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ThankyouforpurchasingthisArmBloodPressureMonitor.
Themonitorcanbeusedandstoremeasurementresultsfor twousers.
ltusestheoscillometricmethodofbloodpressure

measurement. Thismeansthismonitordetectsyourblood
movementthroughyourbrachialarteryandconvertsthe
movementsintoadigitalreading.
Thedevicecanbeusedinhomecareenvironment, andthe
patientisanintendedoperator, andallthefunctionscanbe
safelyused.

This monitor complies with the requirements of ISO 81060-2.
1.Unpackinglnspection

Beforeuse, pleaseopenthepackagecarefullyandcheck
whetherallthepartsareavailableaccordingtothefollowing
packinglistandwhetherthepartsaredamagedduring
transportation, andtheninstallandoperateinstrict
accordancewiththemanual.

2.PackingList

No. Name Quantity
1 ArmBloodPressureMonitor 1

2 Cuff22~42 cm 1

3 User Manual 1

4 Pouch 1

5 Quick Start Guide 1




3. Symbol Definition
Thewarningsandillustrationsshowninthemanualare
intendedtoenableyoutousetheproductsafelyand correctly,
thuspreventingharmtoyouandothers, specific
meaningsofwhichareshownasfollows:

Caution

TYPE BF APPLIED PART

Symbol for the marking of electrical and
electronics devices according to Directive

2012/19/EU.

Refer to instruction manual

Keepdry

g9 o PpP

Lowvoltageprompt

A
S

7}\? Keepawayfromthesunlight
[ ]
t T Verticalupward
P21 2 Protected against solid foreign objects of 12.5

mm Gand greater;

1 Protection against vertically falling water drops
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RoHS RoHSmark

C € oo CEmark
Manufacturer
Dateofmanufacture

gk

Serialnumber

-
o
3

Batch code

Authorized representative in the European
Community ,

| &

Medical device

()

Non-ionizing electromagnetic radiation

Indicates the entity importing the medical device
into the local

8 @

Unique deviceidentifier




4. ProductComposition
Thisproductiscomposedofthemainbodyandcuff.
5.IntendedUse/InstructionsforUse
TheArmBloodPressureMonitorisintendedtomeasurethe
systolicpressureanddiastolicpressure, aswellasthepulse
rateofadultpersonvianon- invasiveoscillometrictechnique
atmedicalfacilitiesorathome.

Intended users
1.Lay person or clinical professionals.
2.can read and understand the user manual.

Clinical benefit
The traditional auscultation method needs to learn to
determine the level of blood pressure through the sound, it
has high requirements for the user, requiring the user to
accurately hear the Kirknoise and make a judgment, and
this method judges the value by human vision and hearing, with
subjective factors, unless professional doctors, it is difficult for
ordinary people to obtain accurate blood pressure values, and it is
not very convenient to carry the stethoscope.
However,the arm blood pressure monitorbased on the principle of non-
invasive oscillometric method is easy to operate, and the
reading is obvious and intuitive. Patients can monitor
systolic pressure, diastolic pressure and pulse rate at home at any
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time, greatly reducing the number of visits to the hospital, reducing
the risk of travel and improving the qualityof patient's life.

6. Contraindication

Do not use this device if the patient’ s condition meets the
followingcontraindications, to avoid inaccurate measurements or
injuries.

1.The device is not suitable for use on patients with implanted,
electrical devices, such as cardiac pacemakers,

and defibrillators.

2.Avoid taking measurement on the arm on the side of a
mastectomy or lymph node clearance.

3.The device measures blood pressure using a pressured cuff. If
the measuring limb suffers from injuries (for example open
wounds) or under conditions or treatments (for example
intravenous drip) making it unsuitable for surface contact or
pressurization, do not use the device, to avoid worsening of the
injuries or conditions.

4.Avoid taking measurements of patients with conditions,
diseases, and susceptible to environment conditions that lead to
incontrollable motions (e.g. trembling or shivering) and inability
to communicate clearly (for example children and unconscious
patients).

