plusmed

health management

model:  VOICE))

Talking Arm-type Fully Automatic Digital Blood Pressure Monitor

Konusan Tam Otomatik Koldan Olger Tansiyon Aleti

Moniteur De Tension Artérielle Numérique Parlant Entierement Automatique De Type Bras
Monitor De Presion Arterial Digital Hablante Totalmente Automatico Tipo Brazo

® Kullamm Kilavuzu

e [nstruction Manual

iR Manuel d'emploi

& Manual de Instrucciones

R Pykosopacteo NMonb3oBaTtens
K Rébera Bikaraniné

AR iﬂﬁ‘ég Uﬁﬁdée\é

B Jacse! ) de&d‘ g

www.plusmed-health.com




Contents

Safety NOtice .cooieieiiiiiiiiiiiiiiiiiiiiiiir e 02
Unit [ustration  ....cocvviiiiiiiiiiiiiiiiiiiiien. 06
Important Testing Guidelines ....c.cccovveveiireieieniennens 09
Quick Start .o ee e saes 10
LO2 DU 0 1170 -1 5 11) | 11
Battery Installation .......cccoeveiiiiinininiiiiiiiiiininnene. 11
System Settings ....ccceeveriuieieieiiinieieieiiieieieiecneee. 12
Applying the Arm Cuff ....ccoeiviiiiiiiiiiiiiiiiiiiieiennnnn. 14
TeStING  cueueiiiiiniiiiiiiiiiiiiiiiiiiiritieietetecececrereeenenees 15

Power Off .eoeiniiiiiiiiiiiiiiiiiiiiiiiicce e eaae 17
Memory Check and Last 3 Test Average ............. 18
Memory Deletion ...cccccceveiiiiiiieieiiieiiiiiierieienerececnes 19

Low Battery Indicator ......cccoceeveieiiiiiiiieieincacinnnenes 19
Troubleshooting .....ccceeeveiiiiiiiiiiiiiiiiiiiiiiiiiiieiennne. 21
Blood Pressure Information  .......cccccoviiiiiniinniiniinniennee. 22
Blood Pressure Q&A  .iiiiiiiiiiiiiiiiiiiiieiitaiietasetacesenes 25
Maintenance  ..occoieiiiiiiiiiiiiiiiiiircre e eaees 26
Specifications  ...cccciiviiiiiiiiiiiiiiiii e 28
WArranty  .ooccieiieiieiieiiiiieiiiiieiriereiteereseeseseesesesessensenses 30
Electromagnetic Compatibility Information................. 31

Additional NOTES  ceeiieiiieiiieiiirererereeereeenecenecrssenncennces 36



Safety Notice

Thank you for purchasing the VOICE (Ref Model: DBP-6191) Blood Pressure Monitor. The unit has been
constructed using reliable circuitry and durable materials. Used properly, this unit will
provide yeas of satisfactory use.

This device is intended for non-invasive measuring adults and adolescents over 12 years of
age individual's systolic, diastolic blood pressure and heart rate using the oscillometric
method. The device is not intended for use on infants and children. The device is designed for
home or clinical use. All functions can be used safely and values can be read out in one

LCD DISPLAY. Measurement position is on adult upper arm only.

Please read this manual thoroughly before using the unit. Please retain this manual for
future reference. For specific information about your blood pressure, please
CONSULT YOUR DOCTOR.

To avoid risk and damage follow all warning precautions. Operate unit only as intended.
Read all instructions prior to use.

WARNING SIGNS AND SYMBOLS USED

Caution

Mandatory

Prohibited

Type BF Equipment

Instructions For Use MUST be Consulted

Serial Number

Discard the used product to the recycling collection
point according to local regulations

)= —

The product conforms to the requirements of the
23 Regulation (EU) 2017/745 MDR on medical devices

)
m
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Manufacturer

Authorised Representative in the European Community
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Keep Dry
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Keep off Sunlight

Manufacturing Date

e

Medical Device

i?

Represents transport and storage temperature limits

53%

®

Represents transport and storage humidity limits




Safety Notice

A Caution

Individuals with serious circulation problems may experience discomfort.
Consult your physician prior to use.

Contact your physician if test results regularly indicate abnormal readings.
Do not attempt to self-treat these symptoms without consulting your
physician first.

Product is designed for its intended use only. Do not misuse in any way.

Product is not intended for infants or individuals who cannot express
their intentions.

Do not disassemble or attempt to repair.

Do not use cell phones and other devices, which generate strong electrical
or electromagnetic fields, near the dev1ce as they may cause incorrect
readings and interference or become interference source to the device.

Only use arecommended adaptor double-insulated complying with
EN 60601-1 and EN 60601-1-2 (see page 5). An unauthorized adaptor may
cause fire and electric shock.

A Battery Precautions

Do not mix new and old batteries simultaneously.

Replace batteries when Low Battery Indicator " m "appears on screen.

Be sure battery polarity is correct.

Do not mix battery types. Long-life alkaline batteries are recommended.

Remove batteries from device when not in operation for more than 3 months.

Dispose batteries properly; observe local laws and regulations.




Safety Notice 4

Important Instructions Before Use

. Do not confuse self-monitoring with self-diagnosis. Blood pressure measurements should
only be interpreted by a health professional who is familiar with your medical history.

. Contact your physician if test results regularly indicate abnormal readings.

. If you are taking medication, consult with your physician to determine the most appropriate
time to measure your blood pressure. NEVER change a prescribed medication without first

consulting with your physician.

. Individuals with serious circulation problems may experience discomfort. Consult your
physician prior to use.

. For persons with irregular or unstable circulation resulting from diabetes, liver disease,
arteriosclerosis or other medical conditions, there may be variations in blood pressure
values measured at the wrist versus at the upper arm. Monitoring the trends in your blood
pressure taken at either the arm or the wrist is nevertheless useful and important.

. People suffering from vascular constriction, liver disorders or diabetes, people with
cardiac pacemakers or a weak pulse, and women who are pregnant should consult their
physician before measuring their blood pressure themselves. Different values may be
obtained due to their condition.

. People suffering from arrhythmias such as atrial or ventricular premature beats or atrial
fibrillation only use this blood pressure monitor in consultation with your doctor. In
certain cases oscillometric measurement method can produce incorrect readings.

8.Too frequent measurements can cause injury to the patient due to blood flow interference.

9.The cuff should not be applied over a wound as this can cause further injury.

10.DO NOT attach the cuff to a limb being used for IV infusions or any other intravascular

access, therapy or an arterio-venous (A-V) shunt. The cuffinflation can temporarily
block blood flow, potentially causing harm to the patient.

11.The cuff should not be placed on the arm on the side of a mastectomy. In the case ofa

double mastectomy use the side of the least dominant arm.

12.Pressurization of the cuff can temporarily cause loss of function of simultaneously used

monitoring equipment on the same limb.

13.A compressed or kinked connection hose may cause continuous cuff pressure resulting

in blood flow interference and potentially harmful injury to the patient.

14.Check that operation of the unit does not result in prolonged impairment of the circulation

of the patient.

15. Product is designed for its intended use only. Do not misuse in any way.

16. Product is not intended for infants or individuals who cannot express their intentions.

17. Prolonged over-inflation of the bladder may cause ecchymoma of your arm.

18. Do not disassemble the unit or arm cuff. Do not attempt to repair.

19. Use only the approved arm cuff for this unit. Use of other arm cuffs may result in

incorrect measurement results.
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Safety Notice

20. The system might produce incorrect readings if stored or used outside the manufacturer's

specified temperature and humidity ranges.

21. Do not use the device near strong electrical or electromagnetic fields generated by cell
phones or other devices, they may cause incorrect readings and interference or become
interference source to the device. Do not use the device during patient transport
outside healthcare facility for interference source existing as well.

22. Do not mix new and old batteries simultaneously

23. Replace batteries when Low Battery Indicator m ” appears on screen. Replace both
batteries at the same time.

24. Do not mix battery types. Long-life alkaline batteries are recommended.

25. Remove batteries from device when not in operation for more than 3 months.

26. Do not insert the batteries with their polarities incorrectly aligned.

27. Dispose batteries properly; observe local laws and regulations.

28. Only use a recommended class II adaptor double-insulated complying with EN 60601-1
and EN 60601-1-2.An unauthorized adapter may cause fire and electric shock.

29. @ Advising operator that Instruction manual/ Booklet must be consulted.

30.Essential performance:

Electrosurgery

interference recovery Refer202.6.2.101 IEC80601-2-30

Limits of the errorof | pefer02.12.1.102 1EC 80601-2-30
the manometer

Reproducibility of the
BLOOD PRESSURE | Refer201.12.1.107 IEC 80601-2-30
DETERMINATION




Unit Illustration

Monitor Unit

LCD

. " START/STOP " Button
Cuff Connection Port

"MEM" Button

USB Adapter Jack




Unit I[l1lustration

Arm Cuff

Arm Cuff
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Medical USB-Type C Port
(Optional, If users want to purchase adapters,
they need to meet the requirements of IEC 60601-1)



Important Testing Guidelines a

1. Avoid eating, exercising, and bathing for 30 minutes prior to testing.

2. Sitinacalm environment for at least 5 minutes prior to testing.

3. Do not stand while testing. Sitin arelaxed position while keeping your arm level with
your heart.

4. Avoid speaking or moving body parts while testing.

5. While testing, avoid strong electromagnetic interference such as microwave ovens and
cell phones.

6. Wait 3 minutes or longer before re-testing.

7. Try to measure your blood pressure at the same time each day for consistency.

8. Test comparisons should only be made when monitor is used on the same arm, in the
same position, and at the same time of day.

9. This blood pressure monitor is not recommended for people with severe arrhythmia.

10. Do not use this blood pressure monitor if the device is damaged.



Quick Start

1. Install batteries. (See Figure A)
2. Insert cuff air plug into the left side of monitor unit. (See Figure B)

Figure A Figure B
3. Remove thick clothing from the arm area.
4. Rest for several minutes prior to testing. Sit down in a quiet place, preferably ata desk

or table, with your arm resting on a firm surface and your feet flat on the floor.
(See Figure C)

Figure C

5. Apply cuff'to your left arm and keep level with your heart. Bottom of cuff should be

placed approximately 1-2cm (0.4-0.8") above elbow joint. (See Figures D&E)

Figure D Figure E

6. Press " START/STOP " Button to start testing.



Unit Operation

Battery Installation

Open battery cover off .
Install 3 new AAA alkaline batteries according to polarity.

Close battery cover.

USB Type-C jack is on the back side of the monitor. Medical USB-Type C adapter

(DC 5.0 V,1000mA) can be used with the device (Optional,If users want to purchase other
adapters, they need to meet the requirements of IEC 60601-1).

Do not use any other type of adapter as it may harm the unit.

Note:Power supply is specified as part of ME EQUIPMENT.



Unit Operation

System Settings
With power off, press “START/STOP" button about 3 seconds to activate System Settings.
The Memory Group icon flashes.
1. Select Memory Group
While in the System Setting mode, you may accumulate test results into 2 different
groups. This allows 2 different users to save individual test results Press " MEM " button to

choose a group setting. Test results will automatically store in each selected group.

