plusmed

health management

UltraScan I1

KIZILOTESI KULAKTAN ve ALINDAN
OLCEN TERMOMETRE

INFRARED THERMOMETER
EAR & FOREHEAD SCAN

THERMOMETRE INFRAROUGE
OREILLE ET FRONTAL SANS CONTACT

TERMOMETRO INFRARROJO
DEL 0IDO Y EXPLORACION DE LA FRENTE

® Kullanim Kilavuzu

N [nstruction Manual

iR Manuel d'emploi

& Manual de Instrucciones

www.plusmed-health.com




Contents

Introduction ... 02
Product Description  ......ciiiiiiiiiiiiii 03
Lcd Display Introduction .........cooeviiiniiiiiiniinininnn.n. 04
Basic Functions — .....occoiiiiiiiiiiiiia 05
Real Time Clock Setting — ....ccviviiiiiiiiiinnnn.. 06
Body Temperature  ......cocoiiiiiiiiiiiiiiieieeeeaan 08
Ilustration For Use  .oooiiiiiiiiiiiiiiiieeeiee e, 09
Temperature Taking Hints ..., 15
Memory Mode i 17
Selecting A Temperature Scale  .......covevviiiiiininnn. 18
Care And Cleaning  ...c.ocooviiiiiiiiiiiiiiiiiieieieeeen, 19
Battery Replacement — ......coooiiiiiiiiiiiiiien 21
Specifications ..o.iiiiiiiii 22
Troubleshooting  ....oiiiiiiiiii e 23
Calibration ........c.coiiiiiiiiiiii e 25
SCIVICE ottt 26
Warranty .. 27
Electromagnetic Compatibility Information ............... 28



Introduction

The ear/forehead thermometer is intended for measuring forehead
temperature and ear temperature. It allows you to quickly and easily
measure body temperature. It converts the measured heat into a
temperaturereading displayed on the LCD.

Intended use:The infrared ear/forehead thermometer is intended for the
intermittent measurement of human body temperature. The device can
be reused by people of all ages for home use and clinical use.
Indications for Use: The infrared ear/forehead thermometer is used to
measure body temperature.

Intended user:People of all ages.There is no gender or age limitation
for using infrared ear/forehead thermometers.
Claims:No specific claim except the achievement of the intended use.
Complications:None.
Please read all instructions carefully and thoroughly
before using this product.
Warning:
1. It's not meant to replace a visit to the doctor. Please consult with doctor if
you have health concerns.
2. There is no gender or age limitation for using infrared ear/forehead thermometer.
3. Do not allow children to take their temperatures unsupervised,some parts are
small enough to be swallowed.
4. Never immerse this device in water or other liquids(not waterproof).
5. Do not modify this equipment without authorization of manufacturer.
6. Do not expose the thermometer to temperature extremes (below -25°C/-13°F
orover 55°C/131°F) nor excessive humidity (>95%RH).
7. Keep the battery away from children.
8. Remove battery from the device when not in operation for a long time.
9.Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or patient is established.
10.ME equipment should not be cleaned while in use.
11.The probe of the ME equipment shall not be serviced or maintained while
in use with a patient.
12. To avoid inaccurate readings, always attach a new, clean probe cover for
each temperature reading.
13.This thermometer must only be used with this brand thermometer probe covers. 2
14. The device can make measurements with or without a probe cover.



Product Description

. Forehead Cover
. Probe

. START Button
. (I) Button

. S Button

. Battery Cover




LCD Display Introduction
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Basic Functions

Real Time Clock

The real time clock will be recorded with the memory function and
help you to recognize each measurement result.

- Please see the Real time clock setting section to learn how to
setup the time in the first use.

Ear/Forehead
Temperature Mode

The thermometer has been designed for practical use. It's not
meant to replace a visit to the doctor. Please also remember to
compare the measurement result to your regular body temperature.
— Please see the lllustration For Use section to learn how to
measure the body temperature.

Probe cover detection|
and eject function

The thermometer has been designed for use with or without probe
cover. Users can press the eject button to remove the probe cover.

Object Temperature
Mode

The object mode shows the actual, unadjusted surface
temperatures, which is different from the body temperature. It can
help you to monitor if the object temperature is suitable for the baby
or patient, for example the baby's milk.

Measure time of object mode:Approx. one second.

Measuring range of object mode: 0°C~100°C(32°F~212°F).
Laboratory accuracy of object mode: 4% or +2°C(4°F) whicheveris
greater.

- Please see the lllustration For Use section to learn how to
measure the object temperature.

Beep Alarm

If thermometer detects a body temperature = 37.8°C(100.0°F)
under ear mode, there will be a long beep sound followed by three
short beep sound to warn the user.

Memory Mode

There are each 10 sets memories for ear, forehead and object
measurements. Each memory also records the measurement
date/time/mode icon.

°C/ °F Switch

Please see the Selecting A Temperature Scale section to learn
how to change between Celsius and Fahrenheit.
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Real Time Clock Setting

When using thermometer for the first time, please set the parameters
of the thermometer. With the thermometer off, press and hold
S BUTTON to enter into setting mode for 3 seconds.

e

H

@ Set the time format

Euq H The device can display the time
in either an AM/PM (12-hour) or

a24:00(24-hour) format. Press

and release S BUTTON to select

the format. With the preferred

time format on the display, press

Ea:{:

co
c3

(b BUTTON, the Hour figure is
flashing automatically.

(2 Set the hour

Press and release the S BUTTON to advance

one hour until the correct hour appears.

After the hour is set, press () BUTTON, the Minute
figure is flashing automatically.

3 Set the minute

Press and release the S BUTTON to advance

one minute until the correct minute appears.

After the minute is set, press [0) BUTTON, the Year
figure is flashing automatically.



Real Time Clock Setting

@ Set the year

Press and release the S BUTTON to advance

one year until the correct year appears.

After the year is set, press ) BUTTON, the Month
figure will appear.

®) Set the month

Press and release the S BUTTON to advance

one month until the correct month appears.

After the month is set, press () BUTTON, the Date
figure is flashing automatically.

®) Set the date

Press and release the S BUTTON to advance
one day until the correct month appears.
After the day is set, press () BUTTON to exit
the setting mode.



Body Temperature

The temperature of a healthy person is affected by various factors:
the person’s individual metabolism, their age(body temperature is
higher in babies and toddlers and decreases with age. Greater
temperature fluctuations occur faster and more often in children,
e.g. due to growth spurts), their clothing, the ambient temperature,
the time of day(body temperature is lower in the morning and
increases throughout the day towards evening), the preceding

physical and, to a lesser extent, mental activity.

Itis suggested that users develop the habit of daily measurement,
and use this product to establish a private normal temperature

range for themselves and their families as a reference for

measurement.




[1lustration For Use

P> Before measurement:

® Check before each use that the lens is intact. [f it is damaged,
contact your retailer or the service address.

@ Bear in mind that the thermometer needs to have been in the room
in which the measurement is taken for at least 30 minutes before
use.

® Users and the thermometer should be in the same ambient
temperature.

® Before each measurement, make sure that the device is in the

appropriate mode for the measurement that you wish to take.

P> How to switch between ear and forehead mode:

® When the device is on, Press and hold the S BUTTON to switch
between ear mode and forehead mode.

P> To measure forehead temperature:

Note:

® Oils or cosmetics on the forehead may give a lower temperature
reading than the actual one. Remove dirt from the forehead before
taking a measurement. Wait at least 10 minutes after washing the

forehead area before taking a reading.



[1lustration For Use

e Do notuse the thermometer on a perspiring or sweating forehead,
as this may affect the reading.
@ Remove hat and hair and wait 10 minutes before taking a reading.

. Install the forehead cap.
2. Press the ) BUTTON to switch on the thermometer and the

display is activated to show all segments.

—_

3. After self-checking, Figure 1 appears on the display screen with
beeps, so you can start a new measurement.

4. Place the probe with the forechead cap fitted on the temple.

5. Press the START BUTTON to start measurement.

6. Move the thermometer smoothly over the forehead to the other
temple and back.

7. The measured value appears on the display and the end of the
measuring is signalled by a short beep.

8. The thermometer will shut off automatically after 60 seconds
of inactivity. To prolong battery life, press the ) BUTTON to

turn the unit off.

Figure 1



[llustration For Use

> To measure ear temperature:

@ Some people produce different readings in their left and right ear.
In order to record temperature changes, always measure a person’s
temperature in the same ear.

® Asear wax can affect the measurement, you should clean the ear
before measuring if necessary.

1. Remove the forehead cap. To achieve accurate readings, ifa
probe cover is needed ,make sure a new, clean probe cover is

in place before each measurement. Place a new probe cover
on the probe firmly; making sure the probe and the inner portion
of the probe cover fit snugly.

2. Press the () BUTTON to switch on the thermometer and the
display is activated to show all segments.

3. After self-checking Figure 2 appears on the display screen with
beeps, so you can start a new measurement.

4. Make sure that the sensor tip and the ear canal are clean. As
the ear canal is slightly curved, you have to pull the ear slightly
up and backwards before inserting the sensor tip.(See Figure 3)

® When using the thermometer on infants under age 1, pull the
ear up making sure the sensor faces the eardrum(See Figure 4).
® When using the thermometer on individuals over the age of 1,
pull the ear back making sure the sensor faces the eardrum.
(See Figure 5).
5. Press the START BUTTON to start the measurement.
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[1lustration For Use

. The measured value appears on the display and the end of the
measuring is signalled by a short beep. Iferror messages appears,
it means the thermometer is not ready for measurement.

Note:
a.A waiting period of 20 seconds between testing is
recommended to avoid excessive cooling of the skin.
b. Probe cover sign stand for taking the ear temperature with
probe cover now and vice versa.
c. To avoid the risk of cross contamination, it is recommended
that you always measure the ear temperature with probe cover.

