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Consult instructions for use

General warning sign

Date of manufacture

Warning: Non-ionizing radiation

Manufacturer’s name and
address

Warning: Electricity

Country of manufacture

Warning: Optical radiation

IMEER =

Waste Electrical and Electronic
Equipment (WEEE) recycling

B> BB

Warning: Floor level obstacle

This way up

Keep dry

Type BF applied part

Fragile

Temperature limit

@ ray

Do not use if package is
damaged

Authorised representative in
the European Community

(2]
I

Authorised representative in
Switzerland

0120

United Kingdom Conformity
Assessed, with the Notified
Body number for SGS UK

I8
m
2
[(]

Conformité Européene, with the
Notified Body number for SGS
Belgium NV

Catalogue number

Class Il equipment

Serial number

Atmospheric pressure limitation

Medical device

@@ [O]

Humidity limitation

Translation

The Keeler TonoCare is designed and built-in conformity with Directive 93/42/EEC, Regulation (EU) 2017/745 and ISO

13485 Medical Devices Quality Management Systems.

Classification:

CE / UKCA: Class lla
FDA: Class Il

The information contained within this manual must not be reproduced in whole or part without the manufacturer's
prior written approval. As part of our policy for continued product development we the manufacturer reserve the right
to make changes to specifications and other information contained in this document without prior notice.

This IFU is also available on the Keeler UK and Keeler USA websites.
Copyright © Keeler Limited 2023. Published in the UK 2023.
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Symbols used on controls and display
These symbols will be used on the device and display during operation.

Device Controls

Display Symbols

Description

On / Standby Light Turn On / Off illumination LEDs
button m
Menu button m Sound Turn On / Off audible alerts
Return button Time Set the system time
Manual trigger @ Date Set the system date
0D / 0S button IOP Format | Select the I0P format (XX /
OO
Print button Pachymetry | Pachymetry options of OFF/ON/
H TRIGGER
(If set to "TRIGGER', the
Sounds pachymetry option only
— appears if the measured IOP
Pﬁ?g\a Ba%pr invalid value is greater than 15)
readings
9 Brightness | Set the brightness for the
- m displays (value between 1
HIGH | Valid set of and 15)
PITCH | measurements —
obtained Self-Test Initiate a self-test of the system
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1. INDICATIONS FOR USE

These devices are intended to be used only by suitably trained and authorised healthcare
professionals.

A The TonoCare Non-contact Tonometer should be used only by trained
personnel. USA Federal law restricts this device to sale by or order of a
physician.

11 INTENDED USE / PRINCIPLE OF OPERATION

The Keeler TonoCare Tonometer is a hand-held, battery operated, non-contact tonometer
intended to be used for measuring intraocular pressure (I0P) of the human eye with less than
3D in corneal astigmatism.

The Keeler TonoCare should not be used in patients with high corneal astigmatism (>3D).

The Keeler TonoCare Tonometer uses the principle of air impulse tonometry — this is a variation
of general applanation tonometry, however, does not require direct contact with the surface of
the eye.

Applanation tonometry is a technology to accurately measure IOP as an equivalent of the force
required to flatten a defined area of the cornea by mechanical stimuli, as a direct application of
the Imbert-Fick law.

The air impulse technique requires direction of a packet of air with restricted pressure and
volume towards the central portion of the cornea, and the detection of the pre-defined
flattening of the cornea via the electrical measurement of a light beam reflected from the
corneal surface.

2. SAFETY
21 PHOTOTOXICITY

é CAUTION: The light emitted from this instrument is potentially hazardous.
The longer the duration of exposure, the greater the risk of ocular
damage.

While no acute optical radiation hazards have been identified for Keeler
Tonometers, we recommend keeping the intensity of the light reaching
the patient’s retina to the minimum possible for the respective diagnosis.
Children, people with aphakia and people suffering from eye conditions
are most at risk. An increased risk may also occur if the retina is exposed
to the same or a similar device with a visible light source within 24 hours.
This applies, in particular, if the retina has been photographed with a
flashbulb in advance.

Keeler Ltd shall on request, provide the user with a graph showing the
relative spectral output of the instrument.
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2.2 WARNINGS AND CAUTIONS

Please note that the proper and safe functioning of our instruments is only guaranteed if
both the instruments and their accessories are exclusively from Keeler Ltd. The use of other
accessories may result in increased electromagnetic emissions or reduced electromagnetic
immunity of the device and may lead to incorrect operation.