2. Time/Date setting
Press “START/STOP” button again to enter set the year mode. The corresponding parameters
can be set by adjusting the “MEM”button.
Press“START/STOP” button again to enter set the month mode. The User can continue setting
the day, hour ,minute and 12/24hours in the same way. Every time the “START/STOP” button is
pressed , it will lock in your selection and The corresponding parameters can be set by adjusting
the “MEM”button. ( month,day,hour, minute,12/24 hours)

Yr
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3. Time Format setting
Press “ START/STOP ” button again to set the time format setting mode.Set the time format
by adjusting the “MEM” button. EU means European Time US means U.S Time

us  EU
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Unit Operation

4.Voice Setting
Press “START/STOP" button to enter voice setting mode. Set voice format ON or OFF by
pressing the "MEM" button(talking device is optional and not a standard).

N OFF

5.Volume Setting
Press “START/STOP" button to enter volume setting mode. Set the voice volume by adjusting
the "MEM" button . There are six volume levels(talking device is optional and not a standard).

6. Saved Settings

While in any setting mode, press and hold " START/STOP " button to turn the unit off. All
information will be saved.

Note: Ifunitis left on and not in use for 3 minutes, it will automatically save all information
and shut off.



Unit Operation

Applying the Arm Cuff

1. Firmly insert air plug into opening located on left side of monitor unit.

2. With sticky nylon section facing outward, insert end of cuff underneath metal ring
of cuff.
3. Fasten cuffabout 1-2cm (0.4-0.8") above the elbow joint. For bestresults apply cuffto

bare arm and keep level with heart while testing.




Unit Operation

Testing

1. Power On

Press "START/STOP" button to turn the unit on. The LCD screen will full display

for one second as unit performs a quick diagnosis. A voice tone will indicate when unit is

ready for testing.

Note: Unit will not function if residual air from previous testing is present in cuff.

The LCD will flash " 1 " until pressure is stabilized.
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Unit Operation

2. Testing
After cuffinflation, air will slowly rise as indicated by the corresponding cuff pressure

value. A flashing " . "will appear simultaneously on screen signaling heart beat

detection.

Note: Keep relaxed during testing. Avoid speaking or moving body parts.

3. Result Display
The screen will display measurements for systolic and diastolic blood pressure with
voice broadcast. Anindicator representing the current measurement will appear next to
the corresponding WHO Classification.
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Note: Refer to Page 23~24 for detail WHO Blood Pressure Classification Information.



Unit Operation

Irregular Heartbeat Indicator

If the monitor detects an irregular heart rhythm two or more times during the measuring
process, the Irregular Heartbeat Symbol " ((')) "appears on screen along with
measurement results. Irregular heartbeat rhythm is defined as rhythm that is either 25%
slower or faster than the average rhythm detected while measuring systolic blood pressure
and diastolic blood pressure. Consult your physician if the Irregular Heartbeat Symbol

" ((.))" frequently appears with your test results.

Power Off
The " START/STOP " button can be pressed to turn off the unit in any mode. The unit can

turn off the power itself about 3 minutes no operation in any mode.

Safety Precaution: If pressure in arm cuff becomes too extreme while testing,
press the " START/STOP " button to turn power off. The cuff pressure will rapidly

dissipate once the unit is off.



Unit Operation

Last 3 Tests Average

With power off, pressthe "MEM" button to activate screen display. After the unit performs
a self-diagnosis ,the screen will display the average of the last 3 measurements results.

The "AVG" symbol will appear along with the corresponding WHO Blood Pressure Indicator.
The Memory Check mode can be accessed by pressing "MEM" button. To check the average
results from other groups, select the desired group first prior to enter memory mode .

(See "Select Memory Group" on Page 12)
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Memory Check

With power off, you may check past test results by using the "MEM" button. Upon activating
test results. you can press the "MEM" button to scroll through all test results stored in memory.
The LCD will display the last measurement memory as NO.01 reading.
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Unit Operation

Memory Deletion

Memory for a selected group may be deleted while in Memory Check mode. Press and hold
the " START/STOP " button for approximately 3 seconds to delete all memory records from
the selected group. LCD screen display “- - -” with voice broadcast "Memory Clear" . Then

transfer into testing mode. Press the "START/STOP " button to turn the unit off.

Note: Memory cannot be recovered once it has been deleted.

Low Battery Indicator
The unit will broadcast "Low Battery" when battery life is depleting and unable to inflate cuff for
testing. The" m " appears simultaneously for approximately 5 seconds prior to shutting

off. Replace batteries at this time. No memory loss will occur throughout this process.




Unit Operation

Static Pressure Measurement
In the power down state, press and hold the " START/STOP" button, and theninstall

the batteries. Until the LCD screen is full, release the " START/STOP" button.
When the LCD screen displays the double zero, the bloodpressure meter is in static state.

Software version is displayed:10 is a software version in the figure.

mmHg

13
) el |

Note: Only Service personnel permitted to access to this mode, the mode

unavailable in normal use.

Arm Shake Indicator
If the arm moves during the measurement, “ ((,.\\\ ” the icon will be displayed, indicating that
this may lead to abnormal measurement results, and the LCD screen will be displayed “ (lf.\\\ ”

after the measurement is finished.
Cuffloose Indicator
When starting the measurement, " "will be displayed when the cuff is properly wound.

When the cuffis too loose, " @T "will be displayed. At this time, please wear the cuff correctly

and start measuring again.



Unit Operation 21

Troubleshooting

Abnormal Cause analysis Processing method
phenomenon

The armband is tied too tight or too loose, Roll the armband correctly

Or the arm strap is tied incorrectly;

Move the arm during measurement or | Stay quiet, keep your arm steady, and
Electronic sphygmomanometer do not move the monitor

Abnormal
sphygmomanometer | Speaking, nervous or emotional

during measurement

Instead of talking, take deep
breaths to calm your mood and
relax your body

Adjust posture, see

Incorrect measurement posture "Blood pressure gauge Wearing”

There is interference in charging process
or improper operation in measuring See operation Instructions.

process

The following table shows the error signs that may occur during measurement, possible causes
and handling methods. Please measure again using the correct method

Errordisplay  |The cause of the problem The solution

Can't detect high and low Please fasten the cuff before

Er1 pressure measuring

Please fasten the cuff before

Er2 Cufftoo loose or loose .
measuring

measure again , If you cannot solve
Er3 Improper compression the problem,plcase contact the
|meanufacturer

Please fasten the cuff before
Er4 The pressure exceeds 300mmHg measuring

Check whether the cuffis knotted or the
The pressure exceeds 15mmHg X
vent valve is blocked. If the problem

Ers for 3 minutes persists, contact the manufacturer

Plcasc tighten and mcasure and measure

Er6 Blood pressure measurements |, .i 1 vou cannot solve the problem,
were out of range plcase contact the meanufacturer
m [Replace the battery or connect the
Battery dead power adapter (if any).

Note: If you cannot solve the abnormal situation by yourself, you can consult the manufacturer or
the manufacturer's designated unit by phone. It is forbidden to disassemble and repair without
permission. If necessary, professional maintenance personnel can ask the manufacturer for the list
of components and circuit schematic diagram.



Blood Pressure Information

Blood Pressure

Blood pressure is the force of blood pushing against the walls of arteries. Itis typically
measured in millimeters of mercury (mmHg.) Systolic blood pressure is the maximum
force exerted against blood vessel walls each time the heart beats. Diastolic blood

pressure is the force exerted on blood vessels when the heart is resting between beats.

An individual's blood pressure frequently changes throughout the course of a day.
Excitement and tension can cause blood pressure to rise, while drinking alcohol and
bathing can lower blood pressure. Certain hormones like adrenaline (which your
body releases under stress) can cause blood vessels to constrict, leading to a rise in

blood pressure.

If these measuring numbers become too high, it means the heart is working harder

than it should.
200 Upper curve : systolic blood pressure
Lower curve: diastolic blood pressure
150
=
jas}
g
g
1 M
50 -
T T T T
6 12 18 24
Time of day

Example: fluctuation within a day (male, 35 years old)

22



Blood Pressure Information

WHO Blood Pressure Classification Indicator

The DBP-6191 is equipped with a classification indicator based on established guidelines
from the World Health Organization. The chart below (color coded on monitor unit)

indicates test results.

n — Severe Hypertension
= — Moderate Hypertension
= —— Mild Hypertension

n — High-normal

= —— Normal
n —— Optimal

3
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B: Blood Pressure Classification Indicator



Blood Pressure Information

Health Reminder

Hypertension is a dangerous disease that can affect the quality of life. It canlead

to alot of problems including heart failure, kidney failure, and cerebral hemorrhaging.
By maintaining a healthy lifestyle and visiting your physician on a regular basis,
hypertension and relative diseases are much easier to control when diagnosed in their

early stages.

Systolic
(mmHg)

180
160
140
130
120

Mild Hypertension

Normal

Optimal

80 85 90 100 110 Diastolic
(mmHg)

Note: Do notbe alarmed if an abnormal reading occurs. A better indication of an individual's
blood pressure occurs after 2-3 readings are taken at the same time each day over an

extended period of time. Consult your physician if test results remain abnormal.



Blood Pressure Q& A

QI What is the difference between measuring blood pressure at home or at a professional

healthcare clinic?

A Blood pressure readings taken at home are now seen to give a more accurate account as
they better reflect your daily life. Readings can be elevated when taken in a clinical or
medical environment. This is known as White Coat Hypertension and may be caused by

feeling anxious or nervous.

Note: Abnormal test results may be caused by:

1. Improper cuff placement
Make sure cuff is snug-not too tight or too loose.
Make sure bottom of the cuff is approximately 1-2cm (1/2'") above the elbow
joint.

2. Improper body position
Make sure to keep your body in an upright position.

3. Feeling anxious or nervous

Take 2-3 deep breaths, wait a few minutes and resume testing.

QZ What causes different readings?

A Blood pressure varies throughout the course of a day. Many factors including diet,
stress, cuff placement, etc. may affect an individual's blood pressure.

QI Should I apply the cuff to the left or right arm? What is the difference?

A': Either arm can be used when testing, however, when comparing results, the same arm

should be used. Testing on your left arm may provide more accurate results as it is

located closer to your heart.
QZ What is the best time of day for testing?

A Morning time or any time you feel relaxed and stress free.



Maintenance

1. Avoid dropping, slamming, or throwing the unit.

3. When cleaning the unit, use a soft fabric and lightly wipe with mild detergent.

Use a damp cloth to remove dirt and excess detergent.




Maintenance

4. Cuff Cleaning: Do not soak cuff in water! Apply a small amount of rubbing alcohol to
asoft cloth to clean cuff's surface. Use a damp cloth (water-based) to wipe clean.

Allow cuffto dry naturally at room temperature. The cuff must be cleaned and disinfected
before use between different users.

5. Do notuse petrol, thinners or similar solvents.

6. Remove batteries when not in operation for an extended period of time.

7. Do not disassemble product.

yd
8. Itis recommended the performancégho/u]d be checked every 2 years.
9. Expected service life: Approximately three years at 10 tests per day.
10.No service and maintenance while it is in use and maintenance only be performed by service
personnel. Service and maintenance require parts, repair, technical support will be provided.