5.The device uses oscillometric method to determine blood
pressure. The arm being measure should have normal perfusion.
The device is not intended to be used on a limb with restricted or
impaired blood circulation. If you suffer with perfusion or blood
disorders, consult your doctor before using the device.
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7. Product Parts
(1)Mainbody

LCD Screen N\
- ))

START/STOP
Button

Memory Button External Power

Supply Port

(2)Displayscreen

Dateand Time
SystolicBlood Pressure Icon
Systolic Blood Pressure Value
DiastolicBloodPressurelcon
Diastolic Blood Pressure Value
Pulse Display
Memorylcon
Memory Number
Detection for Cuff Wrapping
Icon
10. IndicationforWrongOperation
11. Heartbeat Icon
12.Irregular Heartbeatlcon
13. Unit of Blood Pressure
14. Average Value Icon
15. Pulse Rate Value
16. BloodPressureClassification
8 910111213 14 Indication

17. LowBattery Icon

18. Voice Off Icon

19. User lcon

19 18
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8. Four-Color Backlit Display
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Whitefor Standby - GreenforNormalYellowfoeMild High Blood Red forHigh

PressureorHypotension

Blood Pressure

SystolicBlood DiastolicBlood - ”Colo"rD Hierarchical
Pressure (mmHg) | Pressure (mmHg) | isplay Relationship
2160 2100 red or

140- 159 90-99 yellow or

90- 139 60-89 green or

<90 <60 yellow and

Warning:When the blood pressure indicator is red, it means you are

hypertension.

Please consult your physician immediately.




9.Preparation
(1)Installthebattery
1) Openthebatterycoveraccordingtothemethodshownin thefigure.

2) Place 4 AAAbatteriesinthebatterycompartment, and
payattentiontotheelectrodeindicationofthebatteries.

Installthebatteryasindicatedinthepicturerightunderthis

sentence.

IE)2

(2)Batteryreplacement
Warning: Iftheproductwon’t beusedforalongtime (over 3
months), pleasetakeoutthebatteries.

(3) TypeCconnectionforpowersupply (Thecableis
optional)
Theproductpowercanbesuppliedbypluggingintod.c. 5V, 1A
externalpowersupplythroughaTypeCinterface.



External Power

NOTI Supply Port

e The

you don't have suitable AAA batteries around.
The adapter should comply with the requirement of IEC 60601-1
standard,and the specifications must meet the requirements: input:
AC 100~240V 50/60 Hz, output: DC 5V 1.0A. Other AC adapter may
vary in output voltage and polarities and may represent a risk on

your life and damaging the device.



10. Function Setting
(1)Usermode
Instandbymode, pressthe"" butt(%entertheuser
groupselectioninterface. Thenpressthe""butt<P&;ain

toswitchandselectusergroups .

8:00 & B8:00 &
Pressthe
mmbg mmingiHg

(2)Year/month/datesetting

Instandbymode, press""foraﬁ%n 3 secondstoenter
thedatesetting, and"year"willflash. Press""toadjgto
thedesiredyear, andthenpress""toconfirrPQ\k

selection. Whenthe" year" isset, itwillautomaticallyenter
themonthsetting. Atthistime, the" month"iconwillflash.
Youcanswitchtothedesiredvaluebypressingthe"" button. g

Followthesamesteptoset"date”, "hour", and "minute".

3

year month date hour minute
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(3) Voiceon/ offsetting(forvoiceversiononly, optionalfunctio
n)

1) Afterthetimesettingisfinished, itwillautomaticallyenter
thevoicesetting (thescreenwilldisplay"SP") . Press"" E
buttontoturnonorturnoffthesound, " ON" meansturnon

thesound, "OFF"meansturnoffthesound, " P% "

pressbuttontoconfirmtheselection.

Pressthe

"Bley

2) Voicebroadcastcontent:

Attention, please!
Pleasekeepsilentandrelax.
Keepthecuffattheheartlevel.

O Ifyourbloodpressureisinnormalrange :
Thankyou.

Yourbloodpressureis:
Systolicpressurexxxmillimeterofmercurypillar.
Diastolicpressurexxmillimeterofmercurypillar.
Yourpulseisxxbeatsperminute.

Measuringresultisnormal.

11



Thankyou.

Wishyouagoodhealth.

@ Ifyourbloodpressureisnotinnormalrange :
Measuringresultisabnormal.
Yourbloodpressureishigh/ low.
Couldnotmeasureyourpulseatthistime.

(® Measuringerror :

Error, (Mistake), pleasemeasureagain

@ Otheroperation :

AverageBloodPressure
Lasttimeyourbloodpressurewasxxx, yourpulsewasxx
Lowbattery, pleasereplacethebattery

Lowbattery, pleasechargeintime

(4)Unitdisplaysetting
Instandbymode, keeppressing""butic)»rabout 10
secondstoentertheunitselection, andpress""toswil% mmHg/kPa.