Observe the following precautions in order to ensure safe operation of the instruments.

A WARNINGS

o Never use the instrument if visibly damaged and periodically inspect it for signs of damage
or misuse.

e Check your Keeler product for signs of transport / storage damage prior to use.
e US Federal Law restricts this device to sale by or on the order of a physician or practitioner.

e The device is intended for use in various clinical settings such as hospitals, eye clinics and
optometric practices.

e Only use approved Keeler power supply EP29-32777 or instrument may malfunction.

o [ transporting the TonoCare in temperatures of less than 10°C, ensure the device has had
at least three hours to acclimatise to room temperature before use.

e The owner of the instrument is responsible for training personnel in its correct use.

o Never use the instrument if the ambient temperature, atmospheric pressure, and / or
relative humidity are outside the limits specified in this manual.

e Do not use in the presence of flammable gases / liquids, or in an oxygen rich environment.

e This device is intended to be used only by suitably trained and authorised healthcare
professionals.

o This product should not be immersed in fluid.

¢ Do not mount anything on the Docking Station other than the Hand Unit and Forehead
Rest.

e TonoCare is not intended to be used with wireless technology. Do not plug a wireless
dongle into the USB port on the Docking Station.

e The mains plug is the means of isolating the device from the mains supply. Ensure both the
power switch and mains plug are always accessible.

e Do not position the equipment so that is difficult to remove the mains plug from the wall
socket.

A e Do not fit mains power adapter into a damaged mains outlet socket.

o Using the device out of specification or where there is a fault can lead to an
f electric shock, overheating and/or burns.
L]

Route power cords safely to eliminate risk of tripping or damage to user.
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A\ caution

Use only genuine Keeler approved parts and accessories or device safety and performance
may be compromised.

Keep out of the reach of children.

Accuracy of IOP measurements is known to be affected by variations and changes in
corneal rigidity due to differences in corneal thickness, intrinsic structural factors or
corneal refractive surgery. It is recommended that these factors are considered during IOP
measurement.

To prevent condensation from forming, allow instrument to come to room temperature
before use.

Please add mounting hole labels to covering the key holes unless wall mounting the TonoCare.
Only mount on wall according to Keeler Instructions.

The TonoCare cannot be used in the vicinity of sources known to cause electromagnetic
disturbance (magnetic resonance imaging, computed tomography, radio-frequency
identification, metal detectors, electronic article surveillance and other electromagnetic
security systems).

Keep the front window and nozzle area away from large amounts of dust or fine particles.
This product should be used in a room with low / dimmed lighting.

The device will require a minimum 12-hour charge before first use.

The device will require several 12-hour charge cycles before the battery functions optimally.

Before using the TonoCare, press the Manual fire button to dispel any minute particles of
dust or moisture which may have settled whilst the instrument was not in use.

Check the function of the device in accordance with the instructions in section 6 prior to
use on the patient.

The patient should not be in the proximity of the Docking Station.

Do not touch the electrical contacts on the Docking Station and the patient simultaneously.
The Forehead Rest is composed of aluminium, and it is the only part which may touch the
patient. The housing of the instrument is made of PC-ABS. Do not touch these parts if you
have a known allergy to any of the materials.

Do not use the Forehead Rest in the Docking Station for any other instrument, or the
performance of the product may be compromised.

Contact of the front window / nozzle area of the TonoCare with the eye of the patient
should be avoided. If accidental contact occurs, clean the front window and surrounding
area according to the cleaning instructions in section 3.1.

Always verify that the printout matches the readings on the Hand Unit.

For indoor use only (protect from moisture).

There are no user serviceable parts inside. Contact authorised service representative for
further information.
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e Follow guidance on cleaning / routine maintenance to prevent personal injury / damage to
equipment.

e Failure to carry out recommended routine maintenance as per the instructions in this IFU
may reduce the operational lifetime of the product.

e If the device is not used regularly it must be recharged for at least 12 hours monthly to
ensure optimum battery life.

e At product end of life dispose of in accordance with local environmental guidelines (WEEE).

Maintenance

e To maintain device performance, and ensure its safety and effectiveness it should be
serviced in accordance with the instructions in section 9.

e Only decontaminate / clean in accordance with the instructions given in section 3.1.

o [f the device is not used regularly it must be recharged for at least 12 hours monthly to
ensure optimum battery life.

2.3 CONTRAINDICATION

There is no restriction to patient population this device can be used with other than those

outlined in the contraindications stated below.