Specifications
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Product Description

Arm-type Fully Automatic Blood Pressure Monitor

Model

Voice

Display

LCD Digital Display Size:46mm X 62.1mm(1.81" x 2.44")

Measurement Method

Oscillometric Method

Measurement Range

Systolic Pressure 60mmHg~260mmHg

Diastolic Pressure | 40mmHg~200mmHg

Pressure OmmHg~299mmHg

Pressure +3mmHg

Pulse 30 ~ 180 Beats/Minute

Pulse +5%

Pressurization

Automatic Pressurization

Memory

2x150 Memories in Two Groups with Date and Time

Function

Irregular Heartbeat Detection

WHO Classification Indicator

Last 3 Tests Average

Low Battery Detection

Automatic Power-Off

Voice

Power Source

3 AAAbatteries or Medical USB Type-C Adapter (DC5.0V, 1000mA)
(Optional,If users want to purchase other adapters, they need to meet
the requirements of IEC 60601-1)

Battery Life

Approximately 2 months at 3 tests per day

Unit Weight

Approx.188g (6.63 oz) (excluding battery)

Unit Dimensions

Approx.136mm X 95.3mm X 57mm (5.35" x 3.75" x 2.24")(Lx W x H)

Cuff Circumference

Approx.135 (W) x 485(L) mm
(Medium cuff: Fits arm circumference 22-42 cm)




Specifications

Temperature 10°C ~40°C (50°F~104°F)
idi 15% ~93%RH

Operating Environment Humidity 3%~ 93%

Pressure 800hPa~1060hPa

Temperature: -25°C~55C (-13°F~131°F)
Storage Environment

Humidity <93% RH
Classification: Internal Powered Equipment,Type BF ,Cuffis the Applied Part
Ingress Protection 1P21, Indoor Use Only
Rating:

Specifications are subject to change without notice.

This Blood Pressure Monitor complies with the European regulations and bears the

CE mark“CE 0123”.This blood pressure monitor also complies with mainly

following standards

(included but not limited):

Safety standard:

EN 60601-1 Medical electrical equipment part 1: General requirements for safety

EMC standard:

EN 60601-1-2 Medical Electrical Equipment -- Part 1-2: General Requirements For Basic
Safety And Essential Performance -- Collateral Standard: Electromagnetic Disturbances —
Requirements And Tests.

Performance standards:

IEC81060-2-30, Medical electrical equipment — Part 2-30: Particular requirements for the
basic safety and essential performance of automated non-invasive sphygmomanometers.
EN 1060-3 Non-invasive sphygmomanometers - Supplementary requirements for
electromechanical blood pressure measuring systems.

EN 1060-4 Non-invasive sphygmomanometers - Test procedures to determine the overall
system accuracy of automated non-invasive sphygmomanometers.

1SO 81060-2, non-invasive sphygmomanometers - part 2: clinical validation of automated
measurement type.



Warranty

The Blood Pressure Monitor is guaranteed for 2-year from the date of purchase. If the
Blood Pressure Monitor does not function properly due to defective components or poor
workmanship, we will repair or replace it freely. The warranty does not cover damages to
your Blood Pressue Monitor due to improper handling. Please contact local retailer for

details.



Electromagnetic Compatibility Information

The device satisfies the EMC requirements of the international standard IEC
60601-1-2. The requirements are satisfied under the conditions described in the
table below. The device is an electrical medical product and is subject to special
precautionary measures with regard to EMC which must be published in the
instructions for use. Portable and mobile HF communications equipment can affect
the device. Use of the unit in conjunction with non-approved accessories can affect
the device negatively and alter the electromagnetic compatibility. The device

should not be used directly adjacent to or between other electrical equipment.
Table 1

Guidance and declaration of manufacturer-electromagnetic emissions

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

Electromagnetic environment

Emissions test Compliance .
-guidance
The device uses RF energy only for
its internal function. Therefore, its
Radiated emission CISPR 11 |Group 1, emissions are very low and are not
class B. likely to cause any interference in

nearby electronic equipment.

The device is suitable for use in all
establishments, including domestic
establishments and those directly
Conducted emission CISPR 11 Group 1, connected to the public low-voltage

class B. power supply network that supplies
buildings used for domestic
purposes.
Harmonic emissions
IEC 61000-3-2 Class A

Voltage fluctuations/
flicker emissions Complies
IEC 61000-3-3 p




Electromagnetic Compatibility Information

Table 2

Guidance and declaration of manufacturer-electromagnetic immunity

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

ent.
TEC 60601 Compliance |Electromagnetic environment
IMMUNITY test testlevel level -guidance
) + 8kV + 8kV Floors should be wood, concrete
E}ectrostatlc contact contact or ceramic tile. If floors are
discharge (ESD) | £2kV,+4kV,| £2kV,*4kV,|covered with synthetic material,
IEC 61000-4-2 +8kV, +8kV, the relative humidity should be
+15kV air +15kV air at least 30 %.
Electrostatic +2kV, +2kV, Mains power quality should be that
transient/burst [ 100kHz, for 100kHz, for of a typical commercial or hospital
IEC 61000-4-4 | AC power port| AC power port | environment.
S +£0.5kV, £1kV | +0.5kV, £1kV | Mains power quality should be that
urge (differential differential i i i
IEC 61000-4-5 (differentia ofa>typlca1 commercial or hospital
mode) mode) environment.
0%UT; 0%UT;
0,5 cycle 0,5 cycle

Voltage dips,
short interrupti-
ons and voltage

At0°,45°,90°,
135°,180°,225°
,270°and 315°

0% UT; 1 cycle
and

At0°,45°,90°,
135°,180°,225°
,270°and 315°

0% UT; 1 cycle
and

Mains power quality should be that
of a typical commercial or hospital
environment.

variations on p- | 70 % UT; 70% UT;
ower supply in- 2'5/30 cycles 25/30 cycles
put lines Single phase: Single phase:
at0° at0°
IEC 61000-4-11 0%UT: 0%UT:
250/300 cycle 250/300 cycle
Power frequency Power frequency magnetic fields
(50/60 Hz) ) ) should be at levels charactertic of a
magnetic field 30A/m: 50Hz | 30 A/m; S0HZ | (ypical location in a typical comme-
or 60Hz or 60Hz

IEC 61000-4-8

rcial or hospital environment.




Electromagnetic Compatibility Information

Table 2(continued)

Guidance and declaration of manufacturer-electromagnetic immunity

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

ent.

IMMUNITY test

IEC 60601
testlevel

Compliance
level

Electromagnetic environment
-guidance

Radiated RF EM
fields
IEC 61000-4-3

3V/mor 10 V/im
80MHz-2.7
Ghz 80%AM at
1kHz

3V/mor 10 V/m
80MHz-2.7
Ghz 80%AM at
1kHz

Portable and mobile RF communications
equipment should be used no closer to any
part of the device, including cables, than
the recommended separation distance
calculated from the equation applicable to
the frequency of the transmitter.
Recommended seperation distance 80 MHz
to 800 MHz 800 MHz to 2.7 Ghz where P is
the maximum output power rating of the
transmitter in watts (W) according to the
transmitter manufacturer and d is the
recommended separation distance in
metres (m). Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site survey, a should be
less than the compliance level in each
frequency range. Interference may occur in
the vicinity of equipment marked with the
following symbol: &

Conducted
disturbances
Induced by RF
fields

IEC 61000-4-6

3Vin0.15
MHz- 80 MHz
6 Vin ISM
and/or amateur
radio bands
between 0.15
MHz and 80
MHz 80 %
AM at 1kHz

3Vin0.15
MHz- 80 MHz
6V in ISM
and/or amateur
radio bands
between 0.15
MHz and 80
MHz 80 %
AM at 1kHz

Portable and mobile RF communications
equipment should be used no closer to any
part of the device, including cables, than the
recommended separation distance
calculated from the equation applicable to
the frequency of the transmitter.
Recommended seperation distance 80 MHz
to 800 MHz 800 MHz to 2.7 Ghz where P is
the maximum output power rating of the
transmitter in watts (W) according to the
transm- itter manufacturer and d is the
recommended separation distance in

metres (m). Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site survey, a should be less
than the compliance level in each frequency
range. Interference may occur in the
vicinity of equipment marked with the
following symbol: &}
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Electromagnetic Compatibility Information

Table 3

Guidance and declaration of manufacturer-electromagnetic immunity

Nowadays, many RF wireless equipments have being used in various healthcare
locations where medical equipment and/or systems are used. When they are
used in close proximity to medical equipment and/or systems, the medical
equipment and/or systems’ basic safety and essential performance may be
affected. Arm-type Fully Automatic Digital Blood Pressure Monitor has been
tested with the immunity test level in the below table and meet the related
requirements of IEC 60601-1-2:2014. The customer and/or user should help
keep a minimum distance between RF wireless communications equipment and
this medical equipment and/or systems as recommended below.

Test Maximum : Immunit
. . Yy
fre(]]\}[l:[ncy (113\/?]]—1{3) Service Modulation power Dl(s::)nce test level
(MHz) (W) (V/m)
Pulse
385 380-390 |TETRA 400 | modulation 1.8 0.3 27
18Hz
N . ~ M
450 430-470 Sl 5 kliz deviation 2 0.3 28
710
LTE Pulse
_ 0.2 0.3
745 704-787 Band modulation o
780 13,17 217Hz
810 GSM 800/900,
TETRA 800, Pulse
870 800-960 iDEN 820, modulation 2 0.3 28
CDMA 850, 18Hz
930 LTE Band 5
1720 GSM 1800;
CDMA 1900; Pulse
GSM 1900; i
1845 1700-1990 | “SRe) modulation 2 0.3 28
LTE Band 1,3,| 217Hz
4,25; UMTS
1970
Bluetooth, WLAN, .
2450 2400-2570 [802.11 bigi,RFID [Pulse modulation 2 0.3 28
2450.LTE Band 7 217Hz
5240
WLAN Pulse
5500 5100-5800 | 802.11 [modulation 0.2 0.3 9
am 217Hz
5785




Electromagnetic Compatibility Information

Table 4

Recommended separation distances between portable and mobile RF
communications equipment and the device

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

Rated maximum| Separation distance according to frequency of transmitter
output power of n
transmitter 80 MHz to 800 MHz 800 MHz to 2.7 GHz
w G a<[g
0.01 0.12 0.23
0.1 0.38 0.73
1 1.2 2.3
10 3.8 7.3
100 12 23

For transmitters rated at a maximum output power not listed above, the
recommended separation distance d in metres (m) can be estimated using the
equation applicable to the frequency of the transmitter, where P is the maximum
output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE!1 At 80 MHz and 800 MHz, the separation distance for the higher
frequency range applies.

NOTE2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects

and people.




Additional Notes

Important Instructions Before Use

1. WARNING: 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.

2.WARNING: 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
Fully Automatic Digital Blood Pressure Monitor, including cables specified by the
MANUFACTURER. Otherwise, degradation of the performance of this equipment could result.
3.The software identifier refer to the software evaluation report, and the file code is
NYRJ220315017.

4.verify manometer pressure accuracy:

In the power down state, press and hold the " START/STOP" button, and theninstall

the batteries. Until the LCD screen is full, release the " START/STOP" button.

When the LCD screen displays the double zero, the bloodpressure meter is in static state.

