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A Please read the User Manual carefully to make sure safe and proper use
of this Fetal Doppler, Please read and fully understand the Safety Precautions

before use.

Precaution Labels Definition
The signal words shown below, left, identify the potential hazard categories. The

definition of each category is as follows:

& DANGER: This alert identifies hazards that will cause serious

personal injury or death.

A WARNING: This alert identifies hazards that may cause serious

personal injury or death.

A CAUTION: This alert identifies hazards that may cause minor

personal injury, product damage, or property damage.

NOTE: The label indicates what you should attention.
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Section 1 : Introduction

Become familiar with the controls and how to use the product properly before
operating the product.

A CAUTION: Federal law restricts this device to be sold by or on the
order of a physician or practitioner licensed by state law in which
he/she practices to use or order the use of the device.

A CAUTION: 1t should not be used in life supporting or life sustaining
applications.

& CAUTION: It cannot replace the professional fetal monitor, when the
fetal heart rate is abnormal, or can not find the fetal heart, can not
feel the fetal movement, pregnant woman's should immediately go to
the hospital to seek the doctor's help.

Intended use

The Fetal Doppler Babygeriusch is a hand-held, rechargeable audio Doppler

device used for detecting fetal heartbeats.



1.2 Product Description

The Product is a lightweight, portable, detector. It is designed to meet your
detecting and hearing needs by providing advanced detecting functions and a
full range of sound of the fetal heartbeat.

The product is mainly used to detect the fetal heartbeat rate FHR and the sound
of the fetal heartbeat SFH

The growth and development of a fetus can be found out through examination
of these indices. It is applicable for department of gynaecology and obstetrics and
clinic daily.

In accordance with classification criteria in Annex IX on “Medical Device
Directive 93/42/EEC”, the product is class II based on rule 10, “Devices for Direct
Diagnosis or Detection on physiological process”.

The Product is powered by 7.2V NI-MH. And Probe of Babygerdusch is
can’t replace.

1.3 Operating Principle
Fetal Doppler consists of probe (transmitter and receiver) and signal process unit.

Ultrasonic wave is transmitted from one piezoelectric ceramic at the front of the
probe to the uterus of the pregnant women. Echo is received by the other
piezoelectric ceramic at the front of the probe when ultrasonic wave reaches the
fatal heart. Then it is converted into voltage. This Doppler signal is detected
and demodulated from the received signal. And the Doppler frequency is
consistent with the rhythm of the fetal systole and diastole. Once cardiac valves
vibrate and a Doppler frequency excursion is formed. It is transmitted an output
signal of cardiac valves vibrating, and it is sent to the loudspeaker for getting a
rhythmical sound with the fetal heartbeat. Simultaneously, it is sent to a counter
which calculate periods of heartbeat that is fetal heartbeat rate (bpm=beat per
minute).



1.4 Indication for Use

The device is ultrasonic fetal heart beat detector, which can detect the Fetal
Heart Rate. The built in speaker of the device allows for listen to the fetal
heartbeat.
The Product normally is applied to fetus of above 16 weeks growth,
difference in pregnant mater.
The normal range of fetal heart rate: 110bpm-160bpm.

Listen to SFH:
Operator can listen to the sound of fetal heartbeat from the headset.

Audio record:
The sound of fetal heartbeats can be recorded by a recorder which is
connected with the product. As a safety advisement that can only be
connected with a recorder complied with the safety requirements of
IEC 60601-1.

1.5 Contraindications for Use
Normally none, as a particular case, please consult your doctor.
1.6 Note for home use

This device cannot replace a professional fetal monitor. If the fetal heart
rate is abnormal or cannot be located by using this monitor,the pregnant
woman should immediately go to the hospital to seek the doctor's help.If
fetal movement is not felt by the pregnant woman, immediately go to the
hospital to seek the doctor's help.

Section 2 : Safety Guidance

This unit is internally powered equipment, and the degree of protection against
electric shock is type B:ﬂ

It means that these person connections will comply with permitted leakage
currents, dielectric strengths of IEC/EN60601.

2.1 Safety Alter Descriptions

The following is a list of Product safety alerts that appear in this section and
throughout this manual. You must read, understand, and heed these safety alerts
before attempting to operate the Product.
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& DANGER: Fire and Explosion Hazard

Do not operate the Product in the presence of flammable gases to
avoid possible explosion or fire hazard.

& WARNING: Adjacent and/or Stacked Equipment the product should not
be used adjacent to or stacked with other equipment. If adjacent or stacked use is
necessary, the Product should be observed to verify normal operation in the
configuration in which it will be used.
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WARNING: Use only Approved Equipment

Do not use other accessories that are not approved by the
manufacturer.such as batteries, gel, cables, or optional
equipment.Otherwise it will cause the product function is not normal.

WARNING: Practice the ALARA principle

We recommend that exposure to ultrasound should be kept as low as
reasonably achievable principle. This is considered to be good
practice and should be observed at all time.

WARNING: Aid healthcare professional tool

The product should not be used in place of normal fetal monitoring. It
is a tool to aid the healthcare professional.

CAUTION: Temperature/Humidity/Pressure Extremes Exposing
the Product to extreme environmental conditions outside of its
operating parameters may compromise the ability of the Product to
function properly.

CAUTION: Battery Disposal

Recycle or dispose of the battery in accordance with all federal, state
and local laws. To avoid fire and explosion hazard, do not burn or
incinerate the battery.

CAUTION: Possible Radio Frequency (RF) Susceptibility

RF susceptibility from cellular phones, CB radios and FM 2-way
radio may cause interference with the Product. Do not operate
wireless radiotelephones in the vicinity of the Product — turn power
OFF to the radiotelephone and other like equipment near the Product.
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CAUTION: Systems Statement
Equipment connected to the Product must be certified to the respective
IEC Standards (i.e. IEC 60950 for data processing equipment and IEC
60601-1 for medical equipment).

CAUTION: Case Cleaning Solutions
When disinfecting the case, use a non-oxidizing disinfectant, such
as ammonium salts or a glutaraldehyde based cleaning solution, to
avoid damage to the metal connectors.

CAUTION: Environment of use

The Product is designed for indoor use. Operator must confirm that
the environment of use meets the required operating environmental
specifications before using.

CAUTION: Cold Environments

If the Product is stored in an environment with a temperature below the
operating temperature, the unit should be allowed to warm up to the
needed operating temperature before using.

CAUTION: Product recycling or disposal

The device could be sent back to the manufacturer for recycling or
disposal comply with local laws when equipment and accessories
at the end of their useful lives.

2.2 Symbols

The following symbols may appear in this manual, on the Product, or on its
accessories. Some of the symbols represent standards and compliances associated
with the Product and its use.

Consult instructions for use of the Product and/or
it’s accessories.
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Warning Information.

m
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Authorized Representative in the European
Community

C

E 0482

CE Mark: The Product system conforms to
essential requirements of the Medical Device
Directive 93/42/EEC.

Date of manufacture.

il
e

Manufacturer Information.

55°C
-20°

Storage and transport temperature limit

10%

93%

Humidity limitation

106kPa
@ Atmospheric Pressure limitation
50kPa
|:| CLASS 1I equipment
°
R Type B applied part.
IPX4 Ingress Protection.




Specifies serial number of the Product.

Production batch.

It indicates that the equipment should be sent to
the special agencies according to local regulation
for separate collection after its useful life.

© 1> |g/|¢

The environmental protection use period is 5 years.

Section 3 : Getting Started

This section presents information on unpacking and setting up the Product

3.1 Unpacking an Inspecting

Every attempt is made to ensure your order is accurate and complete. However,
to be sure that your order is correct, verify the contents of the box against your
packing slip.

The Product is designed for simplicity of operation and set-up and
requires minimal assembly.

The accessories for normal use supplied or approved by Trimpeks can be used
with Babygerausch.

The following item is packing list:

No. Item Quantity Packed or
Unpacked
1 Packing List 1 N
2 Instruction Manual 1 N
3 mainframe( including Probe) 1 N
4 adapter 1 \




Carefully inspect each item as it is unpacked for any signs of damage which

may have occurred during shipment.

. Check the components according to the packing list.

. Check for any damage or defects. Do not attempt to setup the
Product if anything is damaged or defective. Contact Trimpeks.

Section 4 : Appearance and Structure

4.1 Appearance

26 0009

LCD display
Volume down button
Power on/off button
Loudspeaker

Andio Output Socket

@00 000

Charging socket

®© 80009

Ultrasonic probe

Volume up button
Mode button

Battery cover

Label



4.2 Display Panel
FHR Refresh
Frequency

Volume Level Average FHR Mode
—l liTransiem FHR Mode
Warning— I:Q)) B . A T <—Battery Indicator
FHR Display

HoH
bpm «—Beat per minute

FHR refresh frequency:
When monitoring, the heart shape symbol will appear and disappear. When
it appeared or disappeared one time, the fetal heart beats one time.

FHR Display :
Here displays the fetal heart rate value, whose unit is bpm(beat per minute)

‘Warning:
When open the lower and higher restrict warn sound, and the FHR is in the restrict
scope, the symbol will twinkling. And the warn sound will sound.

Average FHR mode:
When the symbol is appeared, the working mode is Average FHR mode.

Transient FHR mode:
When the symbol is appeared, the working mode is Transient FHR mode.

Battery Indicator:

Display the quantity of electricity in batteries now. When the four black
small rectangles are all appeared, it responses batteries are fulfill. As
decreases of the quantity of electricity in Dbatteries, the rectangles will
disappear from left to right gradually.