. The thermometer will shut off automatically after 60 seconds
of inactivity. To prolong battery life, press the & BUTTON to
turn the unit off.

Figure 2 Figure 3




[1lustration For Use

r Figure 4 9/ Figure 5

P To measure object temperature:

1. First eject the probe cover.

2. Press the O button to switch on the thermometer.

3. Hold down the ® BUTTON and the S BUTTON simultaneously
for 2 seconds to switch to object temperature mode(= appears on
the LCD display.

4. Aim the thermometer at the center of the object you want to
measure with a distance of 1 to 2 cm.

5. Press the START BUTTON to start measurement.

6. The measured value appears on the display and the end of the
measuring is signalled by a short beep.

7. To exit object temperature mode, hold down the® BUTTON and
the S BUTTON simultaneously again for 3 seconds.

8. The thermometer will shut off automatically after 60 seconds
of inactivity. To prolong battery life, press the ) BUTTON to
turn the unit off.

Remarks:
This mode shows the actual, unadjusted surface temperatures,
which is different from the body temperature.
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[1lustration For Use

P> After measurement:

1.

Power off: Device will automatically shut off if left idle for

more than 1 minute to extend battery life.

. Clean the probe after each use to ensure an accurate reading and

avoid cross contamination.

(See the section of Care and Cleaning for details.)

» BackLight:
In Ear/Forehead mode:

1.

The display will be lighted GREEN for 3 seconds with a happy
face © when the unit is ready for measurement and a measurement
is completed with areading less than 37.3°C(99.1°T).

. The display will be lighted YELLOW for 3 seconds with a happy

face© when a measurement is completed with a reading less than
37.8°C(100.0°F).

. The display will be lighted RED for 3 seconds with a bad face @

when a measurement is completed with a reading equal to or higher
than 37.8°C(100.0°F).

In Object mode:

The display will only be lighted GREEN for 3 seconds when the

unit is ready for measurement and a measurement is completed.

14



Temperature Taking Hints

To ensure that the reading always reflects the body temperature
accurately, you need to take account of the following factors which
may affect an accurate reading.

1. Itis important to know each individual's normal temperature
when they are well. This is the only way to accurately diagnose
a fever. To determine normal temperature, take multiple readings
when healthy. Re-measure with a standard digital thermometer
for confirmation.

2. The probe window of the thermometer is the most delicate part
of the device. Do not touch the probe window. The accuracy of
the reading may be affected if the probe window is damaged or
dirty.

3. Users should not drink, eat, or be physically active such as
bathing, showering, shampooing and hair drying before/while
taking the measurement. In these cases, wait 20 minutes prior to
taking a temperature.

4. Holding a hand on the forehead for any length of time will affect

the temperature reading.

15




Temperature Taking Hints

5. Do not take temperature over scar tissue, open sores or abrasions.

6. Don't take a measurement while or immediately after nursing a
baby.

7. Do not use this thermometer outdoors.

8. Do not take temperatures with this thermometer near places that
are very hot, such as fireplaces and stoves.

9. If the thermometer is stored in a significantly different
environment than testing location, place it in the testing

location for approximately 30 minutes prior to use.

10.The patient is an intended operator.




Memory Mode

1. The Memory Mode can be accessed either in ear mode, forehead
mode or object mode:

When the thermometer has been turned on and followed by
Figure 1/2 or finished testing, press and hold the ) BUTTON for
three seconds. The letter MEM will appear in the center right
corner of the display. (See Figure 6)

2. The thermometer will automatically memorize the last 10
temperature readings. Each memory also records the
measurement date/time/mode icon. Each time the O BUTTON
is pressed, the screen displays past readings that correspond
with a number 1-10. The number 1 reflects the most recent
reading, while the number 10 reveals the oldest reading stored
in memory.(See Figure 7)

3. Inthe memory mode, the mode icon always exist. The user can
press the START BUTTON to take new measurements.

M

ME
°

—m e 1=

Figure 6 Figure 7




Selecting A Temperature Scale

1. Temperature readings are available in the Celsius ('C) or
Fahrenheit ('I) scale.

2. With the unit off, press and hold the START BUTTON for
3 seconds to enter into unit changing mode.

3. Press and release S BUTTON to select the unit.

4. When the preferred unit on the display, press ) BUTTON to

exit the unit changing mode.

Figure 8




Care And Cleaning

1. Probe covers are intended for single use only!

Absent, damaged, perforated, or soiled probe covers can lead to
inaccurate temperature readings.

2. The probe window must be kept clean, dry, and undamaged at all
times to ensure accurate readings. The accuracy of temperature
readings can be affected by damage to the probe window, or the
presence of dirt and ear wax on the probe window.

3. Fingerprints, earwax, dust and other soiling compounds reduce
transparency of the window and result in lower temperature
readings. If the thermometer is accidentally placed in the ear
without a probe cover installed, the window must be cleaned
immediately.

4. The probe window is the most delicate part of the thermometer.
To safely clean the window, gently wipe its surface with a cotton
swab slightly moistened with isopropyl alcohol and immediately
wipe dry with a clean cotton swab. After cleaning, allow at least
5 minutes drying time before taking temperatures.

Note: Do not use any chemical other than isopropyl alcohol to
clean the probe window.

5. Use asoft, dry cloth to clean the thermometer display and
exterior.

6. The thermometer is not waterproof. Do not submerge the unit in

water when cleaning.
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Care And Cleaning

7. Store the thermometer in a dry location, free from dust and
contamination and away from direct sunlight.
8. Periodic cleaning of the device following use to prevent patient
cross infection.
-Use a soft cloth slightly moistened with a 75% isopropyl alcohol
solution to wipe the thermometer and probe. Do not use
abrasive cleaners.
9. Ensure that children do not use the instrument unsupervised;
some parts are small enough to be swallowed.
10. Do not remove or modify the equipment without permission.
11. Strong electromagnetic fields may interfere with the proper
operation of the thermometer. The device needs special
pre-cautions regarding EMC according to the EMC information.
12. Itis not intended for use in the oxygen rich environment and
presence of flammable anesthetic mixture with air, oxygen or
nitrous oxide.
13. Put the thermometer back to the original packaging after using.
Store the thermometer and probe cover in a dry location, free
from dust and contamination and away from direct sunlight.




Battery Replacement

1. Replace battery when" 3 " appears in the upper right corner
of LCD display. (See Figure 9)
2. Slide battery cover down as shown in Figure 10.

3. Remove battery and install 2 new AAA alkaline batteries
as shown in Figure 11.
. Slide battery cover back on.

)
/ M
Figure 9 /

Figure 10

Figure 11




Specifications

Measuring range

Ear/Forehead mode: 34.0°C~43.0°C(93.2°F ~109.4°F")

Measuring site

Ear canal(Ear Mode). Forehead(Forehead Mode)

Reference body site

Oral (This thermometer converts the ear temperature to
display its “oral equivalent.”)

Operation mode

Ear/Forehead mode(Adjust mode)

Laboratory accuracy

Ear/Forehead mode:

+0.2°C (0.4°F) during 35.5°C~42.0°C (95.9F~107.6F)

at 15C~35C (59.0°F~95.0°F) operating temperature range
+0.3°C (0.5°T) for other measuring and operating
temperature range

Display resolution

0.1C or 0.1°F

Measure time

Ear mode: Approx. one second
Forehead: Approx. three seconds

Operating temperature
range:

10C~40C(50°F~104°F), 15%~85%RH, non-condensing
Atmospheric Pressure : 70kPa ~ 106kPa

Storage and transport
temperature range

-25'C~55C (-13F~131°F), 15%~95%RH, non-condensing
Atmospheric Pressure : 70kPa ~ 106kPa

Clinical accuracy

0-1 year:Ear temperature: Clinical bias: 0.05°C (0. 09°F ) ; Clinical
repeatability: 0.21°C (0.38°F) ; Limits of agreement: 0.76°C (1.37°F")
Forehead temperature: Clinical bias; 0.08°C (0. 14°F ) ; Clinical
repeatability: 0.33°C (0.59°F ) ; Limits of agreement: 0.73°C (1.31°F)
1-5 years:Ear temperature: Clinical bias: 0.11°C (0. 20°F) ; Clinical
repeatability: 0.34 C (0.61°F) ; Limits of a(%reemem: 136°C (245°F)
Forehead temperature; Clinical bias: 0.24°C (0. 43°F") ; Clinical
repeatability: 0.40°C (0.72°F) ; Limits of agreement: 1.49°C (2.68°F )
over 5 years: Ear temperature: Clinical bias: 0.21°C (0. 38°F ) ; Clinical
repeatability: 0.21°C (0.38°T) ; Limits of agreement: 0.99°C (1.78°F)
Forehead temperature: Clinical bias: 0.22°C (0. 40°F) ; Clinical
repeatability: 0.26 C (0.47°F ) ; Limits of agreement: 1.10°C (1.98°F)

Shock withstands drop of 3 feet
Dimension 155*39* 50mm

Weight Approx.85grams(with batteries)
Battery DC3V(2XAAA battery)
Battery life Approx. 6000 readings

Applied part Probe

Expected service life/
/Shelflife

Three years

Ingress protecting rating

1P22

Accessories

Battery, probe cover

Contraindications

None
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D
Troubleshooting

Error message Problem Solution
N
' ' Measurement before Take a measurement
S . until thermometer is
' ' ' thermometer is ready .
N ready(with 2 beeps).
Place the thermometer
- - The ambient temperature | inaroom for at least 3
l ' is not within the range minutes at room
'- '- '- between 10C and 40C | temperature between
- - (50T ~1047T). 10°C and 40°C
(50T ~104°T)
l- -' The thermometer is Eeadgllustra;ltlion F(;)r
o oo e placed incorrectly se thoroughly an
L ‘ -' or unsteady. take a new temperature
measurement.