At this point, 500ml gas capacity, calibrated standard pressure gauge and manual pressure device
can be connected to the sphygmomanometer through the sleeve interface of the
sphygmomanometer, and manual pressure can be applied to the effective display range of the
sphygmomanometer, and then the difference between the reading of the sphygmomanometer and
that of the standard pressure gauge can be compared.This mode can be used to verify manometer
pressure accuracy.

5.Contraindications:

Product is not intended for infants or individuals who cannot express their intentions.
6.Indications for use:

The digital blood pressure monitor is used to measure blood pressure and pulse rate from
upper-arm.

7.The patient is the operator:

the PATIENT is an intended OPERATOR.

the PATIENT Do not carry out other maintenance operations except to replace the battery.
8.WARNING:

Do not modify this equipment without authorization of the manufacturer.

9. ESSENTIAL PERFORMANCE Maintenance advice:

Pressure calibration will be carried out when this product leaves the factory. Patients can use the
method described in the section "Verify Manometer Pressure Accuracy" to verify the accuracy.
If the accuracy deviation is large, please contact the manufacturer to recalibration.
10.Mechanical strength and resistance to heatThe resistance to heat will be retained by device
during the EXPECTED SERVICE LIFE of the ME EQUIPMENT.



Additional Notes 37

11.Do not place the blood pressure monitor and cuff at will. It will cause asphyxiation if the child
swallows or twine around his neck.

12.The cuff and the case of the blood pressure monitor have been tested for biocompatibility and
do not contain allergenic or harmful materials.Please stop using it if allergy occurs during use.
13.Warning:

Non-professionals do not modify the equipment, otherwise it will make the equipment
measurement is not accurate.

14.Warning:

Do not expose the equipment for a long time, otherwise it will reduce the performance of the
equipment.

15.Warning:

This device is not used for children and pets

16.Clean:

The equipment can be cleaned by lay operator according to the cleaning procedures in the
instructions

17.Warning:

Do not use a damaged cuff for blood pressure measurement.

18.Warning:

When measuring with the cuff, if the tester feels seriously uncomfortable, press the button of the
blood pressure monitor to deflate the cuff, or remove the cuff directly from the arm.

19.Warning:

If an unexpected reading occurs, the operator can take several more measurements and consult a
doctor.

20.Warning:

This equipment is used outside the specified environment, may damage the equipment, and may be
inaccurate measurement.

21.Warning:

The Operator should not use the system and should inform the customer service,

ifthe ESSENTIAL PERFORMANCE is lost or degraded due to EM DISTURBANCES.

22.Warning:

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.

23.Warning:

Failure to use this equipment in the specified type of shielded location could result in degradation

of the performance of this equipment, interference with other equipment or interference with radio services
24.ME equipment not intended for use in conjunction with flammable agents “ME equipment not
intended for use in oxygen rich environment”



Additional Notes

Correct Disposal of This Product E
(Waste Electrical & Electronic Equipment)

|
This marking shown on the product indicates that it should not be disposed with other
household waste at the end of'its life. To prevent potential harm to the environment or to
human health, please separate this product from other types of wastes and recycle it
responsibly. When disposing this type of product, contact the retailer where product was
purchased or contact your local government office for details regarding how this item can
be disposed in an environmentally safe recycling center.
Business users should contact their supplier and check the terms and conditions of the
purchasing agreement. This product should not be mixed with other commercial wastes
for disposal. This product is free of hazardous materials.
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Giivenlik Bildirimi 2

VOICE (Ref Model: DBP-6191) Kan Basinct Monitériinii satin aldiginiz igin tegekkiir ederiz. Unite giivenilir devre ve
dayanikli malzemeler kullanilarak tiretilmistir. Dogru kullanildiginda, bu iinite yillarca tatmin edici bir
kullanim saglayacaktir.

Bu cihaz, yetiskinlerin ve 12 yas stii ergenlerin sistolik, diyastolik kan basmcini ve kalp atig hizim
osilometrik yontemle non-invaziv olarak 6l¢mek igin tasarlanmustir. Cihaz, bebekler ve ¢ocuklar iizerinde
kullanilmak {izere tasarlanmamustir. Cihaz evde veya klinikte kullanim igin tasarlanmistir. Tim
fonksiyonlar giivenle kullanilabilir ve degerler tek bir LCD EKRAN'da okunabilir. Olgiim pozisyonu
sadece yetigkin iist kol tizerindedir.

Liitfen cihazi kullanmadan 6nce bu kilavuzu iyice okuyunuz. Liitfen bu kilavuzu ileride bagvurmak tizere
saklayimn. Kan basmciizla ilgili 6zel bilgiler i¢in litfen DOKTORUNUZA DANISIN. Risk ve hasari
énlemek igin tiim uyar1 6nlemlerine uyun. Uniteyi sadece amaglandigi gibi calistirin. Kullanmadan 6nce
tiim talimatlar1 okuyun.

UYARI ISARETLERI VE KULLANILAN SEMBOLLER

& Dikkat

0 Zorunlu

® Yasaklanmig
BF Tipi Ekipman

Kullanim Talimatlarina Mutlaka Bagvurulmalidir

Seri Numarasi

ﬂ Kullanilmis tiriinii yerel yonetmeliklere uygun olarak geri doniisim
— toplama noktasina atin

c € Uriin, tibbi cihazlara iliskin (AB) 2017/745 MDR Y 6netmeliginin
0123 gerekliliklerine uygundur

Uretici firma

Avrupa Toplulugu'nda Yetkili Temsilci

Kuru Tutun

Giines Isigindan Uzak Tutun

Uretim Tarihi

Tibbi Cihaz

Tagima ve depolama sicaklik limitlerini temsil eder

Tagima ve depolama nem limitlerini temsil eder




Giivenlik Bildirimi

A Dikkat

Ciddi dolagim problemleri olan bireyler rahatsizlik yasayabilir. Kullanmadan Once
doktorunuza danisin.

Test sonuglar1 diizenli olarak anormal degerler gosteriyorsa doktorunuza bagvurun. Once
doktorunuza danismadan bu semptomlar1 kendi kendinize tedavi etmeye ¢alismaymn.

Uriin sadece kullanim amac igin tasarlanmustir. Higbir sekilde yanlis kullanmaym.

Uriin bebekler veya niyetlerini ifade edemeyen bireyler igin tasarlanmamistur.

S6kmeyin veya onarmaya ¢alismayin.

Yanls okumalara ve parazite neden olabileceginden veya cihaza parazit kaynagi
olabileceginden, cihazin yakininda giiglii elektrik veya elektromanyetik alanlar tireten cep
telefonlar1 ve diger cihazlari kullanmaymn.

Sadece EN 60601-1 ve EN 60601-1-2'ye uygun ¢ift yahtimli tavsiye edilen bir adaptor
kullanin (bkz. sayfa 5). Yetkisiz bir adaptor lastik ve elektrik carpmasina neden olabilir.

A Batarya Onlemleri

Yeni ve eski pilleri ayni anda karistirmayin.

Ekranda Diisiik Pil Gostergesi goriindiigiinde pilleri degistirin. " m "

Pil kutuplarmin dogru oldugundan emin olun.

Pil tiirlerini karistirmaymn. Uzun 6miirlii alkalin piller 6nerilir.

Cihaz 3 aydan daha uzun siire kullanilmayacaksa pilleri cihazdan ¢ikarm.

Pilleri uygun sekilde bertaraf edin; yerel yasa ve yonetmeliklere uyun.




it 155 g

Kullanmadan Once Onemli Talimatlar

1. Kendi kendinizi izlemeyi kendi kendinize teshis koymayla karigtirmaym. Kan basinct 6lgtimleri
yalnizca tibbi gegmisinizi bilen bir saglik uzmani tarafindan yorumlanmaldir.

2. Test sonuglari diizenli olarak anormal degerlere isaret ediyorsa doktorunuza bagvurun.

3. Tlag kullantyorsaniz, kan basincinizi $lgmek igin en uygun zamani belirlemek iizere doktorunuza
danisin. Regeteli bir ilact doktorunuza danigmadan ASLA degistirmeyin.

4. Ciddi dolagim sorunlart olan kisiler rahatsizlik yasayabilir. Kullanmadan 6nce doktorunuza
danisin.

5. Diyabet, karaciger hastaligi, arterioskleroz veya diger tibbi durumlardan kaynaklanan diizensiz
veya dengesiz dolagimi olan kisilerde, bilekte dlgiilen kan basinct degerleri ile iist kolda 6lgiilen kan
basinct degerleri arasinda farkliliklar olabilir. Koldan veya bilekten alinan kan basincinizdaki
egilimleri izlemek yine de yararl ve dnemlidir.

6. Damar daralmasi, karaciger rahatsizliklar: veya seker hastaligi olan kisiler, kalp pili veya zayif
nabzi olan kisiler ve hamile kadmlar kan basinglarmi kendileri 6lgmeden once doktorlarina
danigmalidir. Durumlarina bagl olarak farkli degerler elde edilebilir.

7. Atriyal veya ventrikiiler erken atim veya atriyal fibrilasyon gibi aritmilerden muzdarip kisiler bu
tansiyon aletini sadece doktorunuza danigarak kullanmalidir. Bazi durumlarda osilometrik dlgiim
yontemi yanlis okumalar iiretebilir.

8. Cok sik yapilan 6lgiimler, kan akisinin engellenmesi nedeniyle hastanin yaralanmasimna neden
olabilir.

9. Manset, daha fazla yaralanmaya neden olabileceginden bir yaranin iizerine uygulanmamalidir.

10. Mangeti IV inflizyonlar veya baska herhangi bir intravaskiiler erisim, tedavi veya arterio-vendz
(A-V) sant igin kullanilan bir uzva TAKMAYIN. Mansetin sigmesi kan akisini gegici olarak
engelleyerek hastaya zarar verebilir.

11. Manset, mastektomi yapilan taraftaki kola yerlestirilmemelidir. Cift mastektomi durumunda en
az baskin olan kolun tarafini kullanin.

12. Mansetin basinglandirilmasi, ayni uzuvda es zamanli olarak kullanilan izleme ekipmaninin
gecici olarak islev kaybina neden olabilir.

13.Sikistirilmis veya biikiilmiis bir baglanti hortumu siirekli manset basincina neden olarak kan
akismin engellenmesine ve hastada potansiyel olarak zararli yaralanmalara yol agabilir.

14.Unitenin ¢alismasiin hastanin dolagiminda uzun siireli bozulmaya yol agmadigini kontrol edin.
15. Uriin sadece kullanim amact igin tasarlanmistir. Higbir sekilde yanlis kullanmayin.

16. Uriin bebekler veya niyetlerini ifade edemeyen bireyler i¢in tasarlanmamistir.

17. Mesanenin uzun siireli asirt sismesi kolunuzda ekimoma neden olabilir.

18. Uniteyi veya kol mansetini sékmeyin. Onarmaya ¢aligmayin.

19. Sadece bu iinite i¢in onaylanmis kol mansetini kullanin. Diger kol mansetlerinin kullanilmasi
yanlig 6l¢lim sonuglarina neden olabilir.



Giivenlik Bildirimi

20. Sistem, tireticinin belirttigi sicaklik ve nem araliklarinin disinda saklanir veya kullanilirsa yanlis
okumalar tiretebilir.

