o the appendix.
17.2 WARNING
The user needs to install anu use pulse Oximeter according 1o
lec o which 15 attached vesth it,
2 Portable and mobile fre v devices il its
performance. so 1t should bemlhﬂr devices. -
3 Pulse Oximeter should not be used adjacent 1o or stacked wath elim
equipment and that if adjacent or stacked wse is necessary, the
Oximeter should be observed to venfy normal opesation in the :oafg\mlmn
m whach it will be used.
4  Speakang. pulse Oxmmeter could nor be used for transport using, like
(land and asr ambul,

Part 4 Repair and Warranty
18. Repair and Mainteaance

1.Regular mspection to make sure that na obvious damage existed to affect the

safety and performance of device.
2 No flammable substance, overtop or lower temperature and humidity exssted
a operation conditions,
3.When the device 15 dabbled or there is 'l)dli\]llt set existed, stop operating.
4. Whea lower power capacity hght 1 red pls n'plzce the battery nght away.
5.Pls clean the surface before applying for detects
6.Pls take out the battery when device 15 not nycd for a period of time
7.Pls disposure the battery according to the local statute
§.1f thete 15 dust or durt on surface, 75% density of medical alcobol can be
used to clean the surface. Pls use dry fabnc with Little alcohol to aveid
alcohol permeates into the device,
9 The nanspuﬂalmn and storage ¢ ondlhoms are

-20C-55C: 1 10%0~53%.
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19. Traubleshooting

Passible Reason_ i Solwfion |
1 The fager s mm [Ph:rﬂnﬁnga;:qnhndm
2The fmger 11 < ogLn
the users 1 mMONGE. | 2Let e wsert keep calm.
1.The bamenes are draieed of almost | 10 bmﬁ

2 Ihe besteraes are mot mneried propesty. YP!mermmlzlmj senvice
’B'Ik-hwnwallw; !

| The indicator Ilmrmemupum

light i off ; remuasieadhy when it gets £ stmal for |
J 2The benes v dont dramed. | 2 Clange batieries |
TheSp02aad | | Thevalue ks cucreded e Ingh atarmm | 1 Check e rackopical
N‘“ aﬂgm Mum-mmmngr :w,uqalﬁ:‘hﬁsmp -

1 Normul

20. Accessory
AAA battery -
Hang String—
User Manual -

21. Warranty

The unit can aof be ::pa:lcd by wsers themsclves. All services must be
done by the ved by distributor. The usit is for a
penod of 12 moaths, \11|d fmm the date nfpmdnsl.-. Disinbutor warrants
that cach prodact we sell you is fice from defects in labor aud matenials and
shall conform 1o 1ts product specificanons as defined i (he user documentanon
If the product doesn’t function as wananted donng the warranty penod, we
will repair or replace nwithout charze. Misuse, improper maintenance may vosd
the warranty.
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