Volume Level :

Display the Volume Level.
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4.3 Buttons function

@

@

Power on/off button “(D” Function:
power on or off the Doppler

Volume up button “
Function: increase the volume.(more detail refer to 5.3 Modes
Setting)

Volume down button =
Function: decrease the volume. (more detail refer to 5.3 Modes
Setting)

MODE button “MODE”
Function: switch working mode. (more detail refer to 5.3
Modes Setting)

Section 5 : Operation
This section provides the description for operation.

5.1 Installation battery

Power of the Doppler is a 7.2V NI-MH which is supplied from Trimpeks. The
battery was installed by the manufacturer.
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& WARNING: Don’t throw batteries in fire because this may cause it
explode.

A CAUTION: The battery must be proper disposed according to local
regulation after their use

& CAUTION: Don't replace rechargeable batteries with ordinary dry
batteries.

5.2 Charging the battery

When the battery is lower, Battery Indicator will flicker. You have to shut down
the Doppler to charge the battery.

Insert the DC plug of the special charger supplied by Trimpeks in to the charging
socket on the Doppler, then connecting the AC plug of charger to the AC power
socket.

This process will spend 10 hours to charge the battery. When charging, the Battery

Indicator will display and round with a special regular. When the battery is fully,
the Battery Indicator is  stillness .

& WARNING: Charge the battery with the special charger supplied by
Trimpeks.

& CAUTION: You must shutdown the doppler before charging the
battery.

A CAUTION: Don’t use the doppler for monitoring until the adapter
disconnected with the doppler.

5.3 Operation instruction

Operational guidelines

1. Turnon
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Press and hold the Power on button for 2 seconds, the device will turn on and
self check, when the FHR display "---" , the self-check is finished and get
into use.

2. Detect FHR

Put the gel on the surface of the ultrasonic probe, then press the probe on the
detect position softly, and ensure it has a good touch surface. When the probe is
on the right position, you can hear the fetal heart beat. Wait until the sounds is
clear and consecutive seconds later, the LCD screen will display the right FHR.

3. Volume Control

Under the FHR display state, you can control the volume by volume up button
and volume down button. Volume level has 9 level , "0" is silent, "8" is
loudest .

4. Turn off
After detecting, press and hold the power off button for 2 seconds, the device will
turn off . The device will power off automatically without singal one minute.

5.4 Guidelines for manual calculation FHR

1. After turn on the Doppler, press " MODE" button and enter the
interface for manual calculation FHR.

2. Detect the FHR

Put the gel on the surface of the ultrasonic probe, then press the probe on the
detect position softly,and ensure it has a good touch surface. When the probe is
on the right position, you can hear the fetal heart beat. Press down"+" or "-"
button, calculate 15 heart beats, then press once more "+" or "-", the screen will
display fetal heart rate. If you continue to detect, you can repeat.

3. Switch to Automatic calculation
Press "MODE" button four times

4. Turn off

After detecting, press power off button for 2 seconds, the device will turn off. The
device will power off automatically without signal one minute.
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5.5 Modes Setting

Function Menu:
Turn on the Doppler. Press the "MODE" button for function set. Operation as
follows:

Press first time:

Enter the function of " Manual Calculate FHR", the Screen flickers " 000".Press
once "+" button or "-" button and calculate 15 heart beats, then press once more
"+" or "-" button, the screen will display Fetal Heart rate.

Press second time:

Enter the interface of FHR display mode options, the screen flickers "A" or "T".
"A" display the Average Fetal Heart Rate ,"T" display Transient Fetal Heart

Rate .Default factory settings is: "T". press "+"or "-" button, select the "A" Mode
or "T" Mode.

Press third time:

Enter the interface of backlight switch settings, and v is flicking,
press"+" or "-" button, select the switch backlight, Default factory settings is: " ON"

Press fourth time:

Enter the alarm setting interface, and b U (Upper left corner) is flicking.
Press "+" or "-" button select to turn on or off the alarm. Default factory setting
is: "OFF".

Notice: This interface is only to set the alarm on or off, so you can't detect the
fetal heart rate.

5.6 Detecting

Locate the position of the fetus by hand touching, firstly to find out the best
direction to the fetal heart. Place the faceplate of probe at the best position for
detecting fetal heart beat. Adjust the probe to obtain an optimum audio signal
ideally by angling the probe around. Generally, the site of heart of fetus is 1/3
below of navel line at its earlier stage, it then moves upward with increasing of
gestational period, and the site of heart of fetus will be a

14



little deviation to left or right with different fetus. please make sure that the
surface of probe should be contacted fully with the skin. After the sound become
clear and stays stable for a few seconds, the FHR value will appear on the
LCD in real time. If no coupling gel, water can be used.

Note: abnormal value of FHR may appear during the searching of fetal heart.

Gestation
Antepartum

Parturition

Section 6 : Maintenance and Services
6.1 Cleaning

Listed below are recommendations for cleaning the Product and its accessories.

Recommended cleaning product:
The following cleaning products may be used to clean the exterior surfaces of the
Product as well as the batteries.

Isopropyl alcohol (70% solution in water)

Mild soap and water

Sodium hypochlorite (chlorine bleach) (3% solution in water)

Quaternary ammonium compounds (such as Lysol) (10% solution in water)
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. Do not use abrasive cleaners or strong solvents such as acetone or acetone-
based cleaners.

. Do not mix disinfecting solutions (such as bleach and ammonia) as
hazardous gases may result.

. Do not clean electrical contacts or connectors with bleach.

Cleaning instructions:

1. Before cleaning the Product, turn off the device and disconnect the power
cord.

2. Before cleaning, remove all adherent soil (tissue, fluids, etc.) and wipe
thoroughly with a cloth dampened with water before applying the
cleaning solution.

3. When cleaning, do not immerse. Keep the exterior surface of the device
clean and free of dust and dirt ,clean exterior surface of the unit with a
dry, soft cloth .if necessary, clean it with a soft cloth soaked in a solution
of soap and wipe dry with a clean cloth immediately.
Wipe the transducer body with soft cloth to remove any remaining coupling
gel .Clean with soap only

4. Wring any excess moisture from the cloth before cleaning.

5. Avoid pouring fluids on the device, and do not allow fluids to
penetrate the exterior surfaces of the device.

6.  To prevent scratching the display, the use of a soft cloth is
recommended.

A CAUTION: To prevent damage to equipment, do not clean any part of the
Product or Accessories with phenolic compounds. Do not use abrasive or
flammable cleaning agents. Do not steam, autoclave, or gas-sterilize the
product or accessories.

& CAUTION: Cleaning liquids: Do not submerge the device in liquids or
pour cleaning liquids over, into or onto the device.
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* Don’t use strong solvent, for example. Acetone.

* Never use an abrasive such as steel wool or metal polish.

* Do not allow any liquid to enter the product, and do not
immerse any parts of the device into and liquids.

* Avoid pouring liquids on the device while cleaning.

* Don’t remain any cleaning solution on the surface of the
device.

* Wipe the surface of sensor of transducer with 70% ethanol or
alcohol, self-air dry or clean with a clean, dry cloth.

6.2 Disinfection

Cleaning the unit surface and the transducer as the above mentioned, then
wipe the surface of transducer with 70% ethanol or alcohol, clean the
transducer surface with a dry, soft cloth.

& WARNING: Don’t use low temperature steam sterilization or other way
to sterilize

& WARNING: Don’t use high temperature sterilizing process

6.3 Maintenance

A WARNING: Failure on the part of all responsible individuals,hospitals
or institutions, employing the use of Product, to implement the
recommended maintenance schedule may cause equipment failure
and possible health hazards. The manufacturer does not, in any
manner, assume the responsibility for performing the recommended
maintenance  schedule. The sole responsibility rests with the
individuals, hospitals, or institutions utilizing the product.

1. The transducer acoustic surface is frangible and must be handle with
care .Gel must be wiped off from the transducer after use. These
precautions will prolong the life of the unit.

The user must check that the equipment does not have visible evidence of
damage that may affect patient safety or product’s capability before
use .The recommended inspection interval is once

17



2.

per month or less. If damage is evident, replacement is recommended before
use.

To ensure the product is always functional when required, the following

maintenance shall be performed:

Visual Inspection

Cleaning the product and its accessories
Check the battery power

Testing product Performance

Correction: manually calculate the FHR with hearing fetal heartbeat sound for

qualification.

Recommended maintenance and care:

It is important that the Product is stored at the operating temperature range
if it is expected to be used.  Optimal battery life will be obtained if stored
and operated at room temperature. See Section 7 for Temperature
Specifications.

The Product requires no calibration.

6.4 Authorized Repair Service

The Product has no user-serviceable internal components. Try to resolve any
maintenance issues with the Product by using the Troubleshooting Table
presented in this chapter. If you are unable to resolve the problem, contact
Trimpeks.

NOTE: The warranty will be void upon unauthorized disassembly or
service of the Product.

Section 7: Technical Specifications

This section presents the specifications and safety standards of the product.