21. Cihazi cep telefonlar: veya diger cihazlar tarafindan iiretilen giilii elektrik veya elektromanyetik
alanlarin yakininda kullanmayin, bunlar yanlis okumalara ve parazite neden olabilir veya cihaz i¢in
parazit kaynagi haline gelebilir. Cihazi, saglik tesisi disinda hasta nakli sirasinda da mevcut parazit
kaynagi nedeniyle kullanmayin.

22. Yeni ve eski pilleri ayni anda karigtirmayin.

23. Ekranda_"Diisiik Pil Gostergesi" goriindiigiinde pilleri degistirin. Her iki pili de aym anda

degistirin % ”

24. Pil tiirlerini karigtirmaym. Uzun 6miirli alkalin piller onerilir.

25. Cihaz 3 aydan daha uzun siire kullanilmayacaksa pilleri cihazdan ¢ikarin.

26. Pilleri kutuplar1 yanlis hizalanmug sekilde takmayin.

27. Pilleri uygun sekilde atin; yerel yasa ve yonetmeliklere uyun.

28. Yalnizca EN 60601-1 ve EN 60601-1-2 ile uyumlu ¢ift yalitimhi 6nerilen bir AC adaptérii
kullanin. Yetkisiz bir adaptor yangina ve elektrik ¢arpmasina neden olabilir.

29. Operatore Kullanim kilavuzuna/Kitap¢igia bagvurulmasi gerektigini bildirme @

30. Temel performans:

Elektrocerrahi girisim kurtarma Bkz. 202.6.2.101 IEC80601-2-30
Manometrenin hata sinirlari Bkz. 202.6.2.101 IEC80601-2-30
KAN BASINCI

BELIRLEMENIN Bkz. 202.6.2.101 IEC80601-2-30
TEKRARLANABILIRLIGI




Birim [lliistrasyonu

Monitor Birimi

LCD

“START/STOP”
Mangset Baglant1 Noktasi Diigmesi

“MEM” Diigmesi

USB Adaptér Girisi



Birim Illiistrasyonu

Kol Manseti

Ekran

Grup |

Manget Gevsek Gostergesi

DSO Kan Basinct Siniflandirma
Gostergesi

Kol Sarsintt Gostergesi
Son 3 Test Ortalamast
Diisiik pil gostergesi

Zaman/Tarih

Kol Manseti
Hava Tikaci

Grup 2
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Kalp Atis Hizi Gostergesi

Hava Tiipii

Sistolik Kan Basinct

Diyastolik Kan Basimct

Diizensiz Kalp Atis1 Gostergesi

Nabiz Atist
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2. Kullanim Kilavuzu

4. Tasima Torbasi

3. Kol Manseti

) Tibbi USB-Tipi C Baglanti Noktast
(Istege bagli. Kullanicilar adaptor satin almak isterlerse, [IEC
60601-1 gerekliliklerini karsilamalar: gerekir)



Onemli Test Yonergeleri a

1. Testten 6nce 30 dakika boyunca yemek yemekten, egzersiz yapmaktan ve banyo
yapmaktan kag¢inim.

2. Testten 6nce en az 5 dakika sakin bir ortamda oturun.

3. Test sirasinda ayakta durmaym. Kolunuzu kalbinizle ayni hizada tutarak rahat bir
pozisyonda oturun.

4. Test sirasinda konugmaktan veya viicut pargalarinizi hareket ettirmekten kaginimn.

5. Test swrasinda mikrodalga firn ve cep telefonu gibi giiclii elektromanyetik
parazitlerden kaginin.

6. Tekrar test etmeden 6nce 3 dakika veya daha uzun siire bekleyin.

7. Tutarhilik igin kan basmcinizi her giin ayni saatte 6lgmeye ¢aligin.

8. Test karsilagtirmalari yalnizca monitor ayni kolda, ayni pozisyonda ve giiniin ayni
saatinde kullanildiginda yapilmalidir.

9. Bu kan basinci monitorii ciddi aritmisi olan kisiler igin onerilmez.

10. Cihaz hasar gérmiigse bu kan basinci 6lgiim cihazini kullanmaym.



Hizli Baglama

1. Pilleri takin. (Bkz. Sekil A)
2. Manset hava fisini monitdr {initesinin sol tarafina takin. (Bkz. Sekil B)

L N
4

[0}

Sekil A Sekil B

3. Kol bolgesindeki kalin giysileri ¢ikarin.
4. Testten 6nce birkag dakika dinlenin. Sessiz bir yerde, tercihen masa basinda, kolunuz saglam bir
yiizeye dayali ve ayaklariniz yerde diiz olacak sekilde oturun (Bkz. Sekil C).

Sekil C

5. Manseti sol kolunuza uygulayin ve kalbinizle ayni seviyede tutun. Mansetin alt kismu dirsek
ekleminin yaklasik 1-2 cm (0,4-0,8") yukarisina yerlestirilmelidir. (Bkz. Sekil D & E)

Sckil D

6. Testi baslatmak i¢in " START/STOP diigmesine basimn.



Birim Kullanimi

Pil Montaj1

Pil kapagini okla gosterildigi gibi kaydirarak ¢ikarim.
Kutuplara gore 3 yeni AAA alkalin pil takin.

Pil kapagini kapatin.

USB Type-C girisi monitoriin arka tarafindadir. Tibbi USB-Tip C adaptérii (DC 5.0 V.1000mA)
cihazla birlikte kullanilabilir (Istege bagli, Kullanicilar baska adaptorler satin almak isterse, IEC
60601-1 gereksinimlerini karsilamalar1 gerekir).

Uniteye zarar verebileceginden baska tip adaptor kullanmayin.

Not: Gii¢ kaynagi ME EKIPMANININ bir parcast olarak belirtilmistir.
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Sistem Ayarlari

Giig kapaliyken, Sistem Ayarlarmi etkinlestirmek igin "START/STOP" diigmesine yaklasik 3
saniye basin.

Bellek Grubu simgesi yanip soner.

1. Bellek Grubunu segin

Sistem Ayart modundayken, test sonuglarini 2 farkli 2 grupta toplayabilirsiniz. Bu, 2 farkl
kullanicinin bireysel test sonuglarini kaydetmesine olanak tanir Bir grup ayar1 segmek igin MEM
diigmesine basin. Test sonuglar1 otomatik olarak segilen her grupta saklanacaktir.

2. Saat/Tarih ayar1
Yil ayarlama moduna girmek igin "START/STOP" diigmesine tekrar basm. Ilgili parametreler
"MEM" diigmesi ayarlanarak ayarlanabilir.
Ay ayar moduna girmek igin "START/STOP" diigmesine tekrar basin. Kullanic giin, saat, dakika ve
12/24 saat ayarlarini aym sekilde yapmaya devam edebilir. "START/STOP" diigmesine her
basildiginda, se¢iminiz kilitlenir ve ilgili parametreler "MEM" diigmesi ayarlanarak ayarlanabilir. (ay,
giin, saat, dakika, 12/24 saat)

Yr

2020 Vot 00:00¢

eh 24k

0s: - 0s: 10

3. Zaman Bigimi ayar1
Zaman format1 ayar modunu ayarlamak i¢in " START/STOP diigmesine tekrar basin. " MEM" diigmesini ayarlayarak saat formatin1 ayarlaymn.
EU, Avrupa Saati anlamina gelir US, ABD Saati anlamina gelir.

us  Ed

l2/ed v ie
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4. Ses Ayari
Ses ayar moduna girmek i¢in "START/STOP" diigmesine basin. "MEM" diigmesine basarak ses
formatin1 ACIK veya KAPALI olarak ayarlayin (konusma cihazi istege baghdir ve standart degildir).

N OFF

5. Ses Ayari
Ses ayar moduna girmek i¢in "START/STOP" diigmesine basimn. "MEM" diigmesini ayarlayarak ses
seviyesini ayarlaym. Alt1 ses seviyesi vardir (konusma cihazi istege baglidir ve standart degildir).

6. Kaydedilen Ayarlar
Herhangi bir ayar modundayken, iiniteyi kapatmak i¢in "START/STOP" diigmesine basin ve basil
tutun. Tiim bilgiler kaydedilecektir.

Not: Unite agik birakilir ve 3 dakika boyunca kullamlmazsa, otomatik olarak tiim bilgileri kaydedecek ve
kapanacaktir.
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Kol Mangsetinin Uygulanmast
1. Hava tapasini monitor iinitesinin sol tarafinda bulunan agikliga sikica takin.

2. Yapiskan naylon boliim disa bakacak sekilde, mangetin ucunu mansetin metal halkasinimn altina yerlestirin.
3. Mangseti dirsek ekleminin yaklasik 1-2 cm (0,4-0,8") yukarisina sabitleyin. En iyi sonuglar i¢in manseti ¢iplak
kola uygulaymn ve test sirasinda kalp hizasinda tutun.




Birim Kullanimi | )

Test

1. Gig Agik

Uniteyi agmak icin "START/STOP" diigmesine basin ve basili tutun. Unite hizli bir teshis gerceklestirirken LCD
ekran bir saniye boyunca goriinecektir. Unite test igin hazir oldugunda bir ses tonu belirecektir.

sarag: i

Not: Mansette 6nceki testten kalan hava varsa tinite galismayacaktir. Basing stabilize olana kadar LCD
yanip sonecektir. " : "



Birim Kullanimi

16

2. Test
Mangset sisirildikten sonra hava, ilgili manset basinci degeriyle gosterildigi gibi yavasca yiikselecektir. Ekranda ayni

anda kalp atist algilandigini gosteren yanip sonen bir « . « goriinecektir.

Not: Test sirasinda rahat olun. Konusmaktan veya viicut pargalarini hareket ettirmekten kaginim.

3. Sonug Ekrani
Ekranda sesli yaymla birlikte sistolik ve diyastolik kan basinci dlgiimleri goriintiilenecektir. Gegerli 6lgiimii temsil

eden bir gosterge, ilgili WHO Simiflandirmasinin yaninda goriinecektir.

L x|

n
4 'J
gt 15

Not: Ayrintili DSO Kan Basinc1 Smiflandirma Bilgileri igin Sayfa 23-24'e bakimiz.
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Diizensiz Kalp Atis1 Gostergesi
Monitér olgiim islemi sirasinda iki veya daha fazla kez diizensiz bir kalp ritmi tespit ederse, Slgiim
sonuglartyla birlikte ekranda Diizensiz Kalp Atisi Sembolii " ((') " goriintiilenir. Diizensiz kalp atis1 ritmi,
sistolik kan basinci ve diyastolik kan basinci dlgiiliirken tespit edilen ortalama ritimden %25 daha yavas veya
daha hizli ritim olarak tanimlamir. Test sonuglarimizda Diizensiz Kalp Atisi Sembolii ((.)) w stk sik
beliriyorsa doktorunuza danisin.

Gii¢ Kapal
Uniteyi herhangi bir modda kapatmak icin "START:STOP " diigmesine basilabilir. Unite, herhangi bir modda
yaklasik 3 dakika ¢alismadan kendi kendine giicii kapatabilir.