Press' toconfirmthesp%:tion; Thedefault unitismmHg.
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| =-= =-= Pressthe =-=
o7 M0 | i
L [

kPamode mmHgmode

11. How to Take Proper Measurements
(1)Preparationbeforemeasurement
--Takeofftheclothesonthearm.
--Alwaysmeasureinthesamearm (generallytheleftarm).--
Remainstillandkeepquietduringmeasurement. - -
Relaxasmuchaspossibleanddonottalkduring
measurementPROCEDURE.

- - Measureyourbloodpressureataboutthesametimeevery day.
--Donotmeasurerightafterphysicalexerciseorabath. Rest for20
to 30 minutesbeforetakingthemeasurement.

- - Readingsundertheconditionslistedbelowmayaffect results:
Withinanhourafterdinner, afterhavingwine, coffee, tea,
sports; talking, beingnervous, beinginunsteadymood,
bendingforward, moving, roomtemperaturedramatically
changingduringmeasuring; insideamovingvehicle,
repeatedandcontinuousmeasuring.
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(2)Applyingthearmcuff
1) Connectthearmcufftoyourmonitorbyinsertingtheair
plugintotheairjacksecurely.

Cuff AirPIUgajrjack

'\‘.\

© \i

AirTube
2) Placeyourhandthroughthecuffloop. Pullthecuffuntilit

reachesyourupperleftarm.

Note
* Thebottomedgeofthearmcuffshouldbe0.8-

1.2inches(2to3cm)abovetheinsideelbow. Theairtubeisonthe

insideofyourarmandalignedwithyourmiddlefinger.

14



0.79-1.18 inches
(2to 3cm)

» Makesurethattheairtubeispositionedontheinsideof
yourarmandwrapthecuffsecurely, soitcannotmove
aroundyourarm.

Note: Repeatedmeasurementwillresultinbloodcongestion

inthearm, whichwillaffectthemeasurementresult.
Be careful not to rest your arm on the air tube.

Howtoavoidbloodcongestionandensuretherepeated
measurementisaccurate?
Youcanraisethelefthandandholdthefistseveraltimes, or
takeoffthecuffandrestforatleast 2-3 minutesbefore
takingthemeasurement.
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(3)Sittingcorrectly
Totakeameasurement, youneedtoberelaxedand
comfortablyseatedinaroomwithacomfortabletemperature.
Placeyourarmonthetable.
« Sitinacomfortablechair
with
yourbackandarmsupport
ed.
*Keepyourfeetflatandyourle
gs uncrossed.

* Thearmcuffshouldbeplaced
on
yourarmatthesamelevelasyo
ur heart, withthearmresting

comfortablyonatable.

Warning: Do not kink the connecting tubing, as the
resulting continuous cuff pressure can cause
interference with blood flow and harmful injury to
the patient.

16



(4)Takingameasurement
Startmeasurementafterwearingthecuff:
Pressthe" C) "button. After all icons are turned on, the

monitor will start inflating for measurement. Check the
measured values after the measurement finished.

38:68 && =

s B8 |

===

EUBL »i88

(o

3 @ »; oy

Note: Ifyoufeeluncomfortableduringthemeasurement,
pressthe” C) "buttonimmediatelytostopmeasure.
When theairpressureisfilledtoacertainvalue,
thevalueonthe
displayscreenwillslowlydropatacertainspeed, and
theheartbeatsymbolwillflash.
Afterthemeasurementiscompleted, thesystolicpressure,
diastolicpressure, and
pulsemeasurementswillbedisplayedonthescreen.

Note: Consultyourdoctorifunexpectedreadingsareobtained.

(5)Memoryfunction

17



1) Each measured value is stored automatically under the
appropriate user group. This device can store up to 120 sets of
measurements for each user. Once the memory log is full, old
values will be refreshed with new ones.

2) Inthepower-offmode, pressthe"E "buttononceand
thedevicewilldisplaytheaveragevalueofthebloodpressureme
asurementsofthelast 2 or 3 times. Pressthe E’
"buttonagain, andthelatestmeasuredvaluewillbe

displayed. Pressthe"

"buttonagainandtherestmeasuredvalueswillbedisplayedone
byone.

(6)Deletememory

Inthepower-offmode, pressthe"P%"buttontoselectthe
usergroupwhosemeasuredvaluesneedtobedeleted. Pressthe

" Q) "buttontopoweroffthedeviceandpressthe” E
"buttononcetoactivatethescreen. Thenkeeppressingthe" E

"buttonforabout 3 secondstodeletethe
alal

memoriesoftheselecteduserandthe" i i
"iconwillappearonthescreen.