NOTE: The following specifications are subject to change and are only noted as a
point of reference.
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Product name: Fetal Doppler

Model: Babygerdusch
Safety: Complies with IEC 60601-1, EN60601-1-2,IEC 61266

Physical Dimensions:

135mm W x 83mm D x 33 mm H, Wt: 0.24kg (not including battery)
Classification:

Anti-electric Shock Type: Internally powered equipment

Protection against electric shock:CLASS 1T equipr.nent

Anti-electric Shock Degree: Type B equipment

Degree of Protection against Harmful Ingress of Water

Main Unit : Non-protected

Probe: IPX4 Water Ingress Protection Code

Degree of Safety IN Presence of Flammable Gases: Equipment not suitable
for use in presence of flammable gases

Working Mode: Continuous operation

Technical parameters:

Ultrasound:
Ultrasonic emitting frequency: 3MHz

Opverall sensitivity at the distances 200mm from the face of the probe (Doppler
frequency: 500+50Hz, Target velocity: 10cm/s~40cm/s): 92.9dB

Spatial-peak temporal-peak acoustic pressure: 20.8KPa Output
power: 8.6mW
Effective area of the ultrasonic transducer active element: 3.07cm?

The acoustic coupling medium for normal use: ph: 5.5~8, Acoustic
impedance: <1.7*10%g /cm?'s

Working mode: Continuous wave Doppler Audio
output:

Audio output power: <0.5 W

Audio out Socket: ®3.5mm

Product service life: 5 years
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Recommended battery type:
7.2V NI-MH, which is supplied from Trimpeks.
Adapter:The input voltage see the label

Charge limit: DC 15V 1.5A(max

Stand-by Time: >8hours

Performance:

Sensitivity: 16 weeks gestation

FHR Measuring Range: 50-210bpm (beat per minute Resolution:
1bpm

Accuracy: +2bpm

Environmental Requirements:

Operating Conditions:

Temperature: 5° Cto40° C (41°F-104°F)
Humidity: <80% RH, non-condensing
Atmospheric pressure: 86kPa to 106kPa

Storage and Shipping Conditions: Temperature: -
20° Cto55° C (-4°F-131°F)

Humidity: 10% - 93% RH, non-condensing
Atmospheric pressure: 50kPa to 106kPa

Section 8 : Troubleshooting

What appearance to be a malfunction may not always serious, if your device
should not perform as expected, consult the table below to see if the problems
can be corrected before seeking help from your dealer or service representative.

Symptom Cause Remedy

® Audio volume too high ® Turn down the volume
Audio ® Too much gel on the ® Use less gel
scream probe surface ® Change or charging

® Battery is exhausted the battery

® Audio volume too low ® Turn up the volume
Weak sound ® Insufficient gel ® Add gel
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output ® Battery is exhausted ® Charging the battery
Low ® [ncorrect probe | ®Locate the  correct
sensitivity position position

® Insufficient gel ® Add gel

Appendix A : EMC information

A CAUTION: Fetal Doppler needs special precautions regarding EMC and
needs to be installed and put into service according to the EMC
information provided for in the ACCOMPANYING DOCUMENTS.

A CAUTION: Portable and mobile RF communications equipment can
affect Fetal Doppler.

CAUTION: the Fetal Doppler should not be used adjacent to or stacked
with other equipment.

Guidance and manufacturer’s declaration-electromagnetic

The models Babygeriusch are intended for use in the electromagnetic

environment specified below. THE customer or the user of the models

Babygerdusch should assure that it is used in such an environment.

Emissions Compliance Ele.ctromagnetl.c
environment-guidance
The models
Babygerdusch use RF
energy only for its internal

.. function. Therefore, its RF
RF emissions oqi
Group 1 emissions are very low and

CISPR 11 !
are not likely to cause any
interference in nearby
electronic equipment.

RF emissions Class B The models Babygerdusch

CISPR 11 is suitable for use in all

Harmonic establishments,including

emissions [IEC Class A domestic establishments

61000-3-2 and those directly

Voltage Not applicable connected to the public
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fluctuations/flicker low-voltage power

emissions IEC supply network that

61000-3-3 supplies buildings used
for domestic purposes.

Guidance & Declaration—electromagnetic immunity

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

. IEC60601 | Complianc | Llicctromagnetic
Immunity test environment-gui
test level elevel
dance
Electrostatic +6 kV +6 kV Floors should be
discharge (ESD) contact contact wood, concrete or
IEC 61000-4-2 +8 kV air +8 kV air ceramic tile. If
floors are covered
with synthetic
material, the
relative humidity
should be at least
30 %.
Electrical fast +2kV for +2kV for Mains power
transient/burst power power quality should be
IEC 61000-4-4 supply lines supply lines that of atypical
+1kV for commercial or
Input/output hospital
lines environment
Surge IEC +1kV line to +2kV line to Mains power
61000-4-5 line earth quality should be
+2kV line to that of a typical
earth commercial or
hospital
environment.
Voltage dips, <5%U1(>95 <5%U1r(>95 Mains power
short interruptions | % dip in % dip in quality should be
and voltage Un)for 0.5 Ur)for 0.5 that of a typical
variations on cycle 40% cycle 40% commercial or
power supply Ur (60% dip Ur (60% dip hospital
input lines [EC in Ur)for in Ur)for environment. If the
61000-4-11 Scycles Scycles 70% user of the
70% Ur Ur (30% dip models Babygerdusch|
(30% dip in in Ur)for 25 requires
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Ur)for 25 cycles <5% continued
cycles <5% Ur (>95% operation during
Ur (>95% dip in Ur) for | power mains
dip in Ur) Ssec interruptions, it is
for 5sec recommended that
the models
Babygerdusch be
powered from an
uninterruptible
power supply or a
battery.
Power
frequency(50/60 Not
Hz)magnetic 3 A/m . Not applicable
field IEC applicable
61000-4-8

NOTE Ur is the a.c. mains voltage prior to application of the test level.

The models Babygerdusch is  intended for use in  the]
electromagnetic environment specified below. The customer or the user of]
the Fetal Heart Rate Doppler Detector should assure that it is used in such|
an environment.

Immunity IEC 60601 Compliance Electromagnetic

test test level level environment —
guidance
Portable and mobile RF
communications

equipment should be used
no closer to any part of
the models Babygerausch

Conducted including cables, than the

RFIEC 3 Vrms 3V recommended separation

61000-4-6 150 kHz to distance calculated from
80 MHz 3V/m the equation applicable to

Radiated 3 Vrms 80 the frequency of the

RF MHz to 2.5 transmitter.

IEC GHz Recommended

61000-4-3 separation distance
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kA%

d=1.2xP"280MHz to

800 MHz
d=1.2xP'2800MHz to
2.5 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?, should be less
than the compliance level
in each frequency range®.
Interference may occur in
the vicinity of equipment
marked with the
following symbol:

@)

NOTE 1 At 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.
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a. 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. Iff
the measured field strength in the location in which the models
Babygeréusch is used exceeds the applicable RF compliance level above,
the models Babygerdusch should be observed to verify normal
operation. If abnormal performance is observed, additional measures may
be necessary, such as re-orienting or relocating the models Babygerdusch.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should bg
less than 3 V/m.

Recommended separation distances between portable and mobile RF
communications equipment and the models Babygeriusch.

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

Rated Separation distance according to frequency of

maximum transmitter

output power m

of transmitter 150 kHz to 80 80 MHz to 800 800 MHz to

W MHz MHz 2,5 GHz

d=1.2xP'? d=1.2xp!? d=2.3xP!?

0,01 0.12 0.12 0.23

0,1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 7.3

100 12 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
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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.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects

and people.

Overall sensitivity(3MHz Probe)

Temperature: 24.9°C, Relative Humidity : 68 %

Distance for the probe 50mm

face

Nominal acoustic working 3MHz

frequency

Doppler frequency 296Hz

Target Velocity 12cm/s

A(d): Target reflection loss 44.5dB

B: two-way attenuation over 52.5dB

the acoustic pathway

C: Signal-to-noise Ratio Vs:298mV
Vn: 119mB

C=20log(Vs/Vn)=8.0dB

S: Overall Sensitivity

S=A+B+C=105db

Supplementary information: --

Distance for the probe 75mm

face

Nominal acoustic working 3MHz

frequency

Doppler frequency 296Hz

Target Velocity 12cm/s

A(d): Target reflection loss 44.5dB

B: two-way attenuation over 46.2dB

the acoustic pathway

C: Signal-to-noise Ratio Vs:293mV
Vn: 117mB

C=20log(Vs/Vn)=8.0dB

S: Overall Sensitivity

S=A+B+C=98.7db

Supplementary information: --
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Distance for the probe 100mm

face

Nominal acoustic working 3MHz

frequency

Doppler frequency 296Hz

Target Velocity 12cm/s

A(d): Target reflection loss 44.5dB

B: two-way attenuation over 45.1dB

the acoustic pathway

C: Signal-to-noise Ratio Vs:291mV
Vn: 116mB

C=20log(Vs/Vn)=8.0dB

S: Overall Sensitivity

S=A+B+C=97.6db

Supplementary information: --

Distance for the probe 200mm

face

Nominal acoustic working 3MHz

frequency

Doppler frequency 296Hz

Target Velocity 12cm/s

A(d): Target reflection loss 44.5dB

B: two-way attenuation over 40.2dB

the acoustic pathway

C: Signal-to-noise Ratio Vs:289mV
Vn: 113mB

C=20log(Vs/Vn)=8.2dB

S: Overall Sensitivity

S=A+B+C=92.9db

Supplementary information: --
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& Bu Fetal Doppler'in giivenli ve dogru kullanimindan emin olmak igin Liitfen
Kullanm Kilavuzunu dikkatlice okuyun, — Liitfen kullanmadan 6nce Giivenlik Onlemlerini
okuyun ve tamamen anlayim.