Giivenlik Onlemi: Test sirasinda kol mansetindeki basing ¢ok asiri hale gelirse, giicii kapatmak icin
"START/STOP" diigmesine basin. Manset basinc, {inite kapandiktan sonra hizla dagilacaktir.
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Son 3 Test Ortalamasi

Gii¢ kapaliyken, ekran goriintiisiinii etkinlestirmek igin "MEM" diigmesine basm. Unite kendi kendine tanilama
yaptiktan sonra, ckranda kullanilan son grubun son 3 okumasindan elde edilen ortalama test sonuglari
goriintiilenecektir. "AVG" sembolii, ilgili WHO Kan Basinci Gostergesi ile birlikte goriinecektir. Hafiza Kontrol
moduna "MEM" diigmesine basilarak erisilebilir. Diger gruplarm ortalama sonuglarini kontrol etmek i¢in, "SET"
diigmesini kapali konuma getirmeden nce istediginiz grubu segin. (Bkz. "Hafiza Grubu Se¢imi", Sayfa 12)

4]
3
3
I

Q

ag:o° 90

Hafiza Kontrolii

"MEM" diigmesini kullanarak geg¢mis test sonuglarini kontrol edebilirsiniz. Bellekteki en son test sonucu ve en eski
test sonucu "MEM" diigmesine basili tutularak goriintiilenebilir. Test sonuglarmni etkinlestirdikten sonra, bellekte
saklanan tiim test sonuglari arasinda gezinmek i¢in "MEM" diigmesine basabilirsiniz.

:-
U

3
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S av:3"



Birim Kullanim

Hafiza Silme

19

Hafiza Kontrol modundayken segilen bir grubun hafizas: silinebilir. Segilen gruptaki tiim hafiza kayitlarini silmek
igin " START/STOP " diigmesini yaklagik 3 saniye basili tutun. LCD ekranda "- - -" ve sesli yaymn "Hafiza Sil"
goriintiilenir. Ardindan test moduna gegin. Uniteyi kapatmak igin "START/STOP" diigmesine basin.

Not: Bellek silindikten sonra kurtarilamaz.

Diisiik Pil Gostergesi

Pil 5mrii azaldiginda ve test icin manseti sisiremediginde tnite "Diisiik Pil" mesaji verecektir." m " kapanmadan
once yaklasik 5 saniye boyunca ayni anda goriiniir. Bu sirada pilleri degistirin. Bu islem boyunca herhangi bir hafiza

kayb1 meydana gelmeyecektir.
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Statik Basing Olgiimii

Gii¢ kapali durumdayken, " START/STOP" diigmesini basili tutun ve ardindan pilleri takin. LCD ekran dolana

kadar " START/STOP" diigmesini birakin.

LCD ekranda gift sifir goriintiilendiginde, kan basinci 6lger statik durumdadar.

Yazilim versiyonu goriintiilenir: 10, sekildeki yazilim siiriimiidiir.

mmHg

D>

Not: Bu moda yalmizca Servis personelinin erismesine izin verilir, mod normal kullanimda

kullanilamaz.

Kol Sarsint1 Gostergesi

Olgiim sirasinda kol hareketi varsa (&) gériintiilenebilir. Bu

(b

- N
| ’-

durumun anormal Ol¢lim sonuglarina yol agabilecegini gosterir ve

olciim bittikten sonra LCD ekranda ) goriintilenir.

Mangset Gevsek Gostergesi

Olgiime baslarken, manset diizgiin bir sekilde sarildiginda @0

"goriintiilenecektir.

Manset ¢ok gevsek oldugunda CO) goriintiilenecektir. Bu

durumda, liitfen manseti dogru sekilde takin ve dlglime tekrar baslayin.
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Sorun giderme

isleme yontemi

duygusallik

Anormal olgu Neden analizi
Kol bands gok siki veya gok gevsek baglanmis | ¢ 1 ooy dogru sekilde sarn
ya da kol kayis yanhs baglanmus
Olgiim  sirasinda kolu hareket ettirin veya | Sessiz olun, kolunuzu sabit tutun ve monitorii
Elektronik sfigmomanometre hareket ettirmeyin
Anormal
sfigmomanometre Olgiim ~ sirasinda konusma,  gerginlik veya | Konusmak yerine, ruh halinizi sakinlestirmek ve

viicudunuzu rahatlatmak igin derin nefesler alin

Yanlis 6lgiim durusu

Durusu ayarlayin, bkz. "Kan basinct dlger takma’

Sarj isleminde parazit var veya dlgiim isleminde
yanlis islem var

Cahstirma Talimatlarina bakin.

Asagidaki tabloda 6l¢iim sirasinda olusabilecek hata isaretleri, olasi nedenleri ve igleme
yontemleri gosterilmektedir. Liitfen dogru yontemi kullanarak tekrar 6l¢iim yapin.

Hata Géstergesi

Sorunun Nedeni

Gozim

Er1

Yiiksek ve algak basinet algilayamiyor

Liitfen dlgiimden 6nce manseti baglayin

Er2

Manset ok bol veya gevsek

Liitfen lgiimden dnce manseti baglayin

Er3

Uygun olmayan sikigtirma

Tekrar 6lgiin Sorunu  gozemezseniz,  litfen
iiretici ile iletisime gegin

Er4

Basing 300mmllg'yi astyor

Liitfen lgiimden dnce manseti baglayin

Er5

Basing 3 dakika boyunca 15 mmHg'yi
asarsa

Mansctin ~ diiglimlenip ~ digimlenmedigini  veya
havalandirma valfinin tikalt olup olmadigini kontrol
edin. Sorun devam ederse, iiretic ile iletisime gegin.

Er6

Kan basinci dlgiimleri aralik disindaydi

Litfen sk ve tekrar olgin.  Sorunu
gdzemezseniz, litfen iirctici ile iletisime gegin

X1

Pil bitmis

Pili degistirin veya giig adaptoriini (varsa)
baglaymn

21

Not: Anormal durumu kendi basiniza gézemiyorsaniz, iireticiye veya ireticinin belirledigi birime telefonla damisabilirsiniz. Izin almmadan
sokiilmesi ve onarilmasi yasaktir. Gerekirse, profesyonel bakim personeli iireticiden bilesenlerin listesini ve devre sematik diyagramini

isteyebilir.
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Kan Basinci

Kan basinci, arterlerin duvarlarina dogru itilen kanm kuvvetidir. Tipik olarak
milimetre civa (mmHg) cinsinden dl¢iiliir. Sistolik kan basinci, kalp her attiginda
kan damar1 duvarlarina uygulanan maksimum kuvvettir. Diyastolik kan basinci,
kalp atiglar1 arasinda dinlenirken kan damarlarina uygulanan kuvvettir.

Bir bireyin kan basinci giin boyunca siklikla degisir. Heyecan ve gerginlik kan
basincinin yiikselmesine neden olabilirken, alkol almak ve banyo yapmak kan
basincini diisiirebilir. Adrenalin gibi bazi hormonlar (viicudunuzun stres altinda
salgiladig1) kan damarlarinin daralmasina neden olarak tansiyonun yiikselmesine
yol agabilir.

Bu 6l¢tim rakamlart ¢ok yiikselirse, kalp olmast gerekenden daha fazla calistyor
demektir.

Ust egri: sistolik kan basinct
200 Alt egri: diyastolik kan basme

mmHg

100_M

50 -

T T T T
6 12 18 24

. Giiniin saati
Ornek: bir giin i¢inde dalgalanma a (erkek. 35 yasinda)
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DSO Kan Basimci Smiflandirma Gostergesi

DBP-6191, Diinya Saglik Orgiitii'niin yerlesik yonergelerine dayanan bir
siiflandirma gostergesi ile donatilmistir. Asagidaki tablo (monitdr iinitesi
izerinde renk kodlu) test sonuglarini gostermektedir.

= — Siddetli Hipertansiyon

= —— Orta Derecede
Hipertansiyon

n —— Hafif Hipertansiyon

= ——  Yiiksek-normal

= —— Normal

n —— Optimal

:-
N - ’_‘-‘
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3
3
ju
=)

Normal

g%:30"

B: Kan Basinci Smiflandirma Gostergesi
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Saglik Hatirlatmasi

Hipertansiyon yagam kalitesini etkileyebilen tehlikeli bir hastaliktir. Kalp yetmezligi, bobrek yetmezligi
ve beyin kanamasi gibi pek ¢ok soruna yol agabilir. Saglikli bir yasam tarz: siirdiirerek ve doktorunuzu
diizenli olarak ziyaret ederek, erken evrelerinde teshis edildiginde hipertansiyon ve baglantili
hastaliklar1 kontrol etmek ¢ok daha kolaydir.

Sistolik
mmHg

180
160
140
130 Normal
120 Fovam

/ideal

Hafif Hipertansiyon

80 85 90 100 110 Diyastolik

mmHg

Not: Anormal bir okuma gergeklesirse telaglanmaym. Bir bireyin kan basincmnin daha iyi bir gostergesi, uzun bir
siire boyunca her giin ayni saatte 2-3 okuma yapildiktan sonra ortaya cikar. Test sonuglar1 anormal kalirsa
doktorunuza danigin.
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S: Kan basincini evde veya profesyonel bir saglik kliniginde 6l¢mek arasindaki fark nedir?

C: Evde yapilan kan basinci lgiimlerinin, giinliik yasamimzi daha iyi yansittig1 i¢in artik daha dogru
sonuglar verdigi distiniilmektedir. Klinik veya tibbi bir ortamda 6l¢tim yapildiginda degerler
yiikselebilir. Bu durum Beyaz Onliik Hipertansiyonu olarak bilinir ve endiseli veya gergin hissetmekten
kaynaklanabilir.

Not: Anormal test sonuglarina sunlar neden olabilir:

1. Yanlis manset yerlestirme

Mangsetin ¢ok siki veya ¢ok gevsek olmadigindan emin olun.

Mansetin alt kismmin dirsek ekleminin yaklasik 1-2 cm (1/2") iizerinde oldugundan emin olun.
2. Yanhs viicut pozisyonu

Viicudunuzu dik konumda tuttugunuzdan emin olun.

3. Endiseli veya gergin hissetmek

2-3 derin nefes alin, birkag dakika bekleyin ve teste devam edin.

S: Farkl1 degerlere ne sebep olur?

C: Kan basinci giin boyunca degisiklik gosterir. Diyet, stres, manson yerlestirme vb. gibi bir¢ok faktor
bireyin kan basincini etkileyebilir.

S: Manseti sol kola m1 yoksa sag kola m1 takmaliyim? Aradaki fark nedir?

C: Test swrasinda her iki kol da kullanilabilir, ancak sonuglari karsilastirirken ayni kol kullanilmalidir.
Sol kolunuzda test yapmak, kalbinize daha yakin oldugu igin daha dogru sonuglar saglayabilir.

S: Test igin giiniin en iyi zamani nedir?

C: Sabah vakti veya kendinizi rahat ve stressiz hissettiginiz herhangi bir zaman.
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1. Uniteyi diisiirmekten, carpmaktan veya firlatmaktan kaginin.

3. Uniteyi temizlerken yumusak bir kumas kullanin ve hafif deterjanla hafifge silin. Kir
ve fazla deterjani temizlemek i¢in nemli bir bez kullanin.




Bakim

4. Manset Temizligi: Manseti suya batirmayin! Mangetin yiizeyini temizlemek igin yumusak bir
beze az miktarda ispirto uygulaym. Temizlemek igin nemli bir bez (su bazli) kullanin. Mansetin
oda sicakliginda dogal olarak kurumasini bekleyin. Manget, farkli kullanicilar arasinda
kullanilmadan 6nce temizlenmeli ve dezenfekte edilmelidir.