(7)Selfcheckforcuffstrap

The" @) "iconisalwaysdisplayedonthescreenwhenthe
cuffisworncorrectly. Whenthecuffisworntooloosely, the"())

"iconwillalwaysflashtoremindyou. Ifthe" Q "icon
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isflashingallthetime, pleasepressthe” U "buttontostopthe
measurement.
(8)“KeepsStill”indication

The" ﬁ&\\ "iconflasheswhenyou move thebodyor shake

the arm
duringthemeasurement, whichmaycauseincorrectmeasuremen
tresults. Please measure again.

(9) Turn off the unit
Press C) button to turn off the arm blood pressure monitor.

The monitor automatically turns off after 1 minutes.

12. Warnings and Cautions
Warnings
e Nomaintenanceorservicingwhenusing.
® Too frequent measurements can cause injury to the
PATIENT due to blood flow interference.
® Consult with your physician before using this monitor on an
arm where intravascular access or therapy, or an arterio-
venous (A-V) shunt, is present because of temporary
interference to blood flow which could result in injury.
@ Consult with your physician before using this monitor if you
have had a mastectomy or lymph node clearance.
® Do not use the monitoring ME EQUIPMENT on the same
limb simultaneously. This could temporarily cause loss of

function or an inaccurate measurement.
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® Please check whether the operation of the Arm blood
pressure monitor leads to prolonged impairment of patient's
blood circulation by observing the limb concerned.

® Please use component (eg. cuff ) provided by manufacturer.
Otherwise, the measurement accuracy will be affected.

® No modification of this equipment is allowed.

® To avoid strangulation, please keep the air tube and type-C
charging cable away from the infants, toddlers and children.

e Do not leave the small parts where children can reach them.
Children may swallow them. If a child accidentally swallows
them, battery cover, please contact a doctor immediately

® The cuff complies with the requirements of ISO 10993-5, ISO
10993-10, ISO 10993-23. But few sensitive people may have
allergies.

o DONOTusethismonitoronaninjuredarmoranarm
undermedicaltreatment.

Cautions

e Do not perform measurements more frequently than

necessary.Due to the interference of blood flow, some

bruising may occur.

e Maintenance should be done by the manufacturer as
suggested.

e \Whentheambienttemperatureislessthan 5°C, please
takethedevicetotheplacewheretheambienttemperature

20



isbetween 5°C~40°Catleast 1 hour; Whentheambient
temperatureishigherthan 40°C, pleasetakethedeviceto
theplacewheretheambienttemperatureisbetween
5°C~40°Catleast 2 hours.

o DONOTusethismonitorforinfants, toddlers, childrenor
personswhocannotexpressthemselves.

o DONOTtakemedicinebasedonreadingsfromthe

device. Contactyourphysicianforspecificinformationabout
yourbloodpressure. Thepatientshouldnotself- diagnoseor self-
medicatepermeasuredresults. Kindlyadheretothe
instructionsofyourphysicianorhealthprovider.

o DONOTusethedevicewhileyouareonanintravenous
driporbloodtransfusion.

o DONOTusethismonitorinareascontaininghigh
frequency(HF) surgicalequipment, magneticresonance
imaging (MRI) equipment, computerizedtomography (CT)
scanners. Thismayresultinincorrectoperationofthe
monitorand/ orcauseaninaccuratereading.

eMake sure that the cuff is not placed on an arm in which
the arteries or veins are undergoing medical treatment, e.g.
intravascular access or intravascular therapy,or
anarteriovenous(AV)shunt.

e Consultwithyourphysicianbeforeusingthismonitorifyou
havecommonarrhythmiassuchasatrialorventricular
prematurebeatsoratrialfibrillation, arterialsclerosis, poor
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perfusion, diabetes, pregnancy, pre-eclampsiaorrenal
disease.

e Stopusingthismonitorandconsultwithyourphysicianif
youexperienceskinirritationordiscomfort.

e Consultwithyourphysicianbeforeusingthismonitorifyou
haveseverebloodflowproblemsorblooddisorders,
becausethecuffinflationcancausebruising.

o DONOTusethismonitorforanypurposeotherthan
measuringbloodpressureandpulserate.

o DONOTdisassembleorattempttorepairthismonitoror
othercomponents. Thismaycauseaninaccuratereading.
e DONOTuseinalocationwherethereismoistureorarisk
ofwatersplashingthismonitor. Thismaydamagethis
monitor.

o DONOTusethismonitorinamovingvehiclesuchasina car.
o DONOTdroporsubjectthismonitortostrongshocksor
vibrations.