Onlem Etiketleri Tammi
Asagida solda gosterilen sinyal kelimeleri potansiyel tehlike kategorilerini

tanimlamaktadir. Her bir kategorinin tanim asagidaki gibidir:

A TEHLIKE: Bu uyari, ciddi kisisel yaralanma veya 6liime neden

olabilecek tehlikeleri tanimlar.

& UYARI: Bu uyari, ciddi kisisel yaralanma veya dliime neden

olabilecek tehlikeleri tanimlar.

& DIKKAT: Bu uyari, hafif kisisel yaralanmalara, {iriin hasarina veya

maddi hasara neden olabilecek tehlikeleri tanimlar.

NOT: Etiket nelere dikkat etmeniz gerektigini gosterir.
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Béliim 1 : Giris

Uriinii ¢alistirmadan dnce kontrollere ve iiriiniin nasil dogru sekilde kullanilacagia
agina olun.

& DIKKAT: Federal yasalar bu cihazin, uygulandigi eyalet yasalarina
gore cihazi kullanma veya kullanma talimati verme yetkisine sahip bir
hekim veya pratisyen tarafindan veya bu hekimin talimat1 iizerine
satilmasim kisitlamaktadir.

A DIKKAT: Yasam destekleyici veya yasamu siirdiiriicii uygulamalarda
kullanilmamahdir.

A DIKKAT: Profesyonel fetal monitoriin yerini alamaz, fetal kalp ati
hi1z1 anormal oldugunda veya fetal kalbi bulamadiginda, fetal
hareketi hissedemediginde, hamile kadinlar hemen doktordan
yardim almak icin hastaneye gitmelidir.

Kullanim amaci

Fetal Doppler Babygeriusch, fetal kalp atislarim tespit etmek i¢in kullamlan, elde

tasinabilen, sarj edilebilir bir sesli Doppler cihazidir.



1.1 Uriin Tanmm

Uriin hafif, tasmabilir bir dedektordiir. Gelismis algilama islevleri ve fetal kalp
atisinin  tam kapsamli sesini saglayarak algilama ve isitme ihtiyaglarmizi
karsilamak igin tasarlanmistir.

Uriin esas olarak fetal kalp atist hizin1 (FHR) ve fetal kalp atis1 sesini (SFH) tespit
etmek i¢in kullanilir.

Bir fetiistin biiyiimesi ve gelisimi bu endekslerin incelenmesi yoluyla dgrenilebilir.
Kadin hastaliklart ve dogum boliimleri ve giinliik klinikler i¢in gegerlidir.

"93/42/EEC Tibbi Cihaz Direktifi" Ek IX'daki siniflandirma kriterlerine uygun
olarak, {iriin kural 10, "Fizyolojik siire¢ iizerinde Dogrudan Teshis veya Tespit i¢in
Cihazlar" temelinde simif II'dir.

Uriin 7.2V NI-MH ile galisir ve Babygerdusch'nin Probu degistirilemez.
1.2 Calisma Prensibi
Fetal Doppler prob (verici ve alici) ve sinyal isleme tinitesinden olusur.

Ultrasonik dalga, probun 6niindeki bir piezoelektrik seramikten hamile kadinlarin
uterusuna iletilir. Ultrasonik dalga oliimciil kalbe ulastiginda yanki, probun
oniindeki diger piezoelektrik seramik tarafindan almir. Daha sonra voltaja
donistiiriiliir. Bu Doppler sinyali algilanir ve alinan sinyalden demodiile edilir. Ve
Doppler frekans: fetal sistol ve diyastol ritmi ile uyumludur. Kardiyak valfler
titrestiginde ve bir Doppler frekans gezintisi olustugunda. Titresen kalp
kapakeiklarinin bir ¢ikis sinyali iletilir ve fetal kalp atis1 ile ritmik bir ses elde
etmek i¢in hoparlore gonderilir. Es zamanl olarak, kalp atis1 periyotlarint yani fetal
kalp atis1 hizin1 (bpm=dakika basina atim) hesaplayan bir sayaca gonderilir.



1.3 Kullammm Endikasyonlar1

Cihaz, Fetal Kalp Hizmi tespit edebilen ultrasonik fetal kalp atis1 dedektoriidiir.
Cihazin dahili hoparlorii, fetal kalp atisinin dinlenmesini saglar.

Uriin normalde 16 haftanin iizerindeki fetiise uygulanir, hamile materyallerdeki fark.
Normal fetal kalp atis hiz1 araligi: 110bpm-160bpm.

SFH'yi dinleyin:
Operator, fetal kalp atislarimin sesini kulakhiktan dinleyebilir.

Ses kaydi:
Fetal kalp atislarinin sesi, yalmzca IEC 60601-1'in giivenlik
gerekliliklerine uygun bir kayit cihaz ile baglanabilen bir giivenlik
tavsiyesi olarak iiriine bagh bir kayit cihaz1 tarafindan kaydedilebilir.

1.4 Kullammm Kontrendikasyonlari
Normalde yoktur, 6zel bir durum olarak liitfen doktorunuza damsin.
1.5 Evde kullanim i¢in not

Bu cihaz profesyonel bir fetal monitoriin yerini alamaz. Fetal kalp atig
hiz1 anormalse veya bu monitér kullamlarak bulunamiyorsa, hamile
kadin doktordan yardim almak icin derhal hastaneye gitmelidir. Fetal
hareket hamile kadmnlar tarafindan hissedilmezse, doktordan yardim
almak icin derhal hastaneye gitmelidir.

Boliim 2 : Giivenlik Kilavuzu

Bu iinite dahili olarak ¢alistirilan bir ekipmandir ve elektrik ¢carpmasina karst
koruma derecesi B tipidir: ﬂ

Bu kisi baglantilarinin izin verilen kagak akimlara, IEC/EN60601 dielektrik
dayanimlarina uygun olacagi anlamina gelir.

2.1 Giivenlik Degisikligi Aciklamalart

Asagida, bu bolimde ve bu kilavuzun tamaminda yer alan Uriin  giivenlik
uyarilarmin bir listesi bulunmaktadir. Uriinii ¢alistirmaya baslamadan once bu
giivenlik uyarilarint okumali, anlamali ve dikkate almalisiniz.



A TEHLIKE: Yangi ve Patlama Tehlikesi
Olas1 patlama veya yangin tehlikesini énlemek igin Uriinii yanic1 gazlarin bulundugu

ortamlarda ¢aligtirmayin.

A UYARI: Bitisik ve/veya Istiflenmis Ekipman Uriin, diger ekipmanlarla
bitisik veya istiflenmis olarak kullanilmamalidir. Bitisik veya st iiste kullanim
gerekliyse Uriin, kullamlacag konfigiirasyonda normal galistigini dogrulamak igin
gozlemlenmelidir.



& UYARI: Sadece Onaylh Ekipman Kullanin

Uretici tarafindan onaylanmayan pil, jel, kablo veya opsiyonel
ekipman gibi diger aksesuarlar1 kullanmayin, aksi takdirde iiriin
fonksiyonunun normal olmamasina neden olur

& UYARI: ALARA ilkesini uygulaymn

Ultrasona maruz kalma oraninin ilke olarak miimkiin oldugunca

diisiik tutulmasini tavsiye ediyoruz. Bu iyi bir uygulama olarak kabul
edilir ve her zaman g6z 6niinde bulundurulmalidir

& UYARI: Saglik uzmanlarina yardimei arag

Uriin normal fetal izlemenin yerine kullanilmamalidir. Saglik
uzmanina yardimet olmak i¢in bir aragtir.

A DIKKAT: Sicaklik/Nem/Basing Asiriliklar1 Uriiniin ¢alisma

parametreleri disindaki agir ¢evre kosullarina maruz kalmasi
Urliniin diizgilin calismasini tehlikeye atabilir.

& DIKKAT: Pil Bertarafi

Pili tiim federal, eyalet ve yerel yasalara uygun olarak geri doniigtiiriin

veya atin. Yangin ve patlama tehlikesini 6nlemek igin pili yakmayin
veya yakmayin.

& DIKKAT: Olas1 Radyo Frekans (RF) Duyarhlig

Cep telefonlari, CB radyolart ve FM 2 yonlii radyolardan gelen RF
duyarhiligi Uriinde parazite neden olabilir. Uriiniin yakininda
kablosuz telsiz telefonlar1 ¢aligtirmayin - telsiz telefonun ve Uriiniin
yakinindaki diger benzer ekipmanlarin giiciinii kapatin



& DIKKAT: Sistem Beyant
Uriine  bagh  ekipman ilgili IEC  Standartlarina  gdre
sertifikalandirilmalidir (6rnegin, veri isleme ekipmani igin IEC 60950
ve tibbi ekipman igin IEC 60601-1).

A DIKKAT: Kasa Temizleme Coziimleri
Kasay1 dezenfekte ederken, metal konektorlerin zarar gérmesini
onlemek icin amonyum tuzlar1 veya glutaraldehit bazli temizleme
soliisyonu gibi oksitleyici olmayan bir dezenfektan kullanin.

& DIKKAT: Kullanim ortami
Uriin i¢ mekanda kullanim igin tasarlanmistir. Operatér, kullanmadan
once kullanim ortaminin gerekli ¢calisma ortami 6zelliklerini
karsiladigini onaylamalidir.