5. Benzin, tiner veya benzeri ¢oziiciiler kullanmayin.

6. Uzun siire kullanilmayacaksa pilleri ¢ikarm.

7. Uriinii demonte etmeyin.

8. Performansin her 2 yilda bir kontrol edilmesi tavsiye edilir.

9. Beklenen hizmet 6mrii: Giinde 10 testte yaklasik ii¢ yil.

10. Kullanimdayken servis ve bakim yapilamaz ve bakim sadece servis personeli tarafindan
yapilmalidir. Servis ve bakim gerektiren parga, onarim, teknik destek saglanacaktir.
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Uriin Ozellikleri Tam otomatik Koldan Olger Tansiyon Aleti
Model Voice
Ekran LCD Dijital Ekran Olgii: 46mm x 62,1mm(1.817x2.44”)
Olgiim Yontemi Osilometrik Yontem
Sistolik Basmng 60mmHg~260mmHg
Diyastolik Basing 40mmHg~200mmHg
. Basing OmmHg~299mmHg
Olgiim Aralig
Basing Sapmast +3mmHg
Nabiz 30 ~ 180 atig/dakika
Nabiz Sapmast +5%
Basinglandirma Otomatik Basinglandirma
Hafiza Tarih ve Saat ile iki grupta 2x150 hafiza
Diizensiz Kalp Atis1 Tespiti
DSO Smiflandirma Gostergesi
Son 3 test ortalamast
Fonksiyon
Distik Pil Gostergesi
Otomatik Kapanma
Ses
Gilg Kaynags ot o sl e, T 40601 skttt sy
Pil Omrii Giinde 3 Test ile Yaklagik 2 ay
Birim Agirlik Yaklasik 188 gr (6,63 0z) (pil harig)
Birim Boyutlart Yaklasik 136mm x 95.3mm x 57 mm (5.35” x 3.75” x 2.24”) (UxGxY)
Manset Cevresi Yaklasik 135(G) x 485 (Y) mm (Orta manget: 22-42 cm kol ¢evresine uyar)
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Stcaklik 10C ~40°C (50°F~104°F)
Caligma Ortamu Nem 15% ~93%RH
Basing 800hPa~1060hPa
Sicaklik -25C~55T (-13°F~131°T)
Depolama Ortami
Nem <93% RH
Siniflandirma Dahili Elektrikli Ekipman, BF Tipi Manget Uygulanan Parcadir -
Girig Korumasi i
. L P21, Sadece I¢ Mekan Kullanimi
Degerlendirme

Teknik 6zellikler 6nceden haber verilmeksizin degistirilebilir.

Bu Kan Basinci Monitorii Avrupa yonetmeliklerine uygundur ve "CE 0123" CE isaretini tasir. Bu
tansiyon aleti ayrica baslica asagidaki standartlara da uygundur (dahil ancak bunlarla siirh degildir):
Giivenlik standardr:

EN 60601-1 Tibbi elektrikli ekipman béliim 1: Giivenlik i¢in genel gereklilikler

EMC standardi:

EN 60601-1-2 Tibbi Elektrikli Ekipman - Béliim 1-2: Temel Giivenlik ve Temel Performans Igin
Genel Gereklilikler -. Yardimer Standart: Elektromanyetik Rahatsizliklar - Gereklilikler ve Testler.
Performans standartlari:

IEC80601-2-30, Tibbi elektrikli ekipman - Bolim 2-30: Otomatik invaziv olmayan
sfigmomanometrelerin temel giivenligi ve temel performansi i¢in 6zel gereklilikler.

EN 1060-3 Non-invaziv sfigmomanometreler - Elektromekanik kan basinct 6lgtim sistemleri igin
tamamlayici gereklilikler.

ISO 81060-2, non-invaziv sfigmomanometreler boliim 2: otomatik 6l¢iim tipinin klinik validasyonu.



Garanti

Kan Basinct Monitorii satin alma tarihinden itibaren 2 yil garantilidir. Kan Basinct Monitérii kusurlu
bilesenler veya kotii is¢ilik nedeniyle diizgiin ¢aligmazsa, iicretsiz olarak onarir veya degistiririz.
Garanti, Kan Basinct Monitoriiniiziin yanhs kullanimindan kaynaklanan hasarlar1 kapsamaz.
Ayrmtilar i¢in liitfen yerel saticinizla iletisime gegin.
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Cihaz, IEC 60601-1-2 uluslararasi standardinin EMC gerekliliklerini karsilamaktadir. Gereksinimler
asagidaki tabloda agiklanan kosullar altinda karsilanmaktadir. Cihaz elektrikli tibbi bir tiriindiir ve
kullanim talimatlarinda yaymlanmas: gereken EMC ile ilgili 6zel ihtiyati tedbirlere tabidir. Tasinabilir
ve mobil HF iletisim ekipmanlari cihazi etkileyebilir. Cihazin onaylanmamus aksesuarlarla birlikte
kullanilmast cihaz1 olumsuz etkileyebilir ve elektromanyetik uyumlulugu degistirebilir. Cihaz
dogrudan diger elektrikli ekipmanlarin yaninda veya arasinda kullanilmamalidir.

Tablo 1

Kilavuz ve iiretici beyani-elektromanyetik emisyonlar

Cihaz, agagida belirtilen elektromanyetik ortamda kullanilmak iizere tasarlanmustir. Misteri veya cihazin kullanicisi, cihazin
boyle bir ortamda kullanildigindan emin olmalidir.

Emisyon testi Uygunluk Elektromanyetik ortam rehberligi

Cihaz RF enerjisini yalnizca dahili islevi i¢in
kullanir. Bu nedenle, emisyonlari gok diisiiktiir
ve yakindaki elektronik ekipmanlarda herhangi

Yayilan emisyon CISPR 11 Grup 1, bir parazite neden olmast muhtemel degildir.
sinif B.
Cihaz, evsel amagli kullanilan binalar1 besleyen
kamusal diisiik voltajli gii¢ kaynagi agina
dogrudan bagl olanlar ve evsel kuruluslar dahil
Grup 1 olmak iizere tiim kuruluslarda kullanim i¢in
I iletilen emisyon CISPR 11 smlfB.’ uygundur.

Harmonik emisyonlar IEC61000-3-2
Simf A

Gerilim dalgalanmalary/titreme
emisyonlar1 IC 61000-3-3
Uygun
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Tablo 2

Kilavuz ve iiretici beyani-elektromanyetik bagisiklik

Cihaz, asagda belirtilen ortamda izere . Miisteri veya cihazin kullamcist, cihazim béyle
bir ortamda kullanildigindan emin olmalidir.

. ) IEC 60601 Uygunluk v .
BAGISIKLIK testi test seviyesi seviyesi Elektromanyetik ortam rehberligi
Flektrostatik desari £ 8KV temas 2 £ 8KV temas £ 2 Zeminler ahsap, beton veya seramik karo olmalidir.

(ESCD)"I‘E“C‘é‘IOOBE?Z KV.£4kV, £ 8 KV.£ 4KV, 8KV, Zeminler sentetik malzeme ile kaplysa bagl nem
kV. £ 15 kV hava +15kV hava orani en az %30 olmahdur.

Elektrostatik
gecici/patlama
1IEC61000-4-4

AC giig portu igin +
2KV, 100kHz

AC giig portu igin +
2KV, 100kHz

Sebeke gig kalitesi tipik bir ticari ortam veya hastane
ortamina uygun olmalidr.

Asirt Gerilim IEC61000-

+0,5kV, =1kV
(diferansiyel mod)

+0,5kV, £1kV
(diferansiyel mod)

Sebeke giig kalitesi tipik bir ticari veya hastane ortamina
uygun olmalidir.

Giig kaynag giris
hatlarmdaki gerilim
dilsiisler, kisa kesintiler
ve gerilim degisimleri 1C

61000

0uT;
0.5 dongii
0°,45°, 90° 135°,
180°, 225°, 270° ve
3157de

0 UT; 1 déngii ve
%70 UT: 25/30
dongii Tek faz: 0°'de

0% UT: 2501300
dongii

Gilg frekansi (50/60 Hz)
manyetik alan IC 61000-

30 A/m; 50 Hz or 60 Hz

0uT;
0.5 dongii
0°,45°,90° 135°,
180°, 225°, 270° ve
315%de

OUT: 1 dongii ve
970 UT: 2530 dongit
Tek faz: 0°de

0% UT: 2501300
dongii

30 A/m; 50 Hz or 60 Hz

Sebeke giig kalitesi tipik bir ticari veya hastane ortamina
uygun olmalidir.

Gl frekanst manyetik alanlart, tipik bir ticari veya hastane
ortamindaki tipik bir yerin Karakteristik seviyelerinde
olmalidir.
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Tablo 2 (Devami)

Kilavuz ve iiretici beyani-elektromanyetik bagisiklik

Cihaz, asagida belirtilen

ortamda

bir ortamda kullanildigindan emin olmalidir.

izere tasarlanmistr. Misteri veya cihazin kullamcisi, cihazin boyle

BAGISIKLIK testi

TEC 60601
test seviyesi

Uygunluk
seviyesi

Elektromanyetik ortam rehberligi

Yayilan RF EM alanlart
1C 61000-4-3

3V/m veya 10 V/im
80MHz-2.7 Ghz
TkH'de %80AM

3 V/m veya 10
Vim 80MHz-2.7
Ghz. 1 kHz'de
%80AM

Tasinabilir ve mobil RF iletisim ckipmanlari, kablolar dahil
olmak iizere cihazin higbir parcasina, vericinin frekanst igin
gegerli denklemden hesaplanan tavsiye edilen_ayirma

fe daha yakin Onerilen
ayirma mesafesi 80 MHZ ila 800 MHz 800 MHz ila 2,7
Ghz Burada P, verici iireticisine gore watt (W) cinsinden
vericinin maksimum gikis giicii degeri ve dis metre (m)
cinsinden Snerilen ayirma mesafesidir. Bir elektromanyetik
saha arasirmasi il belirlendigi izere, sabit RF
vericilerinden  gelen alan  giicleri, a, cach frekans
arali@indaki uyumluluk seviyesinden daha az olmalidir.
Asagidaki  sembolle isaretlenmis ~ekipmanin  yakininda
parazit olusabilir: [sembol]

Iletilen bozukluklar RE
alanlari tarafindan
indiiklenen IC 61000-4-6

0,15 MHz - 80
MHz arasinda 3 V
0,15 MHz - 80
MHz arasinda ISM
veiveya amatdr
radyo bantlarinda 6
V IkHz'de %80
AM

0,15 MHz - 80
MHz arasinda 3 V
0,15 MHz - 80
MHz arasinda ISM
verveya amator
radyo bantlarinda 6
V IkHz'de %80
AM

Tagmabilir ve mobil RF iletisim ekipmanlari, kablolar dahil
olmak iizere cihazim hicbir parcasina, vericinin frekanst igin
gecerli denklemden  hesaplanan tavsiye edilen  ayirma

inden daha yakin Onerilen ayirma
mesafesi 80 MHz ila 800 MHz 800 MHz ila 2,7 Ghz Burada
P, verici iireticisine gore vericinin watt (W) cinsinden
maksimum gikis giicii degeri ve d, metre (m) cinsinden
onerilen  ayirma  mesafesidir.  Elcktromanyetik  saha
aragtirmast ile belirlenen sabit RF vericilerinden gelen alan
giicleri, a her frekans araliginda uyumluluk seviyesinden daha
az olmahdir. Asagdaki sembolle isarctlenmis ckipmanin
yakininda parazit olusabilir: [sembol]
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Tablo 3

Kilavuz ve iiretici beyani-elektromanyetik bagisiklik

Giiniimiizde birgok RF kablosuz ekipman, tibbi ekipman ve/veya sistemlerin
kullanmildigr ¢esitli saglik hizmeti yerlerinde kullanilmaktadir. Tibbi ekipman ve/veya
sistemlerin yakininda kullanildiklarinda, tibbi ekipman ve/veya sistemlerin temel
giivenligi ve temel performansi etkilenebilir. Kol tipi Tam Otomatik Dijital Tansiyon
Aleti, asagidaki tabloda yer alan bagisiklik testi seviyesi ile test edilmistir ve IEC
60601-1-2:2014"n ilgili gereksinimlerini karsilamaktadir. Miisteri ve/veya kullanici,
RE kablosuz iletisim ekipmani ile bu tibbi ekipman ve/veya sistemler arasinda asagida
onerilen minimum mesafenin korunmasina yardimei olmalidir.