Allow the thermometer
to rest in a room for at
least 30 minutes at
room temperature:
between 10°C and 40°C

'- ' ' The thermometer
- ! showing a rapid ambient
' temperature change.

(50T ~1047T)
Unload the battery,
'- ‘- ) wait for 1 minute and
S The thermometer is not | repower it. If the
' ' ' functioning properly. message reappears,
- -’

contact the retailer
for service.
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Troubleshooting

Error message

Problem

Solution

In object temperature
mode, measurement
with probe cover.

Remove probe cover in
object temperature mode.

In Ear/Forehead mode:
Temperature taken is
higher than43.0 'C
(109.4°T).

In Object mode:
Temperature taken is
higher than 100 ‘C
(212°F).

Read Temperature Taking
Hints Thoroughly, then
take a new temperature
measurement.

In Ear/Forehead mode:
Temperature taken is
lower than 34.0 'C
(93.2°F).

In Object mode:
Temperature taken is
lower than 0°C(32°F).

Read Temperature
Taking Hints thoroughly ,
then make sure the lens
filter are clean, then take
anew temperature
measurement.

The thermometer works
properly.

Use the thermometer
normally

[k (i

2N

When battery outline
flashes, it indicates that
the power is low, but you
can continue to measure.

The thermometer will take
a proper measurement but
batteries must be replaced
soon.

[

The thermometer could
not work due to low
battery.

Replace two new
alkaline batteries
size AAA.
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Calibration

The thermometer is initially calibrated at the time of manufacture.
If the thermometer is used according to the use instruction, periodic
readjustment is not required. However, We recommends checking
calibration every year or whenever clinical accuracy of the
thermometer is in question. Please send the complete device to the
dealers or manufacturer.

The above recommendations do not supersede the legal requirements
The user must always comply with legal requirements for the control
of the measurement, functionality, and accuracy of the device which
are required by the scope of relevant laws, directives or ordinances
where the device is used.

A clinical summary and procedures for checking calibration are
available upon request.(Turn on the thermometer and press the power
button long time until entering into calibrate mode, software version
will be displayed.)

TYPE BF APPLIED PART Unique device identifier

E Disposal of this product and used batteries should be carried out in accordance
with the national regulations for the disposal of electronic products

@ Refer to instruction manual/booklet LOT| Batch Code

/l/'ss“‘—' Storage and Transportation Temperature Limit:
=% -13°F ~131°F(-25°C~55C)

T06kPa
@ Atmospheric pressure limitation
TokPa

Medical Device & Date of manufacture

95%
25 15% Storage and Transportation Humidity limitation: 15%~95%RH



Service

The thermometer has a limited one year warranty. Do not attempt
to disassemble or repair the thermometer by yourself. Should
service be required during or after the warranty period you must
contact the manufacturer. Repackage the thermometer carefully in
its original packaging or securely pack to avoid damage during
shipping. Include the original sales slip indicating the date of
purchase, a note describing the problem, and your return address.
Send the thermometer prepaid and insured.

The lay operator or lay responsible organization should contact the
manufacturer or the manufacturer's representative:

- forassistance, if needed, in setting up, using or maintaining the
thermometer; or

- toreportunexpected operation or events.

‘ Manufacturer

OO,
%9 General symbol for recovery/recyclable

The product conforms to the requirements

c € 01 23 of'the EC Directive MDR (EU) 2017/745
on medical devices

Authorized representative in the European Community

The first num.2:Protected against solid foreign objects of 12,5 mm (& and greater.
IP22 The second num.2:Protection against vertically falling water drops when ENCLOSURE
tiltedup to 15°

A Caution
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Warranty

This appliance conforms to the following standards:

ISO 80601-2-56 Medical electrical equipment —Part 2-56:
Particular requirements for basic safety and essential performance
of clinical thermometers for body temperature measurement,

IEC 60601-1-11 Medical electrical equipment —Part 1-11: General
requirements for basic safety and essential performance —Collateral
Standard: Requirements for medical electrical equipment and
medical electrical systems used in the home healthcare environment
and complies with the requirements of IEC 60601-1-2(EMC),

IEC 60601-1(Safety) standards. And the manufacturer is ISO 13485
certified.

Thermometer is warranted by manufacture to be free from defects in
material and workmanship under normal use and service for a period
of one year from the date of delivery to the first user who purchases
the instrument. This warranty does not cover batteries, damage to the
probe window, or damage to the instrument caused by misuse,
negligence or accident, and extends to only to the first purchaser of
the product.
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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.

28



Electromagnetic Compatibility Information

Table 1

Guidance and manufacturer’s declaration — electromagnetic emission

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.

Emissions test Compli Electromagnetic envir t — guid
The device uses RF energy only for its internal
Conducted emission Not function. Therefore, its RF emissions are very low and
i are not likely to cause any interference in nearb;
CISPR 11 applicable : kely t ‘ y y
. - Group 1 The device is suitable for use in all
Radiated emission ClasspB lish : ing domestic establi and
CISPR 11 those directly connected to the public low-voltage power
Harmonic emissions supply network that supplies buildings used for domestic

Not applicable PUIposes.

TEC 61000-3-2

Voltage fluctuations /

flicker emissions Not applicable

IEC 61000-3-3

29



Electromagnetic Compatibility Information

Table 2

Guidance and manufacturer’s declaration — 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 environment.

Immunity test

IEC 60601
test level

Compliance level

Electromagnetic environment -

Electrostatic
discharge (ESD)

+ 8 kV contact

+2kV,+4 kV, =8 kV, =15 kV

+ 8 kV contact

+2 kV, +#4 KV, =8 kV, 15 kV

Floors should be wood, concrete or
ceramic tile. If floors are covered with
synthetic material, the relative humidity
should be at least 30 %.

input lines

1EC 61000-4-11

70 % UT
(30 % dip in UT )
for 25/30 cycles at 0°

0%UT
(100 % dip in UT )
for 250/300 cycle at 0°

IEC 61000-4-2 air air
Electrostatic * 2\‘1:]:;]? r“i(;:x'er
transient /burst | 00 11 repetition frequency N/A N/A
1EC 6100044 £ 1KV for inputoutput
lines
Surge N .
+0.5kV, *;nloé(;/ differential NA N/A
IEC 61000-4-5 Lo
line-line
0% UT
(100 % dip in UT )
for 0.5 cycle at 0°, 45°, 90°,
135°,180°, 225°, 270°, and
315°
Voltage dips, short
interruptions and [ 0 % UT
voltage variations | (100 % dip in UT )
on power supply for 1 cycle at 0° N/A N/A

Power frequency
(50/60 Hz)

30 A/m, 50/60Hz

30 A/m, 50/60Hz

Power frequency magnetic fields should be
at levels characteristic of a typical location

magnetic fields

magnetic field in a typical commercial or hospital
IEC 61000-4-8 environment.
Proximity

IEC 61000-4-39 See Table 3 See Table 3

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

Table 3
Test specifications for ENCLOSURE PORT IMMUNITY to proximity magnetic fields
Test frequency Modulation IMMUNITY TEST LEVEL (A/m)
30 kHz @) cw 8
134,2 kHz Pulse modulation ®) 65¢)
2,1 kHz
13,56 MHz Pulse modulation ®) 75¢)
50 kHz

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

b) The carrier shall be modulated using a 50% duty cycle square wave signal.

¢) r.m.s., before modulation is applied.

Table 4
Guidance and manufacturer’s declaration — electromagnetic i ity
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.
Immunity test TEC 60601 test Compliance
level level
Conducted RF 3 Vrms N/A
150 kHz to 80 MHz
IEC 61000-4-6 6 Vrms 150 kHz to
80 MHz outside
ISM bandsa
Radiated RF 10 V/im
10 V/m
IEC 61000-4-3
80 MHz to 2.7 GHz
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Table 4 continued

NOTE 1At 80 MHz and 800 MHz, the higher frequency range applies. NOTE 2
These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

a The ISM(industrial, scientific and medical) bands between 0,15 MHz and 80 MHz
are 6,765 MHzt06,795 MHz;13,553 MHz to 13,567 MHZ;26,957 MHz to 27,283
MHz; and 40,66 MHz to 40,70 MHz. The amateur radio bands between 0,15 MHz
and 80 MHz are 1,8 MHz to 2,0 MHz,3,5 MHz to 4,0 MHz,5,3 MHz to 5,4 MHz,7
MHz to 7,3 MHz,10,1 MHz to 10,15 MHz,14 MHz to 14,2 MHz,18,07 MHz to 18,17
MHz,21,0MHz to 21,4MHz,24,89 MHz to 24,99 MHz,28,0 MHz to 29,7 MHz and
50,0 MHz to 54,0 MHZ.

b The compliance levels in the ISM frequency bands between 150 kHz and 80 MHz
and in the frequency range 80 MHz to 2,7 GHz are intended to decrease the
likelihood that mobile/portable communications equipment could cause
interference if it is inadvertently brought into patient areas. For this reason, an
additional factor of 10/3 has been incorporated into the formulae used in
calculating the recommended separation distance for transmitters in these
frequency ranges.

c Field strengths from fixed transmitters, such as base stations for radio(cellular/
cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To
assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in
the location in which the device is used exceeds the applicable RF compliance level
above, the device should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as
re-orienting or relocating the device.

d Over the frequency range 150 kHz to 80 MHz, field strengths should be less than
3V/m.
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Electromagnetic Compatibility Information

Table 5

Recommended separation distances between RF wireless communications equipment

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

Maximum
Frequency . TEC 60601 Compliance
MHz P”xe' Distance Test Level Level
385 1.8 0.3 27 27
450 2 0.3 28 28
710
745 0.2 0.3 9 9
780
810
870 2 0.3 28 28
930
1720
1845 2 0.3 28 28
1970
2450 2 0.3 28 28
5240
5500 0.2 0.3 9 9
5785

Note 1: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.
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WARNINGS!