A DIKKAT: Soguk Ortamlar
Uriin, cahisma sicakliginin altinda bir sicakliga sahip bir ortamda
saklanirsa, tinite kullanilmadan &nce gerekli ¢alisma sicakligina kadar
1sinmasina izin verilmelidir.

& DIKKAT: Uriin geri doniisiimii veya bertarafi
Cihaz geri doniisiim veya bertaraf igin iireticiye geri gonderilebilir
Ekipman ve aksesuarlar kullanim émiirlerinin sonuna geldiginde yerel
yasalara uyun.

2.2 Semboller

Asagidaki semboller bu kilavuzda, Uriin iizerinde veya aksesuarlarinda
goriilebilir. Sembollerden bazilart Uriin ve kullanimu ile ilgili standartlari ve
uyumluluklar temsil eder.

Uriin ve/veya aksesuarlarinin kullanim talimatlaria
basvurun.




A Uyan Bilgileri.

Avrupa Toplulugu'ndaki Yetkili Temsilci

m
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CE Ilsareti: Uriin sistemi 93/42/EEC sayili Tibbi
C € 0482 Cihaz Direktifinin temel gerekliliklerine uygundur.

Uretici Bilgileri.

ﬂ Uretim tarihi.

55°C
X Depolama ve tagima sicaklik limiti
- 20"

93%
Nem sinirlamasi

[5)

10%

106kPa
, Atmosferik Basing sinirlamast
50kPa

6

I:‘ SINTF II ekipman
°
R B tipi uygulanan parca.
PX4 Giris Korumasi.




Uriiniin seri numarasin1 belirtir.

Uretim partisi.

Ekipmanm kullanim 6mriinii tamamladiktan sonra
ayr1 toplanmasi igin yerel yonetmeliklere gore ozel
kurumlara gonderilmesi gerektigini belirtir.

Cevre koruma kullanim siiresi 5 yildir.

© 1|52

Boliim 3 : Baslarken

Bu béliimde Uriiniin ambalajindan ¢ikariimasi ve kurulumu hakkinda bilgi
verilmektedir.
3.1 Ambalajdan Cikarma ve inceleme

Siparisinizin dogru ve eksiksiz olmasi igin her tiirlii ¢aba gosterilmektedir. Ancak
sipariginizin dogru oldugundan emin olmak i¢in kutu igerigini sevk irsaliyenizle
karsilastirarak dogrulayin.

Uriin, kullanim ve kurulum kolaylig1 i¢in tasarlanmistir ve minimum montaj gerektirir.

Trimpeks tarafindan saglanan veya onaylanan normal kullanim aksesuarlari
Babygeriusch ile kullanilabilir.

Asagidaki 6ge paket listesidir:

No. Kalem Miktar Paketlenmis
veya
Paketten
Cikarilmig
1 Paket Listesi 1 \
2 Kullamim Kilavuzu 1 \
3 Ana gévde (Probe dahil) 1 \
4 | Adaptor 1 J




Ambalajindan ¢ikarilan her bir {iriinii, sevkiyat sirasinda meydana gelmis
olabilecek herhangi bir hasar belirtisi agisindan dikkatlice inceleyin.

. Bilesenleri ambalaj listesine gore kontrol edin.

. Herhangi bir hasar veya kusur olup olmadigimni kontrol edin. Herhangi
bir sey hasarli veya kusurluysa Uriinii kurmaya ¢alismaym. Trimpeks
ile iletisime gegin.

Boliim 4 : Goriiniim ve Yapi

4.1 Goriiniim

20 0000

o LCD ekran o Ultrasonik prob
124 Ses kisma diigmesi (5] Ses agma diigmesi
o g;‘gni‘g;?aﬂ‘apama ®  \iod digmesi

o Hoparlor @ Pil kapag1

®  Ses Cikis Soketi @ Etiket

(6

Sarj soketi



4.2 Ekran Paneli

FHR Refresh
Frequency

Volume Level Average FHR Mode
T liTransient FHR Mode
Warning— UQ))B ' A T HBattery Indicator
FHR Display

B B bpm «—Beat per minute

FHR yenileme frekansi1 (FHR refresh frequency):
Izleme sirasinda kalp sekli sembolii goriinecek ve kaybolacaktir. Bir kez
goriindiigiinde veya kayboldugunda, fetal kalp bir kez atar.

FHR Ekram (FHR Display) :
Burada, birimi bpm (dakika basina vurug) olan fetal kalp atis hiz1 degeri
gorintiilenir

Uyar1 (Warning):
Alt ve tist kisitlama uyart sesini agtiginizda ve FHR kisitlama kapsamindayken,
sembol yanip sonecektir. Ve uyari sesi duyulacaktir.

Ortalama FHR modu (Average FHR mode):
Sembol goriindiigiinde, ¢alisma modu Ortalama FHR modudur.

Gegici FHR modu (Transient FHR mode):
Sembol goriindiigiinde, ¢calisma modu Gegici FHR modudur.

Pil Gostergesi (Battery Indicator):

Su anda pillerdeki elektrik miktarini gosterir. Dort siyah kiigiik dikdortgenin
hepsi goriindiigiinde, pillerin dolu oldugunu gosterir. Bataryalardaki elektrik
miktar1 azaldikga, dikdortgenler soldan saga dogru kademeli olarak
kaybolacaktir.

Ses Seviyesi (Volume Level) :
Ses Seviyesini goriintiiler.
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4.3 Diigmelerin islevi

1
@  Giig acma/kapama diigmesi «Q»
Fonksiyonu: Doppler'1 agma veya
kapatma

(@ Ses agma diigmesi “?
Fonksiyonu: ses seviyesini artirin (daha fazla ayrinti i¢in bkz. 5.3
Mod Ayarr)

(& Ses kisma diigmesi “—m»
Fonksiyonu: ses seviyesini azaltin. (daha fazla ayrint1 igin bkz. 5.3
Mod Ayari)

@  MOD diigmesi “MODE”
Fonksiyonu: ¢alisma modunu degistirir. (daha fazla ayrinti
i¢in bkz. 5.3 Mod Ayari)

Boliim 5 : Calisma
Bu boliim ¢alisma igin agiklama saglar.

5.1 Pil montaji

Doppler'in giicii Trimpeks Medical'den temin edilen 7.2V NI-MH'dir. Pil iretici
tarafindan takilmustir.
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& UYARI: Pilleri atese atmayin ¢iinkii bu patlamalarina neden olabilir.

& DIKKAT: Pil, kullanimindan sonra yerel yonetmeliklere uygun sekilde
imha edilmelidir

A DIKKAT: Sarj edilebilir pilleri siradan kuru pillerle degistirmeyin.

5.2 Pilin sarj edilmesi
Pil azaldiginda, Pil Gostergesi yanip sonecektir. Pili sarj etmek i¢in Doppler'i
kapatmaniz gerekir.

Trimpeks tarafindan saglanan 6zel sarj cihazinin DC fisini Doppler tizerindeki
sarj soketine takin, ardindan sarj cihazinin AC figini AC gii¢ soketine baglayin.

Bu iglem pili sarj etmek igin 10 saat harcayacaktir. Sarj olurken, Pil Gostergesi
Ozel bir diizenle goriintiilenecek ve donecektir. Pil tamamen doldugunda, Pil
Gostergesi hareketsiz kalir.

& UYARI: Batarya Trimpeks tarafindan saglanan 6zel sarj cihazi ile sarj
edin.

& DIKKAT: Pili sarj etmeden dnce doppler'i kapatmalisiniz.

DIKKAT: Adaptériin doppler ile baglantis kesilene kadar doppleri izleme
icin kullanmayn.

5.3 Calstirma talimati

Operasyonel kilavuzlar

1. Acma

Gii¢ agma diigmesini 2 saniye basili tutun, cihaz agilacak ve FHR "---
gosterdiginde kendi kendini kontrol edecektir. kendi kendine kontrol
tamamlanir ve kullanima alinir.
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2. FHR tespiti

Jeli ultrasonik probun yiizeyine koyun, ardindan probu tespit konumuna
yumusak bir sekilde bastirin ve iyi bir dokunma yiizeyine sahip oldugundan
emin olun. Prob dogru pozisyonda oldugunda, fetal kalp atigin1 duyabilirsiniz.
Sesler netlesene kadar bekleyin ve ardigik saniyeler sonra LCD ekran dogru
FHR'yi gosterecektir.

3. Ses Kontrolii

FHR ekran durumu altinda, ses agma diigmesi ve ses kisma diigmesi ile sesi
kontrol edebilirsiniz. Ses seviyesi 9 seviyelidir, "0" sessiz, "8" en yiiksek ses
seviyesidir.

4. Kapatma
Algiladiktan sonra, glic kapatma diigmesine 2 saniye basili tutun, cihaz
kapanacaktir. 1 dakika i¢inde cihaz otomatik olarak kapanacaktir.

5.4 Manuel FHR hesaplamasi icin kilavuz ilkeler

1. Doppler'i agtiktan sonra, " MODE" diigmesine basin ve
manuel FHR hesaplamasi i¢in arayiize girin.

2. FHR Tespiti

Jeli ultrasonik probun yiizeyine koyun, ardindan probu tespit konumuna
yumusak bir sekilde bastirin ve iyi bir dokunma yiizeyine sahip oldugundan
emin olun. Prob dogru pozisyonda oldugunda, fetal kalp atigin1 duyabilirsiniz.
"+" veya "-" diigmesine basin, 15 kalp atisint hesaplayin, ardindan bir kez daha
"+" veya "-" diigmesine basin, ekran fetal kalp atis hizin1 gosterecektir. Tespit
etmeye devam ederseniz, tekrarlayabilirsiniz.