Test

Bant

Modiilasyon

o ity Hizmet N:;is: |\yl:‘\vx)m Mesafe (M) TE’:L;! f'\k\','i\
(MHz) (Vim)
Pu se
385 380-390 [TETRA 400|modulation 1.8 0.3 27
18Hz
- ~ M
450 430-470 g&ﬁhﬁgw T;;Hyﬂ:emuon 2 0.3 28
710
LTE Pulse 0.2 0.3
745 704-787 Band modulation . . 9
780 13,17 217Hz
810 GSM 800/900,
TETRA 800, Pulse
870 800-960 iDEN 820, modulation 2 0.3 28
CDMA 850, 18Hz
930 LTE Band 5
1720 GSM 1800;
CDMA 1900; Pulse
1845 1700-1990 | GSM 1900: | modulation 2 0.3 28
DECT;
LTE Band 1,3, | 217Hz
4,25, UMTS
1970
2450 | 2400-2570 [sor et aiiy [Pulse modulation 2 0.3 28
2450.LTE Band 7 2 7Hz
5240
WLAN Pulse
5500 5100-5800 802.11 | modulation 0.2 0.3 9
am 217Hz

5785
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Tablo 4

Tasinabilir ve mobil RF iletisim ekipmant ile cihaz arasinda onerilen ayirma mesafeleri

Cihaz, yayilan dolayisiyla parazitlerin kontrol edildigi bir elektromanyetik ortamda
kullanilmak iizere tasarlanmigtir. Cihazin misterisi veya kullanicisi, taginabilir ve mobil
RF iletisim ekipmani (vericiler) ile cihaz arasinda, iletisim ekipmanimnimn maksimum
cikis giicine gore asagida Onerildigi gibi minimum bir mesafe birakarak
elektromanyetik paraziti onlemeye yardimet olabilir.

S . Verici frekansina gore ayirma mesafesi
Vericinin nominal
maksimum ¢ikis m
giicii 80 MHz to 800 MHz 800 MHz to 2.7 GHz
_|35 |
W d_[El}/; dﬁ[EJﬁ
0.01 0.12 0.23
0.1 0.38 0.73
1 1.2 2.3
10 3.8 7.3
100 12 23

Yukarida listelenmeyen bir maksimum ¢ikis giiciine sahip vericiler i¢in, metre (m)
cinsinden Onerilen ayirma mesafesi, vericinin frekanst i¢in gegerli olan denklem
kullanilarak tahmin edilebilir; burada P, verici ireticisine gore watt (W) cinsinden
vericinin maksimum ¢ikis giicti degeridir.

NOT: 80 MHz ve 800 MHz'de, daha yiiksek frekans araligi igin ayirma mesafesi
gegerlidir.

NOT 2: Bu yonergeler her durumda gegerli olmayabilir. Elektromanyetik yayilim
yapilardan, nesnelerden ve insanlardan gelen emilim ve yansimadan etkilenir.
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Kullanmadan Once Onemli Talimatlar

1. UYARI: Bu ekipmanimn diger ekipmanlarla bitisik veya iist {iste kullanilmasindan kag¢inilmalidir ¢iinkii
yanls ¢alismaya neden olabilir. Boyle bir kullanim gerekliyse, normal calistiklarin1 dogrulamak igin bu
ckipman ve diger ekipman gézlemlenmelidir.

2. UYARI: TASINABILIR RF iletisim ekipmani (anten kablolari ve harici antenler gibi gevre birimleri dahil),
URETICI tarafindan belirtilen kablolar dahil olmak iizere Kol Tipi Tam Otomatik Dijital Kan Basinct '
Monitdriiniin higbir parcasina 30 cm'den (12 ing) daha yakin kullanilmamalidir. Aksi takdirde, bu ekipmanin
performansinda bozulma meydana gelebilir.

3. Yazilim tanimlayicisi yazilim degerlendirme raporuna atifta bulunur ve dosya kodu NYRJ220315017.

4. Manometre basing dogrulugunu dogrulaymn: Giig¢ kapali durumdayken, "START/STOP" diigmesini basilt
tutun ve ardindan pilleri takin. LCD ekran dolana kadar " START/STOP" diigmesini birakin. LCD ekran ¢ift
sifir gosterdiginde, kan basinci olger statik durumdadir. Bu noktada, 500 ml gaz kapasitesi, kalibre edilmis
standart basing gostergesi ve manuel basing cihazi, tansiyon aletinin manson arayiizii aracilifiyla tansiyon
aletine baglanabilir ve tansiyon aletinin etkin ekran araligina manuel basing uygulanabilir ve ardindan
tansiyon aletinin okumasi ile standart basing gostergesinin okumasi arasindaki fark karsilastirilabilir. Bu mod,
manometre basing dogrulugunu dogrulamak i¢in kullamlabilir.

5. Kontrendikasyonlar: Uriin bebekler veya niyetlerini ifade edemeyen bireyler igin tasarlanmamustir.
6.Kullanim endikasyonlari: Dijital kan basinct monitorii, tist koldan kan basincini ve nabiz hizini

6lgmek igin kullanilir.

7.Hasta operatérdiir: HASTA amaglanan bir OPERATORDUR. pili degistirmek disinda baska bakim islemleri
yapmayin.

8.UYARI: Ureticinin izni olmadan bu ekipmani modifiye etmeyin.

9. TEMEL PERFORMANS Bakim tavsiyesi: Bu tiriin fabrikadan ¢iktiginda basing kalibrasyonu yapilacaktir.
Hastalar dogrulugu dogrulamak i¢in "Manometre Basing Dogrulugunu Dogrulama" béliimiinde agiklanan
yontemi kullanabilir. Dogruluk sapmas biiyiikse, yeniden kalibrasyon igin liitfen iireticiyle iletisime gegin.
10.Mekanik gii¢ ve 1stya kars direng Istya karsi direng, ME EKIPMANININ BEKLENEN HiZMET OMRU
boyunca cihaz tarafindan korunacaktir.



Ek Notlar 37

11.Kan basinct monitoriinii ve mansonu istediginiz gibi yerlestirmeyin. Cocuk yutarsa veya boynuna dolanirsa
bogulmaya neden olur.

12. Manset ve tansiyon aletinin kasasi biyouyumluluk agisindan test edilmistir ve alerjenik veya zararli
maddeler igermez. Kullanim sirasinda alerji olusursa liitfen kullanmay: birakin.

13. Uyari: Profesyonel olmayan kisiler ekipmanda degisiklik yapmamalidir, aksi takdirde ekipmanm 6lgtimii
dogru olmayacaktir.

14. Uyart: Ekipmani uzun siire Ekipmani uzun siire maruz birakmayn, aksi takdirde ekipmanin performansint
digtirecektir.

15. Uyar1 Bu cihaz ¢ocuklar ve evcil hayvanlar igin kullamlmaz.

16.Temizleme Ekipman, talimatlardaki temizleme prosediirlerine gére operator tarafindan temizlenebilir

17. Uyar1 Kan basmec 6l¢timi i¢in hasarli bir manget kullanmaym.

18. Uyar:: Mansetle 6l¢tim yaparken Mansetle ol¢im yaparken, test cihazi ciddi rahatsizlik hissederse,
mangetin havasmi indirmek i¢in kan basinci monitériiniin diigmesine basmn veya manseti dogrudan koldan
¢ikarin.

19. Uyari: Beklenmedik bir okuma meydana gelirse, operator birkag ol¢iim daha yapabilir ve bir doktora
danigabilir.

20. Uyart: Bu ekipman Bu ekipman belirtilen ortam disinda kullanilirsa, ekipmana zarar verebilir ve yanls
6lglim olabilir.

21 Uyart: Operator sistemi kullanmamali ve 1M DISTURBANCES nedeniyle TEMEL PERFORMANS
kaybolur veya bozulursa miisteri hizmetlerini bilgilendirmelidir.

22. Uyar: Bu ekipmanin {ireticisi tarafindan belirtilenler veya saglananlar disinda aksesuarlarin,
déniistiiriiciilerin ve kablolarin kullanilmasi elektromanyetik emisyonlarin artmasina veya bu ekipmanin
elektromanyetik bagisikliginin azalmasina ve yanlis galigmaya neden olabilir.

23. Uyart: Bu ekipmanin belirtilen tiirde korumali bir yerde kullanilmamasi, bu ekipmanin performansinin
diigmesine, diger ekipmanlarla etkilesime girmesine veya radyo hizmetleriyle etkilesime girmesine neden
olabilir

24. ME ekipmani yanict maddelerle birlikte kullanim i¢in tasarlanmamustir "ME ekipmani oksijen agisindan
zengin ortamda kullanim i¢in tasarlanmamigtir”
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)i

Bu Uriiniin Dogru Sekilde imha Edilmesi  mmmmm

(Atik Elektrikli ve Elektronik Ekipman) Uriin iizerinde gosterilen bu isaret, kullamm 6mrii sonunda diger
evsel atiklarla birlikte atilmamasi gerektigini gosterir. Cevreye veya insan sagligina olasi zararlart onlemek
icin, litfen bu triinii diger atik tiirlerinden ayirm ve sorumlu bir sekilde geri doniistiiriin. Bu tiir bir tirtini
bertaraf ederken, tiriiniin satin alindig1 perakendeciyle iletisime gegin veya bu iiriiniin ¢evre agisindan giivenli
bir geri doniisiim merkezinde nasil bertaraf edilebilecegine iliskin ayrmntilar i¢in yerel devlet dairenizle
iletisime gegin. Ticari kullanicilar tedarikgileriyle iletisime ge¢meli ve satin alma sézlesmesinin hiikiim ve
kosullarmni kontrol etmelidir. Bu tiriin atilmak tizere diger ticari atiklarla karistirilmamalidir. Bu tirtin tehlikeli
madde icermez.
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