- This device should not be used in the vicinity or on the top of other
electronic equipment such as cell phone, transceiver or radio
control products. If you have to do so, the device should be
observed to verify normal operation.

- The use of accessories and power cord other than those specified,
with the exception of cables sold by the manufacturer of the

equipment or system as replacement parts for internal components,

may result in increased emissions or decreased immunity of the
equipment or system.

- Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation.

- 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.

- 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 device,including cables
specified by the manufacturer. Otherwise, degradation of the
%erformance of'this equipment could result.

ortable and mobile RF communications can affect the device.
The device needs special pre-cautions regarding EMC according to
the EMC information provided in the accompany documents.

- Do not use the devices in the MR environment.

- The Operator should not use the system and should inform the
customer service, if the ESSENTIAL PERFORMANCE is lost or
degraded due to EM DISTURBANCES.

- PRECAUTION: The performance of the device may be degraded
should one or more of the following occur:

- Operation outside the manufacturer’s stated temperature and
humidity range.

- Storage outside the manufacturer’s stated temperature and
humidity range.

- Mechanical shock (for example, drop test) or degraded sensor.

- Patient temperature is below ambient temperature.
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Giris
Kulak/alin termometresi alin sicakligini ve kulak sicakligini 6lgmek igin
tasarlanmistir. Viicut 1s1sm1 hizli ve kolay bir sekilde 6lgmenizi saglar. Olgiilen
1s1y1 LCD'de goriintiilenen bir sicaklik okumasina doniistiiriir.
Kullanim amaci: Kizil6tesi kulak/alin termometresi, insan viicut sicakliginin
6l¢limii igin tasarlanmistir. Cihaz, ev kullanimi ve klinik kullanim i¢in her
yastan insan tarafindan tekrar tekrar kullanilabilir.
Kullanim Endikasyonlart: Kizilotesi kulak/alin termometresi viicut sicakligini
6lgmek igin kullanilir.
Kullanim amaci: Kizil6tesi kulak/alin termometresinin kullanimu igin herhangi
bir cinsiyet veya yas sinirlamasi yoktur.
Iddialar: Kullanim amacinin gergeklestirilmesi disinda 6zel bir iddia yoktur.
Komplikasyonlar: Yoktur.
G Liitfen bu iiriinii kullanmadan énce tiim talimatlar1 bagtan
sonra dikkatle okuyun.
Uyan
1. Doktor vizitinin yerini almas1 amaglanmamustir. Saglikla ilgili endigeleriniz varsa
litfen doktorunuza danisin.
2. Kiz1l6tesi kulak/alin termometresini kullanmak igin herhangi bir cinsiyet veya yas
sinirlamasi yoktur.
3. Cocuklarin ateslerini gozetimsiz dlgmelerine izin vermeyin, bazi pargalar
yutulabilecek kadar kiigiiktiir.
4. Bu cihazi asla suya veya baska sivilara daldirmayin (su gegirmez degildir).
5. Ureticinin izni olmadan bu cihaz iizerinde degisiklik yapmayn.
6. Termometreyi asir1 sicakliklara (-25°C/-13°F altinda veya 55°C/131°F iizerinde)
veya asirt neme (>%95 bagil nem) maruz birakmayn.
7. Pilleri gocuklardan uzak tutun.
8. Uzun siire kullanilmayacaksa pilleri cihazdan ¢ikarin.
9. Cihazla ilgili olarak meydana gelen herhangi bir ciddi olay, iireticiye ve kullanicinin
ve/veya hastanin yerlesik oldugu tilkenin yetkili makamina bildirilmelidir.
10. Bu ME cihazi kullanimdayken temizlenmemelidir.
11. ME cihazinin probu bir hastada kullanimdayken servis veya bakim yapilmamalidir.
12. Yanlis okumalar1 6nlemek igin, her sicaklik okumas igin daima yeni ve temiz bir
prob kapag takin.
13. Bu termometre sadece bu marka termometre prob kapaklari ile kullanilmalidir.
14. Cihaz prob kapagi ile kullanimda ve prob kapagi olmadan 6l¢iim yapabilir.



Uriin Tanim

1. Alin Baghigi
2. Prob

3. START Tusu
4.® Tusu

5. S Tusu

6. Pil Kapagi
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Temel Islevler

Gergek Zamanli Saat

Gergek zaman saat hafiza isleviyle kaydedilecek ve her 6l¢iim sonucunu
tanimaniza yardime1 olacaktir.

— Ilk kullanimda saatin nas1l ayarlanacagini 6grenmek icin liitfen Gergek
zamanli saat ayar1 boliimiine bakin.

Termometre pratik kullanim i¢in tasarlanmustir. Doktor vizitinin yerini almasi
amaglanmanustir. Liitfen 6l¢iim sonucunu normal viicut sicakhiginizla

Kulak/Alin
kargilagtirmay1 unutmayin.

Isis1 Modu — Viicut sicakliginin nasil élgiilecegini 6grenmek igin liitfen Kullamm Sekli
béliimiine bakin.

Prob kapagi algilama ve| Bu termometre, prob kapagi ile veya prob kapagi olmadan kullanilabilecek

¢ikarma fonksiyonu

sekilde tasarlanmistir. Prob kapagini ¢ikarmak igin ¢ikarma tusuna basilabilir |

Nesne Isist Modu

Nesne modu, viicut sicakligindan farkli olan gergek, ayarlanmamus yiizey
sicaklhiklarini gosterir. Nesne (6rnegin bebegin siitii) sicakliginin bebek veya
hasta i¢in uygun olup olmadigini izlemenize yardimet olabilir.

Nesne modunun &l¢iim siiresi: Yaklasik bir saniye.

Nesne modunun 6l¢tiim araligr: 0°C~100°C (32°F~212°F).

Nesne modunun laboratuvar dogrulugu: +%4 veya +2°C (4°F) hangisi daha
bityiikse.

— Nesne 1s1s1nn nasil dlgiilecegini 6grenmek igin liitfen Kullamm Sekli
boliimiine bakmn.

Bip Alarmi

Termometre kulak modunda > 37,8°C (100,0°F) viicut sicaklig1 tespit ederse,
kullaniciyr uyarmak igin uzun bir bip sesi ve ardindan iig kisa bip sesi
duyulacaktir.

Hafiza Modu

Kulak, alin ve nesne 6l¢iimleri igin 10'ar hafiza vardir. Her hafiza 6l¢iim
tarihini/saatini/mod simgesini de kaydeder.

°C/°F Anahtar1

Celsius ve Fahrenheit arasinda nasil gegis yapilacagini 6grenmek igin liitfen
Bir Is1 Olgegi Segme boliimiine bakmn.




Gercek Zamanh Saat Ayar

Termometreyi ilk kez kullanirken liitfen termometrenin parametrelerini
ayarlaym. Termometre kapaliyken, ayar moduna girmek igin S
TUSUNU 3 saniye basili tutun.

. A L) Saat bi¢imini ayarlayin

S H SauH Cihaz, saati AM/PM (12 saat) ya da
24:00 (24 saat) formatinda
goriintiileyebilir. Formati se¢gmek i¢in
S TUSUNA basin ve birakin. Tercih
edilen saat format1 ekrandayken &
TUSUNA basin, Saat rakami1 otomatik
olarak yanip soner.

IBEG [J Saati ayarlaym

Dogru saat goriinene kadar bir saat ilerlemek
i¢in S TUSUNA basin ve birakin.

Saat ayarlandiktan sonra @ TUSUNA basin,
Dakika rakami otomatik olarak yanip soner.

[] Dakikay1 ayarlayin

Dogru dakika goriinene kadar bir dakika
ilerlemek igin S TUSUNA basin ve birakin.
Dakika ayarindan sonra ! TUSUNA basin,
Y1l rakami otomatik olarak yanip soner.




Gercek Zamanh Saat Ayar

[J Y1l ayarlaym

Dogru y1l goriinene kadar bir yil ilerlemek i¢in S
TUSUNA basin ve birakin.

Y1l ayarlandiktan sonra, @ TUSUNA basin, Ay
rakam goriinecektir.

[J Ay1 ayarlayin

Dogru ay goriinene kadar bir ay ilerlemek igin S
TUSUNA basin ve birakin.

Ay ayarlandiktan sonra ¥ TUSUNA basin, Tarih
rakami otomatik olarak yanip séner.

[ Tarihi ayarlaym

nE-nE Dogru ay goriinene kadar bir giin ilerlemek igin S
TUSUNA basin ve birakin.

Giin ayarlandiktan sonra, ayar modundan ¢ikmak

i¢in @@ TUSUNA basin.



Viicut Isis1

Saglikli bir kisinin 1s1s1 ¢esitli faktorlerden etkilenir: Kisinin
bireysel metabolizmasi, yasi (viicut sicakligi bebeklerde ve
kii¢iik cocuklarda daha yiiksektir ve yasla birlikte azalir.
Ornegin bilyiime ataklar1 nedeniyle cocuklarda daha hizl ve
daha sik sicaklik dalgalanmalar1 meydana gelir), giysileri,
ortam sicaklig1, gliniin saati (viicut sicaklig1 sabahlar1 daha
diistiktiir ve giin boyunca aksama dogru artar), dnceki fiziksel
ve daha az 6l¢iide zihinsel aktivite.

Kullanicilarin giinliik 61¢iim aliskanligr geligtirmeleri ve bu
irlinii 6l¢lim i¢in bir referans olarak kendileri ve aileleri igin
6zel bir normal sicaklik aralig1 6l¢iimil yapmak igin
kullanmalar1 dnerilmektedir.