3. Otomatik hesaplamaya ge¢
"MODE" diigmesine dort kez basin

4. Kapatma

Algiladiktan sonra, gii¢ kapatma diigmesine 2 saniye basin, cihaz kapanacaktir
Cihaz bir dakika sinyal vermeden otomatik olarak kapanacaktir.
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5.5 Modlarin Ayarlanmasi

Fonksiyon Meniisii:
Doppler'i agm. Islev ayari i¢in "MODE" diigmesine basin. Asagidaki gibi
calistirin:

ilk kez basin:

ilk kez basin "Manuel FHR Hesapla" islevine girin, Ekran "000" olarak yanip
soner. "+" diigmesine veya "-" diigmesine bir kez basin ve 15 kalp atigin1
hesaplayin, ardindan bir kez daha "+" veya "-" diigmesine basin, ekran Fetal Kalp
atis hizin1 gésterecektir.

ikinci kez basin:

FHR goriintiileme modu segeneklerinin arayiiziine girin, ekran "A" veya "T"
olarak titrer. "A" Ortalama Fetal Kalp Hizin1, "T" Gegici Fetal Kalp Hizim
gosterir. Varsayilan fabrika ayarlaridir: "+" veya "-" diigmesine basin, "A"
Modunu veya "T" Modunu segin.

Ugiincii kez basin:

Arka 151k anahtar ayarlarinin arayiiziine girin ve v yanip soniiyor, "+" veya
"-" diigmesine basin, arka 151k anahtarini se¢in, Varsayilan fabrika ayarlaridir: "ACIK"

Dérdiincii kez basin:

Alarm ayar arayiiziine girin ve 0 (Sol st kdse) yanip
soniiyor. Alarmi agmak veya kapatmak i¢in "+" veya "-" diigmesine basin.
Varsayilan fabrika ayar1: "KAPALI".

Uyart: Bu arayiiz sadece alarmi agmak veya kapatmak i¢indir, bu nedenle fetal
kalp atig hizin1 tespit edemezsiniz.

5.6 Tespit Etme

Oncelikle fetal kalbin en iyi yoniinii bulmak igin elle dokunarak fetiisiin konumunu
belirleyin. Probun 6n yiiziinii fetal kalp atisin1 tespit etmek igin en iyi konuma
yerlestirin. Ideal olarak en uygun ses sinyalini elde etmek igin probu agilt olarak
ayarlaym. Genel olarak, fetiisiin kalp bolgesi erken evrede gobek ¢izgisinin 1/3
altindadir, daha sonra gebelik siiresi arttik¢a yukar: dogru hareket eder ve fetiisiin
kalp bolgesi farkl fetiislerde sola veya saga dogru kiigiik bir sapma olacaktir.
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Prob yiizeyinin cilde tam olarak temas ettiginden emin olunuz. Ses netlestikten ve
birkag¢ saniye boyunca sabit kaldiktan sonra, FHR degeri LCD'de ger¢cek zamanl
olarak goriinecektir. Baglama jeli yoksa su kullanilabilir.

Not: FHR'nin anormal degeri fetal kalbin arastirilmasi sirasinda ortaya ¢ikabilir.

Gestation

Antepartum

Parturition

Boliim 6 : Bakim ve Hizmetler
6.1 Temizlik

Asagida Uriiniin ve aksesuarlarinin temizlenmesi igin neriler listelenmistir.

(:)nerilen temizlik iiriinii:
Urliniin dis ytizeylerini ve pilleri temizlemek i¢in asagidaki temizlik triinleri
kullanilabilir.

e izopropil alkol (suda %70 gozelti)

. Hafif sabun ve su

. Sodyum hipoklorit (klorlu agartici) (suda %3'lik ¢ozelti)

. Kuaterner amonyum bilesikleri (Lysol gibi) (suda %10 ¢dzelti)
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Asindirict temizleyiciler veya aseton ya da aseton bazli temizleyiciler gibi giiglii
¢oziciiler kullanmayin.

Tehlikeli gazlar olusabileceginden dezenfekte edici soliisyonlar1 (¢amasir suyu
ve amonyak gibi) karistirmayin.

Elektrik kontaklarini veya konektorleri camagir suyu ile temizlemeyin.

Temizlik talimatlar:

4.
5.

6.

Uriinii temizlemeden once cihazi kapatin ve gii¢ kablosunu gikarim.
Temizlemeden 6nce, yapisan tiim kirleri (kagit mendil, sivilar, vb.)
temizleyin ve temizleme soliisyonunu uygulamadan 6nce suyla
nemlendirilmig bir bezle iyice silin.

Temizlerken suya daldirmayin. Cihazin dis yilizeyini temiz tutun ve toz
ve kirden arindirin, tinitenin dis yiizeyini kuru, yumusak bir bezle
temizleyin, gerekirse sabun ¢dzeltisine batirilmig yumusak bir bezle
temizleyin ve hemen temiz bir bezle kurulayin. Kalan kaplin jelini
¢ikarmak i¢in doniistiiriicii govdesini yumusak bir bezle silin Sadece
sabunla temizleyin.

Temizlemeden 6nce bezdeki fazla nemi sikin.

Cihazin tizerine sivi dokmekten kaginin ve sivilarin cihazin dig
yiizeylerine niifuz etmesine izin vermeyin.

Ekranin ¢izilmesini 6nlemek i¢in yumusak bir bez kullanilmasi nerilir.

& DIKKAT: Ekipmanmin hasar gormesini onlemek i¢in Uriiniin veya

Aksesuarlarin herhangi bir pargasini fenolik bilesiklerle temizlemeyin.
Asmdirict veya yanict temizlik maddeleri kullanmaym. Uriinii veya
aksesuarlar buharla, otoklavla veya gazla sterilize etmeyin.

A DIKKAT: Temizleme sivilari: Cihazi sivilara daldirmayin veya

cihazin lizerine, i¢ine veya lizerine temizleme sivilari dokmeyin.
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* Giiglii ¢oziicti kullanmayin, 6rnegin. Aseton.

* Asla gelik yiinii veya metal cilas1 gibi bir agindirict
kullanmaym.

* Uriiniin icine herhangi bir siv1 girmesine izin vermeyin ve
cihazin herhangi bir pargasini sivilarin i¢ine daldirmayn.

* Temizlik sirasinda cihazin iizerine sivi dokmekten kaginin.

* Cihazin ylizeyinde herhangi bir temizleme soliisyonu
birakmayin.

* Transdiiser sensoriiniin yiizeyini %70 etanol veya alkol ile
silin, kendi kendine hava ile kurutun veya temiz, kuru bir
bezle temizleyin.

6.2 Dezenfeksiyon
Unite yiizeyini ve doniistiiriiciiyii yukarida belirtildigi gibi temizleyin,
ardindan déniistiirici  ylizeyini %70 etanol veya alkol ile silin,
donistiirlicti yiizeyini kuru, yumusak bir bezle temizleyin.

A UYARI: Sterilizasyon igin diisiik sicaklikta buhar sterilizasyonu veya
baska bir yontem kullanmayin

A UYARI: Yiiksek sicaklikta sterilizasyon islemi kullanmaym

6.3 Bakim

& UYARI: Uriinii kullanan tiim sorumlu kisilerin, hastanelerin veya
kurumlarin 6nerilen bakim programini uygulamamasi, ekipmanin
arizalanmasina ve olast saglik tehlikelerine neden olabilir. Uretici,
Onerilen bakim programimi uygulama sorumlulugunu hicbir sekilde
tistlenmez. Tek sorumluluk, {iriind kullanan bireylere, hastanelere veya
kurumlara aittir.

1. Probun akustik yiizeyi kirilabilir ve dikkatli kullanilmalidir. Kullanimdan
sonra jel probdan silinmelidir. Bu 6nlemler iinitenin Omriinii uzatacaktir.
Kullanicl, kullanmadan once ekipmanda hasta giivenligini veya diriiniin
kapasitesini etkileyebilecek gozle goriiliir bir hasar olup olmadigini kontrol
etmelidir. Hasar belirginse, kullanmadan 6nce degistirilmesi onerilir.
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2. Uriiniin gerektiginde her zaman islevsel olmasin saglamak igin

asagidaki bakimlar yapilmalidir:

e Gorsel Denetim

e Uriiniin ve aksesuarlarinin temizlenmesi

e Batarya giiclinii kontrol edin

e Uriin Performansimin Test Edilmesi

Diizeltme: Yeterlilik i¢in fetal kalp atis1 sesini duyarak FHR'yi manuel olarak
hesaplayin.

Onerilen bakim ve onarim:

e Kullanilmas: bekleniyorsa Uriiniin galisma sicakhig1 araliginda saklanmasi
6nemlidir. Oda sicakliginda saklanir ve galistirtlirsa optimum pil 6mrii elde
edilecektir. Sicaklik Spesifikasyonlari i¢in Boliim 7'ye bakin.

¢ Uriin kalibrasyon gerektirmez.

6.4 Yetkili Onarim Servisi

Uriiniin kullanic1 tarafindan bakimi yapilabilecek dahili bilesenleri yoktur. Bu
bolimde sunulan Sorun Giderme Tablosunu kullanarak Uriinle ilgili bakim
sorunlarini ¢dzmeye ¢aligin. Sorunu ¢dzemezseniz, Trimpeks ile iletisime gecin.