@ Do not use or store the monitor outside the
manufacturer's specified conditions (extremely high or low
temperatures and humidity), as this may affect the
performance or cause inaccurate measurements.
@®When the performance changes (such as: inaccurate
measurement or abnormal display), please stop using it
immediately and contact the sales service personnel in time.
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13.CommonQ&AonBloodPressure
Q1:Whyisthebloodpressurevalueobtainedathomelower

thanthatobtainedatthehospital?

e Thebloodpressuredifferencebetweenhomeandhospital
measurementsisabout 20 mmHg - 30 mmHg (2.7 kPa - 4.0
kPa). Thisisbecauseindividualstendtobemorerelaxedat
homethanatthehospital.

e Inaddition, whenthedeviceisplacedatapositionoverthe heart,
thebloodpressurevaluetendstobemuchlowerthan itactuallyis.

Ensurethedeviceispositionedrightattheheartlevel.

Q2:Whyisthebloodpressurevalueobtainedathomehighe
rthanthatobtainedatthehospital ?

e Theanti- hypertensivedrugmighthaslostitsefficacy.
Kindlyadheretoyourdoctor' sinstructions.

e Thecuffmightnotbeinthecorrectposition. Ifthecuffis
notplacedright, noarterialpressurevaluewillbeobtained,

andthebloodpressurevaluemightbemuchhigherthanit

is. Therefore, properlypositionthecuff.

e Thecuffisnottightenough. Ifthecuffisloose, the
compressionforcemightfailtotransmittotheartery, causing
thebloodpressurevaluetobemuchhigherthanitis. Therefore, re-
adjustandtightenthecufffurther.

e Thepatientisnotsittingcorrectlyduringthemeasurement.
Slouching, tilting, bending, andsittingcross-leggedarenot
encouragedwhiletakingbloodpressuremeasurementsdue
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toincreasedabdominalpressureorthearmpositionbeingbelowthe
heart. Kindlytakereadingsinthecorrectposture.

Q3: Whencanlobtainbettermeasurements?

o Measurementsarebesttakeninthemorningsrightafter
youurinateorwhenyourmindandbodyarestable. We
recommendtakingreadingsatthesametimeoftheday,
everytime.

Q4. Why the blood pressure value measured each
timeis different?

1) When systole each time, the blood pressure will change
tosome extent. For example, a person with the pulse of
70beats per minute will have 100,800 blood pressure changes
every day. Because the blood pressure is constantly changing,
it is difficult to obtain the correct blood pressure value by
measurement only once. Please make measurement for 2~3
times. The first measurement will generally be higher due to
nervousness or inadequate preparation, and then when the
second measurement, the nervous emotion will be
slightlyalleviated, so generally, the second measurement will
be5mmHg-10mmHg (0.7kPa-1.3kPa) lower than the first time.
This will be more obvious for those with higher blood pressure.

--When continuous measurement, please note that: There

might be extravasated blood because the arm is compressed,
resulting that the fingertip blood does not flow smoothly, If you
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continue the measurement in case of extravasated blood, you
cannot obtain the correct measured value. Loosen the arm
band, raise your hand over the head and grasp and stretch
your left and right palms for 15 times repeatedly. Then the
extravasated blood can be dis solved and you can continue
the blood pressure measurement

2) Cuff position and twining method. The measured
valuevaries with the cuff size. Particularly, if the cuff is
twinedround the elbow, you cannot obtain the correct
measuredvalue.

--Please use the correct cuff twining method for
measurement. The arm circumference range of the
enclosedcuff is 22~42 cm (center of the upper arm). If

the model isinconsistent, please purchase separately.

14. Abnormal Phenomena and Handling
Ifthemeasurementisabnormal, anyofthefollowing

symbolsmayappear. Kindlyusetherecommendedmethod

formeasurement.

‘ Errors ‘ Cause/Solution
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Eru Thepressurecannotreach30 mmHg (4 kPa) in 12
seconds.

ErH Theinflationreaches 295mmHg, and it deflates
automaticallyafter20ms.

Erl Thepulserateisnotdetectedcorrectly.

Er2 Toomuchdisturbance (Move, talk, or magnetic
disturbanceduringameasurement).

Er3 Themeasurementresultisabnormal.

Er 23 SYSvalueislowerthan57mmHg.