Kullanim Ac¢iklamalari

» Olciimden once:

* Her kullanimdan dnce lensin saglam olup olmadigini kontrol
edin. Hasarliysa, saticinizla veya servisle iletisime gegin.

* Termometrenin kullanilmadan &nce en az 30 dakika boyunca
6l¢lim yapilan odada bulunmasi gerektigini unutmayin.

* Kullanicilar ve termometre ayni ortam sicakliginda
olmalidr.

* Her dl¢imden 6nce, cihazin almak istediginiz 6l¢iim i¢in
uygun modda oldugundan emin olun.

» Kulak ve alin modu arasinda nasil gecis yapilir:
* Cihaz agikken, kulak modu ve alin modu arasinda gegis
yapmak i¢in S TUSUNU basili tutun.

» Alin sicakligint 6lgmek igin:

Not:

* Alindaki yaglar veya kozmetikler gercek sicaklik degerinden
daha diisiik bir sicaklik degeri verebilir. Ol¢iim yapmadan
once alnmizdaki kiri temizleyin. Olgiim yapmadan dnce alin
bolgesini yikadiktan sonra en az 10 dakika bekleyin.



Kullanim Ac¢iklamalari

* Okumay etkileyebileceginden, termometreyi terli alinda

kullanmayin.
* Varsa sapkayi ¢ikarin, sag1 ayirin ve dl¢lim yapmadan dnce

10 dakika bekleyin.

1. Alin basligini takin.

2. Termometreyi agmak igcin TUSUNA basin. Ekran tiim
unsurlart gosterecek sekilde etkinlesir.

3. Otomatik kontrolden sonra, yeni bir dlglime
baslayabilmeniz i¢in bip sesleriyle birlikte ekranda Sekil
1 goriiniir.

4. Probu alin kapag: takili olarak sakaga yerlestirin.

5. Ol¢iimii baslatmak icin START TUSUNA basin.

6. Termometreyi alnin iizerinden diger sakaga ve geriye
dogru yumusak bir sekilde hareket ettirin.

7. Olgiilen deger ekranda goriiniir ve 6l¢iimiin bitisi kisa bir
bip sesiyle belirtilir.

8. Termometre 60 saniye kullanilmadiginda otomatik olarak

kapanacaktir. Pil dmriinii uzatmak i¢in, cihazi kapatmak
iizere TUSUNA basin.

-nn
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Kullanim Ac¢iklamalari

» Kulak sicakhigim 6l¢mek icin:

* Bazi insanlar sol ve sag kulaklarinda farkli dl¢iimler yaparlar.

Sicaklik degisikliklerini kaydetmek i¢in, bir kisinin sicakligini her

zaman ayn1 kulaktan 6l¢iin.

Kulak kiri l¢timii etkileyebileceginden, gerekirse 6lgiimden 6nce

kulagi temizlemelisiniz.

1. Alin baghigini ¢ikarin. Dogru 6lgiimler elde etmek igin, prob
kapag1 gerekiyorsa, her dl¢limden dnce yeni ve temiz bir prob
kapagimin takili oldugundan emin olun. Yeni bir prob kapag:
yerlestirin, probu sikica takin; probun ve prob kapaginin i¢
kisminin tam olarak oturdugundan emin olun.

2. Termometreyi agmak i¢in TUSUNA basin; ekran tiim unsurlari
gosterecek sekilde etkinlesir.

3. Kendi kendini kontrol ettikten sonra ekranda bip sesleriyle
birlikte Sekil 2 belirir, bdylece yeni bir 6l¢iime baslayabilirsiniz.

4. Sensor ucunun ve kulak kanalinin temiz oldugundan emin olun.
Kulak kanali hafif kavisli oldugundan, sensér ucunu
yerlestirmeden once kulagi hafif¢e yukari ve geriye dogru
¢ekmeniz gerekir. (Bkz. Sekil 3)

» Termometreyi 1 yasin altindaki bebeklerde kullanirken, sensoriin
kulak zarma baktigindan emin olarak kulag: yukar ¢ekin (Bkz.
Sekil 4).

» Termometreyi 1 yasin lizerindeki bireylerde kullanirken, sensoriin
kulak zarina baktigindan emin olarak kulag: geri ¢ekin. (Bkz. Sekil
5).

5. Olgiimii baslatmak icin START TUSUNA basin.

11



Kullanim Ac¢iklamalari

6. Olgiilen deger ekranda goriiniir ve Sl¢iimiin bittigi kisa bir bip
sesiyle belirtilir. Hata mesajlar1 goriintiilenirse, bu termometrenin
6l¢lim i¢in hazir olmadig1 anlamina gelir.

Not:

a. Cildin asir1 sogumasini dnlemek icin testler arasinda 20 saniyelik
bir bekleme siiresi onerilir.

b. Prob kapag isareti, kulak sicakligini simdi prob kapagi ile almak
i¢in durur ve bunun tersi de gecerlidir.

c. Capraz kontaminasyon riskinden kaginmak i¢in kulak sicakligini
her zaman prob kilifi ile 6l¢gmeniz Snerilir.

7. Termometre 60 saniye kullanilmadiginda otomatik olarak
kapanacaktir. Pil dmriinii uzatmak igin, iiniteyi kapatmak tizere ()

TUSUNA basin.
X
370° %
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Kullanim Ac¢iklamalari

r Sekil 4 Q/ Sekil 5

P Nesne sicakligini Slgmek igin:
1. Once prob kapagini ¢ikarm.
2. Termometreyi agmak i¢in & tusuna basin.

3. @ tusunu ve S tusunu ayn1 anda 2 saniye basili tutarak nesne
sicakligi moduna (LCD ekranda goriiniir) gegin.

4. Termometreyi 6lgmek istediginiz nesnenin merkezine 1 ila 2 cm
mesafeyle dogrultun.

5. Olgiimii baslatmak i¢in START TUSUNA basin.

6. Olgiilen deger ekranda goriiniir ve 6l¢iimiin bittigi kisa bir bip
sesiyle belirtilir.

7. Nesne sicakligi modundan ¢ikmak i¢in @ TUSUNU ve S
TUSUNU ayn1 anda 3 saniye boyunca basili tutun.

8. Termometre 60 saniye kullanilmadiginda otomatik olarak
kapanacaktir. Pil dmriinii uzatmak i¢in, iiniteyi kapatmak tizere &
TUSUNA basin.

Agiklamalar:
Bu mod, viicut sicakligindan farkli olan gergek, ayarlanmamis yiizey
sicakliklarini gosterir.

13



Kullanim Ac¢iklamalari

» Olciimden sonra:

1. Cihazi kapatin: Pil dmriinii uzatmak i¢in 1 dakikadan uzun siire
bosta birakilirsa cihaz otomatik olarak kapanacaktir.

2. Dogru bir okuma saglamak ve gapraz kontaminasyonu 6nlemek
icin her kullanimdan sonra probu temizleyin.
(Ayrintilar i¢in Bakim ve Temizlik bolimiine bakin.)

» Arka Isik:

Kulak/Alin modunda:

1. Cihaz 6l¢time hazir oldugunda ve 37,3°C (99,1°F) degerinden
daha diisiik bir okuma ile 6l¢lim tamamlandiginda ekran 3 saniye
boyunca mutlu yiiz © ifadesiyle YESIL yanacaktr.

2. Bir 6l¢iim 37,8°C (100,0°F) degerinden daha diisiik bir degerle
tamamlandiginda ekran 3 saniye boyunca mutlu yiiz © ifadesiyle
SARI yanacaktir.

3. Bir dl¢iim 37,8 °C (100,0 °F) degerine esit veya daha yiiksek bir
degerle tamamlandiginda ekran 3 saniye boyunca iizgiin yiiz ®
ifadesiyle KIRMIZI renkte yanacaktir.

Nesne modunda:
Cihaz 8l¢iim i¢in hazir oldugunda ve bir 8l¢iim tamamlandiginda
ekran yalnizca 3 saniye boyunca YESIL yanacaktir.

14



Is1 Ol¢me ipuclan

Okunan degerin her zaman viicut sicakligin1 dogru bir
sekilde yansittigindan emin olmak i¢in, dogru bir
okumay etkileyebilecek asagidaki faktorleri dikkate
almaniz gerekir.

1. Her bireyin iyi oldugu zamanki normal atesini bilmek
onemlidir. Atesi dogru bir sekilde teshis etmenin tek
yolu budur. Normal atesi belirlemek i¢in saglikliyken
birden fazla 6l¢lim yapin. Dogrulama igin standart bir
dijital termometreyle tekrar 6l¢iin.

2. Termometrenin prob penceresi cihazin en hassas
pargasidir. Prob penceresine dokunmayin. Prob
penceresi hasar goriirse veya kirlenirse okumanin
dogrulugu etkilenebilir.

3. Kullanicilar 6lgiimden dnce/6l¢tim sirasinda bir sey
igmemeli, yemek yememeli veya banyo, dus,
sampuanlama ve sa¢ kurutma gibi fiziksel faaliyette
bulunmamalidir. Bu durumlarda, ates 6l¢iimii
yapmadan 6nce 20 dakika bekleyin.

4. Bir elin alnin lizerinde uzun siire tutulmasi ates
Olclimiini etkileyecektir.

15



Is1 Ol¢me ipuclan

5. Yara dokusu, acik yaralar veya siyriklar {izerinde ates
Ol¢limii yapmayin.

6. Bebeginizi emzirirken veya emzirdikten hemen sonra
Olclim yapmayin.

7. Bu termometreyi agik havada kullanmayin.

8. Bu termometre ile somine ve soba gibi ¢ok sicak
yerlerin yakininda ates 6l¢limii yapmayin.

9. Termometre test yerinden énemli dl¢iide farkl bir
ortamda saklaniyorsa, kullanmadan 6nce yaklagik 30
dakika boyunca 6l¢lim yapilacak ortamda tutun.