NOT: Garanti, Uriiniin yetkisiz olarak sokiilmesi veya servis verilmesi
durumunda gegersiz olacaktir.

Béliim 7 : Teknik Ozellikler
Bu béliimde iirtiniin teknik 6zellikleri ve giivenlik standartlart sunulmaktadir.

NOT: Asagidaki 6zellikler degisiklige tabidir ve sadece referans noktasi olarak
belirtilmistir.
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Uriin adr: Fetal Doppler
Model: Babygerdusch
Giivenlik: IEC 60601- 1, EN60601-1-2, IEC 61266 ile uyumludur

Fiziksel Boyutlar:

135mm G x 83mm D x 33 mm Y, Agirlik: 0,24 kg (pil dahil degil)
Siiflandirma:

Anti-elektrik Sok Tipi: Dahili gii¢le ¢aligan ekipman

Elektrik carpmasina kars1 koruma: SINIF 11 ekipm.an

Anti-elektrik Sok Derecesi: Tip B ekipman ﬂ

Zararh Su Girisine Kars1 Koruma Derecesi

Ana Unite : Korumasiz

Prob: IPX4 Su Girisine Kars1 Koruma Kodu

Yanici Gazlarin Varliginda Giivenlik Derecesi: Ekipman yanici gazlarin varliginda
kullanim i¢in uygun degildir

Calisma Modu: Siirekli ¢aligma

Teknik parametreler:

Ultrason:

Ultrasonik yayma frekanst: 3SMHz

Prob yiizeyinden 200 mm mesafede genel hassasiyet (Doppler frekanst: 500+50Hz, Hedefhizi:
10cm/s~40cmy/s): 92.9dB

Uzamsal-zirve zamansal-zirve akustik basing: 20,8KPa Cikis giicii: 8,6mW

Ultrasonik doniigtiiriicii aktif elemanmm etkin alani: 3.07cm2

Normal kullanim igin akustik baglantt ortamu: ph: 5.5~8, Akustik empedans: <1.7*¥105g /cm2-s
Cahgma modu: Siirekli dalga Doppler Ses ¢ikisi:

Ses gikss giicii: <0,5 W Ses gikis Soketi: ®3.5mm Uriin hizmet émii: 5 yil
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Onerilen pil tipi:

Trimpeks'ten temin edilen 7,2V NI-MH.

Adaptor: Giris voltaji etikete bakiniz

Sarj siniri: DC 15V 1,5A (maks.) Bekleme Siiresi: >8 saatten fazla
Performans:

Hassasiyet: 16 haftalik gebelik

FHR Olgiim Arahg1: 50-210bpm (dakika basina vurus) ¢oziiniirliik: 1bpm
Dogruluk: £2bpm

Cevresel Gereksinimler:

Caligma Kosullar1:

Sicaklik: 5°C ila 40°C  (41°F-104°F)

Nem orant: <%80 bagil nem, yogusmasiz Atmosferik basing: 86kPa ila 106kPa

Depolama ve Nakliye Kosullar:
Sicaklik: - 20°C ila 55°C  (-4°F-131°F)
Nem: %10 - %93 bagil nem, yogusmasiz
Atmosferik basing: 50kPa ila 106kPa

Boliim 8 : Sorun Giderme

Ariza gibi goriinen durum her zaman ciddi olmayabilir, cihazimiz beklendigi gibi
calismazsa, saticinizdan veya servis temsilcinizden yardim istemeden Once
sorunlarin diizeltilip diizeltilemeyecegini gormek igin asagidaki tabloya bakin.

Belirti Neden Cozim

® Ses seviyesi ¢ok yiiksek | ® Sesi kisin
Yiiksek ® Prob yiizeyinde ¢ok fazla | @ Daha az jel
ses jel var kullanin

® Pil bitmis ® Pili degistirme
veya sarj etme

® Ses seviyesi ¢ok diisiik ® Sesi agin
Az ses gikigt ® Yetersiz jel ® Jel ekleyin
® Pil bitmig ® Bataryanin sarj edilmesi
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Diisiik ® Yanlis prob konumu ® Dogru pozisyonu bulun
hassasiyet ® Yetersiz jel ® Jel ekleyin

Ek A : EMC bilgileri

A DIKKAT: _Fetal Doppler EMC ile ilgili 6zel dnlemler gerektirir ve EK
DOKUMANLARDA belirtilen EMC bilgilerine gére kurulmali ve
hizmete alinmalidir.

& DIKKAT: Tagmabilir ve mobil RF iletisim ekipmanlar1 Fetal Doppler'i
etkileyebilir.

A DIKKAT: Fetal Doppler diger ekipmanlarla bitisik veya iist iiste
kullanilmamalidir.

Kilavuz ve iiretici beyam-elektromanyetik emisyonlar
Babygerdusch modelleri agagida belirtilen elektromanyetik ortamda kullanilmak|
tizere tasarlanmigtir. Babygerdusch modellerinin miisterisi veya kullanicisi, bu
tiir bir ortamda kullanilmasini saglamalidir.
Emisyonlar Uyumluluk Elektromanyetik
ortam rehberligi
Babygerdusch modelleri RF
enerjisini yalnizca dahili
islevi igin kullanir. Bu
nedenle, RF emisyonlar1 gok
RF . Grup 1 disiiktiir ve yakindaki
emisyonlari elektronik ekipmanlarda
CISPR 11 herhangi bir parazite neden
olmas1 muhtemel degildir.
RF Smif B Babygerdusch modelleri,
emisyonlart evsel kuruluslar ve evsel
CISPR 11 amagcli kullanilan binalart
Harmonik besleyen kamusal diigiik
emisyonlar Siif A voltajlt gii¢ kaynagi agina
IEC dogrudan bagli olanlar da
61000-3-2 dahil olmak tizere tiim
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Gerilim
dalgalanmalari/titre
me emisyonlar1 IEC
61000-3-3

Uygun degil

kuruluslarda kullanim i¢in
uygundur.

Kilavuz ve Beyan-elektromanyetik bagisikhk

Babygerdusch modelleri, elektromanyetik sistemlerde kullanilmak tizere
tasarlanmistir. agagida belirtilen ortam. Babygerdusch modellerinin miisterisi
veya kullanicisi, bu tiir bir ortamda kullanilmasini saglamalidir.

Elektromanyetik
Bagisikhik testi TEC 60601 Uyumluluk ortam rehbeyrligi
test seviyesi seviyesi
Elektrostatik +6 kV +6 kV Zeminler ahsap,
desarj (ESD) etki eti beton veya
IEC 61000-4-2 +8 kV hava +8 kV hava seramik karo
olmalidir.
Zeminler sentetik
malzeme ile
kapliysa, bagil
nem orani en az
%30 olmalidir.
Elektriksel hizli Giig kaynagi Gii¢ kaynag1 Sebeke gic kalitesi
gecig/patlama IEC hatlari i¢in hatlar1 i¢in atipik ticari veya
61000-4-4 +2kV +2kV hastane ortamina
Giris/gikis uygun olmaldir
hatlari i¢in
+1kV
Dalgalan +1kV hattan +2kV hattan Sebeke giig kalitesi
ma IEC hatta +2kV topraga tipik bir ticari ortam
61000-4-5 hattan topraga veya hastane
ortamina uygun
olmalidir.
Gii¢ kaynagi 0,5 dongii i¢in | 0,5 dongii i¢in Sebeke gii¢
giris <%5 UT <%5 UT kalitesi tipik
hatlarindaki fiUT'dse 5>0d/“)'95 R gUT'd;f ;?95 | virticari
e liistis) 5 dongii| distis) 5 dongii
%E;ﬁ‘;lréri icin %40 UT | icin %40 UT Egiﬁ;geya
i (UT'de %60 (UT'de %60
klse} ) dilsiis) 25 dilsiis) 25 ortamina
kesintiler ve dongil igin dongii igin %70| uygun
gerilim %70 UT UT (UT'de %30 ©olmalidir.
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degisimleri
IEC 61000-
4-11

(UT'de %30
diisiis) Ssn i¢in
<%5 UT
(UT'de >%95
diistis)

disiis) Ssn i¢in
<%5 UT
(UT'de >%95

diisiis)

Babygerdusch
modellerinin
kullanicist
elektrik
kesintileri
sirasinda
caligmaya
devam etmek
istiyorsa,
Babygerdusch
modellerinin
kesintisiz bir

gue
kaynagindan
veya bir
bataryadan
beslenmesi
oOnerilir.

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

3 A/m

Gegerli
degil

Gegerli degil

NOT UT, test seviyesinin uygulanmasindan 6nceki a.c. sebeke voltajidir.

Babygerdusch modelleri

asagida

belirtilen

elektromanyetik  ortamda

kullanilmak {izere tasarlanmustir. Fetal Kalp Hizi Doppler Dedektoriiniin
miisterisi veya kullanicisi, bu tiir bir ortamda kullanildigindan emin olmalidir.