Er24 SYSvalueis higherthan255mmHg.

Er 25 DlAvalue is lower than 25mmHg.

Er 26 DIAvalue is higher than 195mmHg.

*Troubleshooting

Anomaly Inspection Items Countermeasures
Failure to Whether the power is Replace the batteries or
power on insufficient insert the Type-C
charging cable for
power supply.
Whether the positive Install the batteries
and negative poles of | correctly.
the battery are installed
reversely
No Whether the air tube Insert the air tube plug

pressurizing

plug is inserted tightly

firmly into the jack.
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Whether the air tube is
broken or leaked

Please contact the
dealer to replace with a new|
cuff.

Unable to
measure
due to

the display
error

Whether the arm is
moved when

pressurization

Keep your arm and
body still.

Whether you talk during
the measurement

Keep quiet while
measuring the blood
pressure.

Air leakage of
the cuff

Whether the cuff is
twined too loose

Please tighten the cuff.

The airbag of the cuff is
ripped

Please contact the
dealer to replace with a new|
cuff.

& Ifthebloodpressurestillcannotbemeasuredaftertryingthe above-
statedsolutions, please contact the dealer. Do NOT attempt
todisassemblethedevicebyyourself.

15.Cleaning and Disinfection

(1)Cleaning

Thedevicecanbecleanedwithasoft,

cleanclothdampenedwithasmallamountofneutraldetergentorw

ater.
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It is suggested to clean the monitor before and after each
use. Complete the cleaning in 3min each time. The number of
repeatedcleaning each time shall not exceed 3 times.
& Do not use any corrosive cleaning agent. When
cleaning, be careful not to immerse any part of the monitor to avoid

liquid flow into the instrument.

(2)Disinfection

RecommendedDisinfectingAgent

75% medical alcohol

Steps:

1) Carefullywipethedevicewithasoft, cleancloth

dampenedwithasmallamountoftheabovedisinfectant,

anddryimmediatelywithasoft, clean, drycloth.

2) Thebodyofthedevicecanalsobecleanedwithasoft,

cleanclothdampenedwithasmallamountof 75%

medicalalcoholfordisinfection.

& Donotdisinfectthroughmethodslikehigh-
temperaturesteamorultravioletradiation. Thesemightdamag

ethe deviceandreduceitsservicelife.

Itissuggestedtodisinfectthemonitorbeforeandafteruse eachtime.

Eachtimeofdisinfectionshallbecompleted within1 min.

Thenumberofrepeateddisinfectioneachtime shallnotexceed 2

times.
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(3)Disposal

Disposeofthemonitor, othercomponentsandoptional
accessoriesaccordingtoapplicablelocalregulations.

Unlawfuldisposalmaycauseenvironmentalpollution.

Notes
e Donotbendorcreasetheairtubeexcessively.

o Donotstorethemonitororitscomponents:
-ifthemonitororitspartsiswet.

- inlocationswithextremetemperatures, humidity, direct
sunlight, dust, orcorrosivegases.

- inareaswithahighriskofvibrationsorshocks.
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16.UpkeepandMaintenance

wateror neutral detergent

- Alwayskeepthesurfaceofmonitorcleanandtidy, helpfulto
prolongtheservicelifeofBloodPressureMonitor.

-Ifthehostisdirty, pleasewipewithadrysoftcloth. Ifthedirt
cannotbeeliminatedeasily, wipewithasoftclothstained  with
water or neutral detergent, and then dry with a dry cloth.

-We suggest to calibrate the monitor once a year at least. Please
contact manufacturer or agent if you need.

arning:Donotallowwaterorotherliquidstoflowintothe device.
The arm pressure monitor should not no longer be reused when liquid enter

and damage the device and cuff.

17.Specifications

Mode ARM-30A+

Measuring method OscillometricMeasurement
Measuringpart Upperarm
Pneumaticpressur 0~295 mmHg

e
measuringrange

Overpressureprotectionli 295 mmHg
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mit

Measuring range

Pressure value SYS: 57~255 mmHg;
DIA: 25~195 mmHg;

Pulserate 40~199 bpm
Accuracy Pressure value +3 mmHg
Pulserate +5%
Low battery <4.0V%0.1V: item will be turned off

Autopower-off

1 minute withoutoperation

Power source

4xAAAd.c. 6Vord.c. 5V,1A typeCcable

Antielectronic

shock degree

Type BF

Operation mode

Continuous operation

Protectionagainst
harmfulingressof
waterorparticular
matter

P21

Weight About 316g(withoutbatteries)