10. Cihaz hasta tarafindan kullanilabilir.

16
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Hafiza Modu

Hafiza Moduna kulak modunda, alin modunda veya nesne
modunda erisilebilir:

Termometre agildiginda ve Sekil 1/2 izlendiginde veya test
bittiginde, TUSUNU ii¢ saniye basili tutun. MEM harfi
ekranin sag orta kdsesinde goriinecektir. (Bkz. Sekil 6)
Termometre son 10 sicaklik okumasini otomatik olarak
hafizaya alacaktir. Her hafiza ayn1 zamanda 6l¢im
tarihini/saatini/mod simgesini de kaydeder. TUSUNA
her basildiginda, ekranda 1-10 aras1 bir say1iya karsilik
gelen gegmis okumalar goriintiilenir. 1 rakami en son
okumay1 gosterirken, 10 rakami hafizada kayith en eski
okumay1 gosterir (Bkz. Sekil 7).

Hafiza modunda, mod simgesi her zaman mevcuttur.
Kullanici yeni 6lgtimler almak i¢in START TUSUNA
basabilir.




Bir Is1 Ol¢egi Secme

. Sicaklik okumalar1 Celsius (°C) veya Fahrenheit (°F)
Olceginde mevcuttur.

. Cihaz kapaliyken, birim degistirme moduna girmek i¢in
START TUSUNU 3 saniye basil1 tutun.

. Birimi segmek i¢in S TUSUNA basin ve birakin.

. Tercih edilen birim ekrandayken, birim degistirme
modundan ¢ikmak i¢in  TUSUNA basin.

s N s N

Sekil 8
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Bakim ve Temizlik

Prob kapaklar tek kullanimliktir!

Eksik, hasarli, delikli veya kirli prob kapaklar1 yanlis sicaklik
okumalarina yol agabilir.

Dogru dlgiimler elde etmek igin prob penceresi her zaman
temiz, kuru ve hasarsiz tutulmalidir. Sicaklik okumalarmin
dogrulugu, prob penceresinin hasar gérmesinden veya prob
penceresinde kir ve kulak kiri bulunmasindan etkilenebilir.
Parmak izleri, kulak kiri, toz ve diger kirletici bilesikler
pencerenin geffafligini azaltir ve daha diisiik sicaklik
okumalarina neden olur. Ates dlger kazara prob kapag:
takilmadan kulaga yerlestirilirse, pencere derhal
temizlenmelidir.

Prob penceresi termometrenin en hassas parcasidir. Pencereyi
giivenli bir sekilde temizlemek i¢in, ylizeyini izopropil
alkolle hafif¢e nemlendirilmis bir pamuklu ¢ubukla hafifge
silin ve hemen temiz bir pamuklu ¢ubukla kurulayin.
Temizledikten sonra, sicakliklar1 6lgmeden 6nce en az 5
dakika kuruma siiresi bekleyin.

Not: Prob penceresini temizlemek i¢in izopropil alkol disinda
herhangi bir kimyasal kullanmayin.

Termometre ekranini ve digini temizlemek i¢in yumusak,
kuru bir bez kullanin.

Termometre su gegirmez degildir. Temizlerken cihazi suya
sokmayin.



10.
11.

12.

13.

Bakim ve Temizlik

Termometreyi kuru bir yerde, tozdan ve kirden uzakta ve
dogrudan giines 15181indan uzakta saklayn.

Hasta gapraz enfeksiyonunu 6nlemek i¢in kullanimdan sonra
cihazi periyodik olarak temizleyin.

-Termometreyi ve probu silmek i¢in %75 izopropil alkol
soliisyonuyla hafifce nemlendirilmis yumusak bir bez
kullanin. Asindirict temizleyiciler kullanmayin.

Cocuklarin cihazi gozetimsiz kullanmasini dnleyin; bazi
parcalar yutulabilecek kadar kiiciiktiir.

Cihazi izinsiz olarak agmayin, iizerinde degisiklik yapmayn.
Giiglii elektromanyetik alanlar termometrenin diizgiin
caligmasini engelleyebilir. Cihaz, EMC bilgilerine gére EMC
ile ilgili 6zel 6n dnlemler gerektirir.

Oksijen agisindan zengin ortamlarda ve hava, oksijen veya
nitr6z oksit ile yanici anestezik karisiminin varliginda
kullanilmak tizere tasarlanmamuistir.

Termometreyi kullandiktan sonra orijinal ambalajima geri
koyun. Termometreyi ve prob kapagini kuru bir yerde, tozdan
ve kirden uzakta ve dogrudan giines 15131ndan uzakta
saklayin.
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Pil Degistirme

1. LCD ekranin sag tist kdsesinde "£=" goriindiigiinde
pilleri degistirin. (Bkz. Sekil 9)

2. Pil kapagim Sekil 10'da gosterildigi gibi asag1 kaydirin.

3. Pilleri ¢ikarin ve Sekil 11'de gosterildigi gibi 2 yeni AAA
alkalin pil takin.

4. Pil kapagini kaydirarak geri takin.

L -

Sekil 10

Sekil 11



Spesifikasyonlar

Olgiim araligi

Kulak/Alin modu: 34.0°C~43.0°C(93.2°F~109.4°F)

Olgiim sahast

Kulak kanali (Kulak Modu), Alin (Aln Modu)

Referans viicut bolgesi

Oral (Bu termometre kulak sicakligini "oral esdegerini" gosterecek
sekilde doniistiiriir.)

Calisma modu

Kulak/Alin modu (Ayar modu)

Laboratuvar dogrulugu

Kulak/Alin modu:

35,5°C~42,0°C (95,9°F~107,6°F) sirasinda +0,2°C (0,4°F)
15°C~35°C (59.0°F~95.0°F) galisma sicaklig1 araliginda
Diger 6lgiim ve ¢alisma sicaklig araligi i¢in £0,3 °C (0,5 °F)

Ekran ¢oziintirligi

0,1 °C veya 0,1 °F

Zaman dl¢iimil

Kulak modu: Yaklagik bir saniye / Alin: Yaklasik {i¢ saniye

Caligma sicakligi
arahigi:

10 °C ~ 40 °C (50 °F ~ 104 °F), %15 ~ %85 bagil nem, yogusmasiz
Atmosferik Basing: 70kPa ~ 106kPa

Depolama ve tagima
sicaklik araligi

-25°C~55°C (-13°F~131°F), %15~%95 bagil nem, yogusmasiz
Atmosferik Basing: 70kPa ~ 106kPa

0-1 yas: Kulak sicakligi: Klinik yanlilik: 0,05 °C (0,09 °F); Klinik
tekrarlanabilirlik: 0,21 °C (0,38 °F); Uyum smirlari: 0.76 °C (1.37 °F) Alin
sicaklig: Klinik yanlilik: 0,08 °C (0,14 °F); Klinik tekrarlanabilirlik: 0,33 °C
(0,59 °F); Uyum smurlart: 0.73 °C (1.31 °F) 1-5 yil: Kulak sicakligr: Klinik

Klinik dogruluk yanlilik: 0,11 °C (0,20 °F); Klinik tekrarlanabilirlik: 0,34 °C (0,61 °F); Uyum
smirlart: 1,36 °C (2,45 °F) Alin sicakligr: Klinik yanhlik: 0,24 °C (0,43 °F);
Klinik tekrarlanabilirlik: 0,40 °C (0,72 °F); Uyum smurlari: 5 y1l boyunca 1,49
°C (2,68 °F): Kulak sicakligi: Klinik yanlilik: 0,21 °C (0,38 °F); Klinik
tekrarlanabilirlik: 0,21 °C (0,38 °F); Uyum sinirlar: 0,99 °C (1,78 °F) Alin
sicaklig: Klinik yanlilik: 0,22 °C (0,40 °F); Klinik tekrarlanabilirlik: 0,26 °C
(0,47 °F); Uyum smurlart: 1.10°C(1.98°F)

Sok 1 metre yiikseklikten diismeye dayanikli

Boyut 155 * 39 * 50mm

Agirhik Yaklagik 85 gram (pillerle birlikte)

Akl DC3V (2xAAA pil)

Pil 6mrt Yaklagik 6000 okuma

Uygulamal parga Prob

Beklenen hizmet émri/| v

/Raf bmrii Vel

Giris koruma derecesi | P22

Aksesuarlar Pil, prob kapagi

Kontrendikasyonlar Yok
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Sorun Cozme

Hata mesaji Sorun Cozim
| T Termometre hazir
ermometre hazir -
e o olana kadar Olglim
olmadan 6nce olgiim . A
|- l yapin (2 bip sesi ile).
Termometreyi 10°C ile
Ortam sicakligi 10°C ile 40°C arasindaki oda
40°C (50°F~104°F) sicakliginda en az 30
r arasinda degil. dakika bekletin.

(50°F~104°F)

Er ]

Termometre yanlis
veya dengesiz
yerlestirilmis.

Kullanim Talimatini
iyice okuyun ve yeni bir
sicaklik ol¢timii yapin.

trY

Termometre hizl bir
ortam sicaklig1 degisimi
gosteriyor

Termometreyi oda
sicakliginda en az 30
dakika bekletin: 10°C ile
40°C arasinda
(50°F~104°F)

23

tr

Termometre diizgiin
¢aligmryor.

Pilleri bosaltin, 1
dakika bekleyin ve
yeniden sarj edin.
Mesaj tekrar
gorliniirse, servis i¢in
saticinizla iletisime
gecin.