Bagisikhk
testi

IEC 60601
test seviyesi

Uyumluluk
seviyesi

Elektromanye
tik ortam
rehberligi

23




Iletilen RF
IEC 61000-4+
6

Yayilan

RF IEC
61000-4-

3

3 Vrms
150 kHz
ila 80
MHz 3
Vrms 80
MHz ila
2,5 GHz

v

3V/m

Tagmabilir ve mobil RF
iletisim ekipmanlari,
kablolar dahil olmak
iizere Babygeriusch
modellerinin higbir
pargasina, vericinin
frekanst i¢in gegerli
denklemden hesaplanan
Onerilen ayirma
mesafesinden daha
yakin
kullanilmamalidir.
Onerilen ayirma
mesafesi

3V d=1,2xP1/2 80MHz ila
800 MHz d=1,2xP1/2
800MHz ila 2,5 GHz Burada
P, verici tireticisine gore
vericinin watt (W) cinsinden
maksimum ¢ikis giicii degeri
ve d, metre (m) cinsinden
onerilen ayirma mesafesidir.
Bir elektromanyetik saha
arastirmasi ile belirlenen sabit
RF vericilerinden gelen alan
giicleri, her frekans araliginda)
uyumluluk seviyesinden dahal
az olmalidir. Asagidaki
sembolle igaretlenmig
ekipmanlarin yakiminda

)

parazit olugabilir: [ |
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NOT 1 80 MHz ve 800 MHz'de daha yiiksek frekans aralig1 gegerlidir.

NOT 2 Bu yonergeler her durumda gecerli olmayabilir. Elektromanyetik
yayilim, yapilardan, nesnelerden ve insanlardan gelen emilim ve yansimadan
etkilenir.
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a. Telsiz (hiicresel/kablosuz) telefonlar ve kara mobil radyolar igin baz
istasyonlar1, amator radyo, AM ve FM radyo yaymi ve TV yaymu gibi sabit
vericilerden gelen alan giicleri teorik olarak dogru bir sekilde tahmin
edilemez. Sabit RF vericilerinden kaynaklanan elektromanyetik ortami
degerlendirmek i¢in bir elektromanyetik saha arastirmasi diigiiniilmelidir.
Babygerdusch modellerinin kullamldigi yerde olgiilen alan giicii yukaridaki
gegerli RF uyumluluk diizeyini asiyorsa, normal ¢alismay1 dogrulamak icin
Babygerdusch modelleri gbzlemlenmelidir. Anormal performans gozlenirse,
Babygerdusch  modellerinin ~ yeniden  yonlendirilmesi veya yerinin
degistirilmesi gibi ek dnlemler gerekebilir.

b. Frekans araligi 150 kHz ila 80 MHz iizerinde, alan gii¢leri 3 V/m'den az
olmalidir.

Tasmabilir ve mobil RF iletisim ekipmani ile Babygeriusch modelleri
arasinda énerilen ayirma mesafeleri.

Babygerdusch, yayilan RF bozulmalarinimn kontrol edildigi elektromanyetik
bir ortamda  kullanilmak {izere tasarlanmigtir.  Miisteri  veya
modelBabygerdusch kullanicisi, tagmabilir ve mobil RF iletisim ekipmani
(vericiler) ile modelBabygerdusch arasinda iletisim ekipmanimnim maksimum
cikis gilicline gore asagida Onerilen minimum mesafeyi koruyarak
elektromanyetik paraziti 6nlemeye yardimei olabilir.

Vericinin nominal Verici frekansina gore
maksimum cikis ayirma mesafesi m
giicii W
150kHz to 80 80 MHz to 800 800 MHz to
MHz MHz 2,5GHz
d=1.2xPp!"? d=1.2xPp!"? d=2.3xp'?

0,01 0.12 0.12 0.23

0,1 0.38 0.38 0.73

1 1.2 1.2 23

10 3.8 3.8 73

100 12 12 23

Yukarida listelenmeyen bir maksimum ¢ikis giiciinde derecelendirilen|
vericiler i¢in, metre (m) cinsinden Onerilen ayirma mesafesi d, vericinin|
frekansi i¢in gecerli olan denklem kullanilarak tahmin edilebilir; burada P,
verici Ureticisine gore watt (W) cinsinden vericinin maksimum ¢ikis giici
derecesidir.

NOT 1 80 MHz ve 800 MHz'de, daha yiiksek frekans araligi i¢in ayirmal
mesafesi gecerlidir.
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NOT 2 Bu yonergeler her durumda gegerli olmayabilir. Elektromanyetik
yayilim yapilardan, nesnelerden ve insanlardan gelen emilim ve yansimadan
etkilenir.

Genel hassasiyet (3MHz Prob)

Sicaklik: 24,9 °C, Bagil Nem: 68 %

Prob yiizii i¢in mesafe 50mm

Nominal akustik ¢aligma 3MHz

frekansi

Doppler frekansi 296Hz
Hedef Hiz 12cm/s

A(d): Hedef yansima kayb1 44.5dB

B: akustik yol tizerinde iki 52.5dB
yonlii zayiflama

C: Sinyal-giiriiltii Orani Vs:298mV
Vn: 119mB
C=20log(Vs/Vn)=8.0dB

S: Genel Hassasiyet S=A+B+C=105db

Ek bilgi: --

Prob yiizii i¢in mesafe 75mm

Nominal akustik ¢aligma 3MHz

frekansi

Doppler frekansi 296Hz

Hedef Hiz 12cm/s

A(d): Hedef yansima kayb1 44.5dB

B: akustik yol tizerinde iki 46.2dB
yonlii zayiflama

C: Sinyal-giiriiltii Orani Vs:293mV
Vn: 117mB
C=20log(Vs/Vn)=8.0dB
S: Genel Hassasiyet S=A+B+C=98.7db
Ek bilgi: --
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Prob yiizii igin mesafe 100mm

Nominal akustik ¢aligma 3MHz

frekansi

Doppler frekansi 296Hz

Hedef Hiz 12cm/s

A(d): Hedef yansima kayb1 44.5dB

B: akustik yol iizerinde iki 45.1dB

yonlii zayiflama

C: Sinyal-giiriiltii Oran1 Vs:291mV
Vn: 116mB

C=20log(Vs/Vn)=8.0dB

S: Genel Hassasiyet

S=A+B+C=97.6db

Ek bilgi: --

Prob yiizii igin mesafe 200mm

Nominal akustik ¢alisma 3MHz

frekansi

Doppler frekansi 296Hz

Hedef Hiz 12cm/s

A(d): Hedef yansima kayb1 44.5dB

B: akustik yol iizerinde iki 40.2dB

yonlii zayiflama

C: Sinyal-giiriiltii Oran1 Vs:289mV
Vn: 113mB

C=20log(Vs/Vn)=8.2dB

S: Genel Hassasiyet

S=A+B+C=92.9db

Ek bilgi: --
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GARANTI BELGESI

imalatci / ithalatgi firmanin

Unvani - Trimpeks ith. ihr. Tur. ve Tic. A.S.

Merkez Adresi - Sultan Selim Mah. Yunus Emre Cad. No:1/11,
34415, Kagithane - istanbul

Telefonu - 0212319 50 00

Faksi - 02123195050

imzasi - Kasesi

& Anonim sirket!

Malin

Cinsi - Fetal Dopler

Markasi - F.BOSCH

Modeli - Babygerausch | Fetal Dopler

Bandrol ve serino -

Teslim tarihi ve yeri -

Garanti stresi -2yl
Azami tamir stiresi - 20 is glinu

Satici firmanin

Unvani -
Adresi -
Telefonu -
Faksi -
Fatura tarihve no -
Tarih -imza-Kase -

Garanti Sartlan

1. Garanti Siiresi, malin teslim tarihinden itibaren baslar ve 2 yildir.

2. Malin bittn pargalar dahil olmak lzere tamami firmamizin garantisi
kapsamindadir.

. Malin garanti siresi icinde arizalanmasi durumunda, tamirde gecen
slire garanti sliresine eklenir. Malin tamir siiresi en fazla 20 is guni-
dur. Bu slire, mala iliskin arizanin servis istasyonuna, servis istasyo-

nunun olmamasi durumunda, malin saticisi, ba:

ithalatgisi veya imalatgisi- Ureticisinden birisine b

w

10 is glinu icerisinde giderilememesi halinde imalatgi - Uretici veya
ithalatci malin tamiri tamamlanincaya kadar, benzer 6zelliklere sahip
bagka bir mali tiiketicinin kullanimina tahsis etmek zorundadir.

taj hatalarindan dolayi arizalanmasi halinde, isgilik masrafi, degistirilen
parca bedeli ya da baska herhangi bir ad altinda hicbir tcret talep et-
meksizin tamiri yapilacaktir.

o

. Tuketicinin onarim hakkini kullanmasina ragmen malin;

o Tiketiciye teslim edildigi tarihten itibaren, belirlenen garanti suresi
icinde kalmak kaydiyla, bir cerisinde; en az 4 defa veya ima-
latci-Uretici ve/veya ithalatgl tarafindan belirlenen garanti stresi
icerisinde 6 defa arizalanmasinin yanisira bu arizalarin maldan ya-
rarlanamamay! surekli kilmasi,

° Tam in gereken azami siirenin asiimasi,

Firmanin servis istasyonunun, se stasyonunun mevcut olma-

masi halinde sirayla saticisi, bayii, acentasi, temsi gi, ithalatgisi

veya imalatg - Ureticisinden birisinin dlizenleyecegi raporla arizan-

In tamirinin miimkin bulunmadiginin belirlenmesi, durumlarinda ti-

ketici malin Uicretsiz degistiriimesini, bedel iadesi veya ayip oranin-

da bedel indirimi talep edilebi

6. Malin kullanma kilavuzunda yer alan hususlara aykiri kullaniimasindan
kaynaklanan arizalar garanti kapsami disindadir.
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