Dimension 108mm(length)*139mm(width)* 62mm(height)
Screensize 81.4mm(length)* 82.9mm( width) 4.3 inches
Cuff size 22~42 cm (8.6~16.5 inches)

Monitor Service 5 years

life

Cuff Service life 10000 times

Protection Against
Electric Shock

Internally powered ME equipment (When using only
batteries)

Class Il ME equipment (if equipped with AC adapter)

Temperature [5C~40C Ifstoredorusedbeyo
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condition ndthe
Operating Humidity 15%~90%RH designated
environment condition temperatureand
Atmospheric |70kPa~106kPa humidityrange, it
. willnotbeused
condition
properly

Transportationand Avoidstrong impact, direct impact, exposure or
StorageEnvironme rainduringtransportation.

nt Store your monitor and other components in a clean,
safe location.

Remove the arm cuff from the monitor.

Gently fold the air tube into the arm cuff.

ThepackagedBlood
PressureMonitorshallbestoredindoors at the
temperatureof -20°C ~55C andtherelative
humidityof 10%~93% ,atmospheric Condition:
70kPa~106kPa. without corrosive gas and with
goodventilation.

Note: The specified power supply should meet the following
condition:
Output voltage: DC 5V,

Output current:1000mA,
Comply with IEC 60601-1,

Class Il
Provide at least two MOPP insulation between ac input and dc

output,
Comply with US and Canadian deviation requirements.

32



Essential Performance
1.Measurement Range (Blood Pressure):

SYS: 57-255mmHg

DIA: 25-195 mmHg

Pulse rate: 40-199 bpm

2.Accuracy:

Blood Pressure: +£3 mmHg (£0.4 Kpa )
Pulse Rate: +5%

Bluetooth:
Arm blood pressure monitor using Bluetooth 4.2 technology, transmitting
and receiving frequencies of 2402-2480MHz, modulation type GFSK,
effective radiation power of 2.79dBm.

Statement: “The ARM-30A+ of Arm Blood Pressure Monitor was
tested according to the recommendations of Technical Report IEC
TR 60601-4-2: Medical electrical equipment — Part 4-2: Guidance
and interpretation — Electromagnetic immunity; performance of
medical electrical equipment and medical electrical systems."

33



18. Appendix 1 EMC Information

Guidanceandmanufacturer'sdeclaration-
Electromagneticemission

TheArmBloodPressureMonitor is intended for use in the
electromagneticenvironmentspecifiedbelow. Thecustomer or the
useroftheArmBloodPressureMonitor should assure that it is
usedinsuchanenvironment.

Emissions Compliance | Electromagnetic
environment-guidance

RF emissions Groupl TheArmBlood Pressure
CISPR 11 MonitorusesRFenergyonly
foritsinternal function.
Therefore, its RF emissions
areverylow and are not likely
tocauseany interference in
nearbyelectronicequipment.

RF emissions ClassB TheArmBlood Pressure
CISPR 11 Monitorissuitableforusein
allestablishments, including
domesticestablishmentsand
thosedirectlyconnectedto the
publiclow-voltage power
supplynetworkthatsupplies
buildingsusedfordomestic
purposes.

Harmonic N.A.
emissions
IEC61000-3-2

Voltage N.A.
fluctuations/-
flicker
emissions
IEC61000-3-3
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Guidanceandmanufacturer'sdeclaration-
Electromagneticimmunity

TheArmBloodPressureMonitor is intended for use in the
electromagneticenvironmentspecifiedbelow. Thecustomer or the
useroftheArmBloodPressureMonitor should assure that it is
usedinsuchanenvironment.

Immunitytest IEC60601testl Compliancelevel
evel

Electrostatic +8 kVcontact +8 kVcontact

discharge (ESD) +2 KV, +4 kV, +2 KV, +4 kV,

|IEC 61000-4-2 +8 kV, £15 kV air +8 kV, £15 kV air

Electrical fast +1kV signal +1 kV signal

transient/burst input/output input/output

IEC 61000-4-4 100 kHz repetition | 100 kHz repetition
frequency frequency

SurgelEC Not applicable Not applicable

61000-4-5

Voltagedips, Not applicable Not applicable

shortinterruptions

andvoltage

variationson
powersupply

inputlineslEC

61000-4-11

Power frequency 30A/m, 50/60Hz 30A/m, 50/60Hz

Magnetic field

IEC 61000-4-8

ConductedRF 3V signal 3V signal input/output;
input/output; 0,15MHz-80MHz

IEC61000-4-6 0,15MHz-80MHz 6V in ISM and amateur
6 VinISM and radio bands between
amateur 0,15 MHz and 80 MHz
radio bands 80% AM at 2Hz
between
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0,15 MHz and 80