Sorun Cozme

Hata mesaj1

Sorun

Cozim

Nesne 1s1s1 modunda,

E 6 prob kapagiyla Slgim. Nesne 31c%k11g1 modunda
r prob kapagini ¢ikarm.
Kulak/Aln modunda:
Yapilan 6lgiim 43,0 °C Ist Olgiim Ipuglarini iyice
(1"09:4 °F) degerinden okuyun, ardindan yeni bir
yiksek. 181 Ol¢limii yapin.

ol

Nesne modunda: Yapilan
6letim 100 °C'den yiiksek
(212°F).

—
o

Kulak/Alin modunda:
Yapilan 6l¢iim 34,0 °C
(93,2 °F) degerinden
diistik.

Nesne modunda: Yapilan
6lgiim 0°C (32°F)
degerinden diisiik.

Sicaklik Olgiim Ipuglarim
iyice okuyun, ardindan lens
filtresinin temiz oldugundan
emin olun, ardindan yeni bir
sicaklik dl¢iimii yapin.

[

Termometre diizgiin
caligtyor.

Termometreyi normal
sekilde kullanin

Pil simgesi yanip
sondiigiinde, giiciin
diistik oldugunu gosterir,
ancak ol¢iime devam
edebilirsiniz.

Termometre diizgiin  bir
Olgim  yapacaktir ancak
pillerin kisa siire iginde
degistirilmesi gerekir.

1 1

Termometre disiik pil
nedeniyle ¢alisamadi.

iki adet AAA boyutunda
yeni alkalin pili degistirin.
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Kalibrasyon

Termometre baglangigta liretim siirecinde kalibre edilir. Termometre kullanim
talimatina gére kullanilirsa, periyodik olarak yeniden ayarlama yapilmasi
gerekmez. Ancak, her yil veya termometrenin klinik dogrulugu s6z konusu
oldugunda kalibrasyonun kontrol edilmesini 6neriyoruz. Liitfen cihazin
tamamini bayilere veya iireticiye gonderin.

Yukaridaki 6neriler yasal gerekliliklerin yerine gegmez. Kullanici, cihazin
kullanildig: yerdeki ilgili yasalar, direktifler veya yonetmelikler kapsaminda
gerekli olan cihazin dl¢iimiiniin, islevselliginin ve dogrulugunun kontrolii i¢in
yasal gerekliliklere her zaman uymalidir.

Kalibrasyonu kontrol etmek i¢in klinik bir 6zet ve prosediirler talep iizerine

sunulur. (Termometreyi acin ve kalibrasyon moduna girene kadar gii¢ tusuna
uzun siire basin, yazilim siirtimii gériintiilenecektir).

-ﬂn BF TiPl UYGULAMA PARGASI uoi Benzersiz Cihaz Tanimlayict

-,

\¥ Bu iiriiniin ve kullanilmis pillerin imhasi, elektronik tirinlerin imhasina iliskin ulusal ynetmeliklere uygun
e olarak gergeklestirilmelidir
|

@ Kullanim kilavuzuna/kitap¢igina bakin LOT Parti Kodu
Il Depolama ve Tasima Sicaklik Sunuri:
it -13°F~131°F(-25°C~55°C)

e Fa

;“—". Atmosferik basing simirlamast
-

Tibbi Cihaz ﬂ Uretim Tarihi

5%
r;\_\j- Depolama ve Tasima Nem sinirlamast: 15 ~ %95 BAGIL NEM

EEC]
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Servis

Termometrenin bir yil stireli garantisi vardir. Termometreyi kendi basiniza
sokmeye veya onarmaya ¢alismayin. Garanti siiresi iginde veya sonrasinda
servis gerekirse iireticiye basvurmaniz gerekir. Termometreyi orijinal
ambalajiyla dikkatlice yeniden paketleyin veya nakliye sirasinda hasar
gbrmesini onlemek i¢in giivenli bir sekilde paketleyin. Satin alma tarihini
gosteren orijinal satig fisini, sorunu agiklayan bir notu ve iade adresinizi
ekleyin. Termometreyi on 6demeli ve sigortali olarak gonderin.

Meslekten olmayan operator veya meslekten olmayan sorumlu kurulus,
asagida belirtilen durumlarda iiretici veya iireticinin temsilcisiyle iletisime
gecmelidir:

- gerekirse, termometrenin kurulumu, kullanimi veya bakimi konusunda
yardim almak i¢in; veya

- beklenmedik islem veya olaylar1 bildirmek i¢in.

‘ Uretici

@ Geri kazamim/geri doniistiiriilebilirlik genel sembolii

C € 12 Uriin, tibbi cihazlara iliskin MDR (AB) 2017/745
0123 sayili AT Direktifinin gerekliliklerine uygundur

Avrupa Toplulugu'nda yetkili temsilci
IP 22 Ilk 2 rakam1: 12,5 mm ve daha biiyiik kat1 yabanci cisimlere
kars1 korumalidir.

Ikinci 2 rakami: ENCLOSURE 15°'ye kadar egildiginde dikey
olarak diisen su damlalarmna karsi koruma

A Dikkat
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Garanti

Bu cihaz asagidaki standartlara uygundur:

ISO 80601-2-56 Tibbi elektrikli ekipman - Béliim 2-56: Viicut
sicaklig1 6l¢iimil i¢in klinik termometrelerin temel giivenligi
ve temel performansi igin 6zel gereklilikler.

IEC 60601-1-11 Tibbi elektrikli ekipman -Boliim 1-11: Temel
giivenlik ve temel performans i¢in genel gereklilikler -
Kollateral Standart: Evde saglik hizmetleri ortaminda
kullanilan tibbi elektrikli ekipman ve tibbi elektrikli sistemler
icin gereklilikler ve IEC 60601-1-2 (EMC) ve IEC 60601-1
(Giivenlik) standartlarinin gerekliliklerine uygundur. Ve iiretici
ISO 13485 sertifikalidur.

Termometre, cihazi satin alan ilk kullanictya teslim tarihinden
itibaren bir y1l siireyle normal kullanim ve servis kosullarinda
malzeme ve is¢ilik kusurlarina karst iiretici tarafindan
garantilidir. Bu garanti, pilleri, prob penceresindeki hasarlari
veya yanlig kullanim, ihmal veya kaza nedeniyle cihazda
meydana gelen hasarlari kapsamaz ve yalnizca {iriinii ilk satin
alan kisiyi kapsar.

27



Elektromanyetik Uyumluluk Bilgileri

Cihaz, IEC 60601-1-2 uluslararasi standardinin EMC
gerekliliklerini kargilamaktadir. Gereksinimler, asagidaki
tabloda agiklanan kosullar altinda karsilanir. Cihaz elektrikli
bir tibbi {iriindiir ve kullanim talimatlarinda yayinlanmasi
gereken EMC ile ilgili 6zel ihtiyati tedbirlere tabidir.
Tagiabilir ve mobil HF iletisim ekipmanlari cihazi
etkileyebilir. Cihazin onaylanmamis aksesuarlarla birlikte
kullanilmasi cihazi olumsuz etkileyebilir ve elektromanyetik
uyumlulugu degistirebilir. Cihaz dogrudan diger elektrikli
ekipmanlarin yaninda veya arasinda kullanilmamalidir.
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Elektromanyetik Uyumluluk Bilgileri

Tablo 1

Kilavuz ve iireticinin beyani - elektromanyetik emisyon

Cihaz agagida belirtilen elektromanyetik ortamda kullanilmak {izere
tasarlanmustir. Cihazin miisterisi veya kullanicisi, cihazin boyle bir ortamda
kullanilmasini saglamalidir.

IEC 61000-3-3

Emisyon testi Uygunluk Elektromanyetik ortam - rehberlik

Iletilen emisyon | Uygulanamaz | Cihaz RF enerjisini yalnizca dahili
CISPR11 islevi i¢in kullanir. Bu nedenle RF

emisyonlar1 ¢ok disiiktiir ve yakindaki
elektronik ekipmanlarda herhangi bir
parazite neden olmas1 muhtemel
degildir.

Yayilan emisyon Grup 1 Cihaz, meskenler ve mesken amagli
CISPR11 Simif B kullanilan binalar1 besleyen kamuya ait
Harmonik diisiik voltajli gii¢ kaynagi agina dogrudan

emisyonlar IEC bagli olanlar da dahil olmak iizere tiim
61000-3-2 tesislerde kullanima uygundur.

Uygulanamaz
Gerilim
dalgalanmalar1 /
titreme Uygulanamaz
emisyonlari




Elektromanyetik Uyumluluk Bilgileri

Tablo 2

Kilavuz ve iireticinin beyam - elektromanyetik bagisikhik

Cihaz asagida belirtilen elektromanyetik ortamda kullanilmak tizere tasarlanmustir. Cihazin
miisterisi veya kullanicisi, cihazin boyle bir ortamda kullanilmasini saglamalidir.

Bagisikhk testi

IEC 60601 test seviyesi

Uyumluluk diizeyi

Elektromanyetik ortam
- rehberlik

Elektrostatik desarj
(ESD)
1EC 61000-4-2

+ 8 kV kontak
+2 kV, +4 kV, +8 kV, £15kV
hava

+ 8 kV kontak
+2 kV, +4 kV, +8
kV, £15kV hava

Zeminler ahsap, beton
veya seramik karo
olmalidir. Zeminler
sentetik malzemeyle
kaplanmigsa bagil nem en
az %30 olmahdir.

Elektrostatik gegici |Gii¢ kaynagi hatlari igin + 2 kV
/ patlama Giris/gikis hatlar1 i¢in 100 kHz| Uygulanamaz Uygulanamaz
IEC 61000-4-4 tekrarlama frekanst + 1 kV
Tirmanma +0,5kV, £ 1 kV diferansiyel Uyeul Uyeul
IEC 61000-4-5 mod hat-hat yewanamaz yeulanamaz
%0 UT
(UT'de %100 diisiis) 0°, 45°,
90°, 135°, 180°, 225°, 270° ve
Giig kaynag1 giris S/Ichd-F 0,5 déngii igin
hatlarindaki voltaj | ”° o
iisiisleri. kisa (UT'de %100 diisiis)
disiisleri, kisa 0°'de 1 dongii ici Uygulanamaz Uygulanamaz
kesintiler ve voltaj ¢ | dongliigmn e e
degisimleri %70 UT
IEC 61000-4-11 | (%30 UT diisiisii) 0°'de 25/30
dongii igin
%0 UT
(UT'de %100 diisiis)
0°'de 250/300 dongii igin

Giig frekansi (50/60
Hz) manyetik alan
1EC 61000-4-8

30 A/m, 50/60HZ

30 A/m, 50/60Hz

Giig frekans1 manyetik
alanlary, tipik bir ticari
veya hastane
ortamindaki tipik bir
konuma 6zgit
seviyelerde olmalidir.

Yakinlik
manyetik
alanlari

IEC 61000-4-39

Bkz. Tablo 3

Bkz. Tablo 3

NOT: UT, test seviyesinin uygulanmasindan 6nceki ac sebeke voltajidir.
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Elektromanyetik Uyumluluk Bilgileri

Tablo 3

Yakinlik manyetik alanlarina karst KUTU PORTU bagisikli

g1 icin test spesifikasyonlari

50 kHz

BAGISIKLIK TEST
Test siklig1 Modiilasyon SEVIYESI (A/m)
30kHza) CW 8
134,2 kHz Darbe modiilasyonu b) 2,1 kHz 65¢)
13,56 MHz Darbe modiilasyonu 7,5¢0)

a) Bu test yalnizca EVDE SAGLIK ORTAMINDA kullanilmasi amaglanan ME
EKIPMANLARI ve ME SISTEMLERI igin gegerlidir.
b) Tasiyict, %50 gorev dongiisii kare dalga sinyali kullanilarak modiile edilecektir.
¢) rms, modiilasyon uygulanmadan 6nce.

Tablo 4

Kilavuz ve iireticinin beyani - elektromanyetik bagisiklik

Cihaz asagida belirtilen elektromanyetik ortamda kullanilmak tizere tasarlanmustir.
Cihazin misterisi veya kullanicisi, cihazin boyle bir ortamda kullanilmasini

1IEC 61000-4-3

80 MHz - 2,7 GHz

saglamalidir.
Bagisiklik testi IEC 60601 test seviyesi Uyumluluk diizeyi
3 Vrm Yok
Iletilen RF 150 kHz - 80 MHz 6 Vrms 150
1IEC 61000-4-6 kHz - 80 MHz dis mekan
ISM bantlari
Vayilan RF 10 V/im
ayran 10 V/m
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Elektromanyetik Uyumluluk Bilgileri

Tablo 4 devamu

NOT 1: 80 MHz ve 800 MHz'de daha yiiksek frekans araligi gegerlidir. NOT 2: Bu
yonergeler her durumda gegerli olmayabilir. Elektromanyetik yayilim, yapilardan,
nesnelerden ve insanlardan gelen emilim ve yansimadan etkilenir.

a) 0,15 MHz ile 80 MHz arasindaki ISM (endiistriyel, bilimsel ve tibbi) bantlar1
6,765 MHz ila 6,795 MHz; 13,553 MHz ila 13,567 MHZ; 26,957 MHz ila 27,283
MHz; ve 40,66 MHz ila 40,70 MHz'dir. Amatdr radyo bantlar1 0,15 MHz ile 80
MHz arasinda 1,8 MHz ila 2,0 MHz,3,5 MHz ila 4,0 MHz,5,3 MHz ila 5,4 MHz,7
MHz ila 7,3 MHz,10,1 MHz ila 10,15 MHz,14 MHz ila 14,2 MHz,18,07 MHz ila
18,17 MHz,21,0 MHz ila 21,4 MHz,24,89 MHz ila 24,99 MHz,28,0 MHz ila 29,7
MHz ve 50,0 MHz ila 54,0 MHZ'dir.

b) 150 kHz ile 80 MHz arasindaki ISM frekans bantlarindaki ve 80 MHz ile 2,7
GHz arasindaki frekans araligindaki uyumluluk seviyeleri, mobil/tasinabilir iletisim
ekipmaninin yanhslikla hasta alanlarma getirilmesi durumunda parazite neden olma
olasiligini azaltmay1 amaglamaktadir. Bu nedenle, bu frekans araliklarindaki
vericiler i¢in 6nerilen ayirma mesafesinin hesaplanmasinda kullanilan formiillere
10/3'liik ek bir faktor dahil edilmistir.

¢) Telsiz (hiicresel/kablosuz) telefonlar ve kara mobil radyolari igin baz istasyonlari,
amator radyo, AM ve FM radyo yaymi ve TV yayini gibi sabit vericilerden gelen
alan giigleri teorik olarak dogru bir sekilde tahmin edilemez. Sabit RF vericilerinden
kaynaklanan elektromanyetik ortami degerlendirmek i¢in bir elektromanyetik saha
arastirmasi diistiniilmelidir. Cihazin kullanildig1 yerde 6lgiilen alan giicti yukaridaki
gecerli RF uyumluluk seviyesini astyorsa, normal ¢alismay1 dogrulamak i¢in cihaz
gozlemlenmelidir. Anormal performans gozlenirse, cihazin yeniden yonlendirilmesi
veya yerinin degistirilmesi gibi ek onlemler gerekli olabilir.

d) 150 kHz ila 80 MHz frekans araliginda, alan kuvvetleri 3 V/m'den az olmalidir.
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Elektromanyetik Uyumluluk Bilgileri

Tablo 5
RF kablosuz iletisim ekipmanlar: arasinda 6nerilen ayirma mesafeleri
Cihaz, yayilan RF bozulmalarmin kontrol edildigi bir elektromanyetik ortamda
kullanilmak iizere tasarlanmistir. Cihazin miisterisi veya kullanicisi, RF kablosuz
iletisim ekipmant ile cihaz arasinda, iletisim ekipmaninin maksimum ¢ikis giiciine
gore asagida Onerilen minimum mesafeyi koruyarak elektromanyetik paraziti
onlemeye yardimet olabilir.
Frekans| Maksimu Mesafe 1EC 60601 Uyma Sevivesi
MHz | m Giig W Test Seviyesi y Y
385 1.8 0,3 27 27
450 2 0,3 28 28
710
745 0,2 0,3 9 9
780
810
870 2 0,3 28 28
930
1720
1845 2 0,3 28 28
1970
2450 2 0,3 28 28
5240
5500 0,2 0,3 9 9
5785
Not 1: Bu yonergeler her durumda gegerli olmayabilir. Elektromanyetik yayilim
yapilardan, nesnelerden ve insanlardan gelen emilim ve yansimadan etkilenir.
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Elektromanyetik Uyumluluk Bilgileri

UYARILAR!

Bu cihaz, cep telefonu, alici-verici veya radyo kontrol iiriinleri gibi diger
elektronik cihazlarin yakininda veya iistiinde kullanilmamalidir. Bunu yapmak
zorundaysaniz, normal ¢alismay1 dogrulamak i¢in cihaz gozlemlenmelidir.
-Cihaz veya sistem tireticisi tarafindan dahili bilesenler i¢in yedek parca olarak
satilan kablolar hari¢ olmak tizere, belirtilenler diginda aksesuar ve gii¢
kablosu kullanimi, emisyonlarin artmasina veya cihaz veya sistemin
bagisikliginin azalmasina neden olabilir.

-Bu cihazin diger cihazlarla bitisik veya iist {iste kullanilmasmdan
kagmilmalidir ¢iinkii bu durum yanlis galismaya neden olabilir.

-Bu cihazin iireticisi tarafindan belirtilenler veya saglananlar diginda
aksesuarlarin, doniistiiriiciilerin ve kablolarin kullanilmas: elektromanyetik
emisyonlarin artmasina veya bu cihazin elektromanyetik bagisikliginin
azalmasina ve yanlis ¢alismaya neden olabilir.

-Tasinabilir RF iletisim cihazi (anten kablolar1 ve harici antenler gibi ¢evre
birimleri dahil), iiretici tarafindan belirtilen kablolar dahil olmak {izere cihazin
herhangi bir par¢asina 30 cm'den (12 ing) daha yakin kullanilmamalidir. Aksi
takdirde, bu cihazin performansinda bozulma meydana gelebilir.

-Tagiabilir ve mobil RF iletisimleri cihaz etkileyebilir. Cihaz, beraberindeki
belgelerde verilen EMC bilgilerine gére EMC ile ilgili 6zel 6n 6nlemler
gerektirir.

-Cihazit MR ortaminda kullanmayin.

-EM BOZUKLUKLAR nedeniyle TEMEL PERFORMANS kaybolur veya
bozulursa, Operatdr sistemi kullanmamali ve miisteri hizmetlerini
bilgilendirmelidir.

-DIKKAT: Asagidakilerden bir veya daha fazlasmim meydana gelmesi
durumunda cihazin performansi diigebilir:

-Ureticinin belirttigi sicaklik ve nem araliginin disinda galigtirma.

-Ureticinin belirttigi sicaklik ve nem araligmin disinda depolama.

-Mekanik sok (6rnegin diisme testi) veya bozulmus sensor.

-Hasta sicakliginin ortam sicakliginin altinda olmasi.

34



plusmed

health management

Revizyon Tarihi: 02/02/2024

© 3
> D

ithalatc)/Distributor: Trimpeks ith. ihr. Tur. ve Tic. A.S.
Sultan Selim Mah. Yunus Emre Cad. No:1/11 34415
Kagrthane iISTANBUL, TURKIVE | Tel +90 212 319 50 00 I 0123

54
N
m

Plusmed_IB_ULTRASCANII_VerA_00

www.plusmed-health.com