MHz

80% AM at 2Hz

RadiatedRF
IEC61000-4-3

10 VIm

80 MHz -

2,7

GHz 80 % AMat

2Hz

10 Vim
80 MHz - 2,7 GHz
80 % AMat 2 Hz

NOTE: UTisthea.c. mainsvoltageprior to application of the test

level

Guidanceandmanufacturer’sdeclaration-
electromagneticimmunity

TheArmBloodPressureMonitor is intended for use in the
electromagneticenvironmentspecifiedbelow. Thecustomer or the
useroftheArmBloodPressureMonitor should assure that it is
usedinsuchanenvironment .

Radiated
RFO0-4-3
(Test
specifica
tionsfor
ENCLO-
SURE-
PORT
IMMUNITY
toRF
wireless
commun
ications
equipment)

Test Band( | Service Modulation | Max.p | Dis- | |EC60 | Com-
Frequ- | MHz) ower( |tance | g1- pliance
ency w) m) |1- level(V
(MHz) 2Test | /M)
Level
(Vim)
385 380- | TETRA Pulse 18 0.3 27 27
390 400 modulation
18 Hz
450 430- |GMRS4 |FM#5kHz |2 0.3 28 28
470 60, deviation
FRS 460 | 1 kHz sine
710 704- | LTEBan | Pulse 02 |03 |9 9
745 787 d13,17 r2nlo7d:Iat|on
780 i
810 800- | GSM800/ | Pulse 2 0.3 28 28
870 960 900, modulation
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930

TETRA
800,
DEN 820,
CDMA
850,

LTE
Band5

18 Hz

1720

1845

1970

1700~
1990

GSM
1800;
CDMA
1900;
GSM
1900;
DECT;
LTE
Band 1,
3,4, 25;
UMTS

Pulse 2
modulation
217 Hz

0.3

28

28

2450

2400
2570

Bluetooth,
WLAN,
802.11
blg/n,
RFID
2450,

LTE

Band 7

Pulse 2
modulation
217 Hz

0.3

28

28

5240

5500

5785

5100-
5800

WLAN
802.11
ain

Pulse 0.2
modulation
217 Hz

0.3
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Guidanceandmanufacturer’sdeclaration-

electromagneticimmunity

RadiatedRF
IEC61000-4-39
(Testspecific
ations for
ENCLOSURE
PORT
IMMUNITY to
proximity
magnetic
fields)

Test Moduation |EC 60601-1- Compliance
Frequency 2TestLevel level (A/m)
(A/m)
30 kHz Cw 8 8
134.2 kHz Pulse 65 65
modulation
2.1kHz
13.56 MHz Pulse 75 7.5
modulation
50 kHz
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Warning:

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

e Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result
in increased electromagnetic emissions or decreased electromagnetic
immunity of this equipment and result in improper operation.”

e 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.

e 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.

Notice

If users or patients have occurred any serious incident that relation to
the device, please report to manufacturer and the competent authority
of the Member State in which you are established.
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FCC Statement

This device complies with part 15 of the FCC rules. Operation is subject to the following
two conditions: (1) this device may not cause harmful interference, and (2)

this device must accept any interference received, including interference that may cause
undesired operation.

Changes or modifications not expressly approved by the party responsible for compliance
could void the user's authority to operate the equipment.

NOTE: This equipment has been tested and found to comply with the limits for a Class B
digital device, pursuant to part 15 of the FCC Rules. These limits are

designed to provide reasonable protection against harmful interference in a residential
installation. This equipment generates uses and can radiate radio frequency

energy and, if not installed and used in accordance with the instructions, may cause
harmful interference to radio communications. However, there is no guarantee

that interference will not occur in a particular installation. If this equipment does cause
harmful interference to radio or television reception, which can be

determined by turning the equipment off and on, the user is encouraged to try to correct
the interference by one or more of the following measures:

* Reorient or relocate the receiving antenna.

* Increase the separation between the equipment and receiver.

* Connect the equipment into an outlet on a circuit different from that to which the
receiver is connected.

* Consult the dealer or an experienced radio/TV technician for help.

The device has been evaluated to meet general RF exposure requirement. The device
can be used in portable exposure condition without restriction.