Accuracy of IOP measurements is known to be affected by variations and changes in corneal

rigidity due to differences in corneal thickness, intrinsic structural factors or corneal refractive

surgery. It is recommended that these factors are considered during IOP measurement. The

Keeler TonoCare should not be used in patients with high corneal astigmatism (>3D).

3. CLEANING INSTRUCTIONS

CAUTION: Only manual non-immersion cleaning as described should be
used for this tonometer. Do not autoclave or immerse in cleaning fluids.
Always disconnect power supply from source before cleaning.

3.1 CLEAN THE PUFF TUBE LENS WEEKLY:

1. Moisten a cotton bud with de-ionised water / detergent solution (2% detergent by
volume).

2. Move the tip of the bud around the lens in a circular motion.
After one circle the bud should be discarded to avoid smearing on the lens.

4. Look at the Puff Tube lens from the patient’s side, if traces of tear film can still be seen,
repeat above steps until clear.

Note: Care should be taken not to damage the Puff Tube assembly during cleaning.

CAUTION: Care should be taken not to damage the Puff Tube assembly
during cleaning. Never use a dry cotton bud or tissue to clean the Puff
Tube lens. Never use a silicone impregnated cloth or tissue to clean the
puff tube lens.
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3.2 CLEAN THE HAND UNIT DAILY AND BETWEEN PATIENTS

1. Wipe the external surface with a clean absorbent, non-shedding cloth dampened with
de-ionised water / detergent solution (2% detergent by volume) or water / isopropyl
alcohol solution (70% IPA by volume). Avoid using de-ionised water / isopropyl alcohol
solution with optical surfaces such as the front window. These should only be cleaned
with a de-ionised water / detergent solution

2. Ensure that excess solution does not enter the instrument. Use caution to ensure cloth is
not saturated with solution.

Surfaces must be carefully hand-dried using a clean non-shedding cloth.
4. Safely dispose of used cleaning materials.

4. INSTALLATION
This section will instruct how to unpack and prepare the TonoCare for use.

CAUTION: When you open the package, check for any external damage or
flaws, particularly damage to the case. If you suspect there is something
wrong with the tonometer, contact the manufacturer or distributor.

Replace the blanking plate with the appropriate mains plug adapter if required, or use IEC
60320 TYPE 7 connector (not supplied).

4.1 TOOLS REQUIRED
o Safety knife

For wall mounting:

e Pencil
e Spirit Level
e Electric drill

e PH1 screwdriver

4.2 PACKAGING CONTENT

Your TonoCare has been supplied with:

e A Hand Unit with pre-installed battery for IOP standalone measurement.
¢ A Docking Station for printing, data export and charging functions.

¢ A metal wall mounting plate with 4 screws and 4 rawlplugs for wall mounting of the
Docking Station.

e A power supply for directly charging the Hand Unit (in transport) or via the Docking
Station.

o Aroll of thermal paper to be used in the printer located in the Docking Station.
e A USB device containing the Instructions for Use.

9
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¢ Anextendable Forehead Rest.

e A USB cable to connect the Docking Station with a computer (not provided) for data
export.

¢ ATonometer Face Shield to provide a layer of protection between the patient and user.

4.3 TABLETOP INSTALLATION
1. Position the product package so that the arrow points upward

2. Use a safety knife to cut the tape sealing the box on the top and remove the polystyrene
layer covering the package contents.

Use caution to avoid injury from sharp edges when handling the safety
knife, and the unsealed carton edges.

3. Lift the Docking Station from the package and place it in a clean area intended for the
charging of the TonoCare when not in use.

The TonoCare Hand Unit should not be used in the proximity of the
Docking Station.

4. Insert the roll of thermal paper provided, according to instructions on section 8.
Remove the Hand Unit from the package and allow the handle to fit the lower recess in
the Docking Station and the Measurement Window to slide onto the top of the Docking
Station. Before use, remove the protective film covering the TonoCare display, the Front
Window and the IR Window.

6. Take the Forehead Rest from the package and allow it to be held by its magnets at the
top of the Docking Station, in the area provided for it.

7. Remove the power supply from the package, plug it to the back of the Docking Station
and after fitting the suitable adapter for your country, connect it to the AC inlet.

Route power cords safely to eliminate risk of tripping to user, or damage
to device.

8. The LED indicator in the Hand Unit should now light up to indicate the TonoCare battery
is charging.

9. Use the USB cable provided to connect the Docking Station to a computer (not provided)
for data export. The computer must be compliant to EN 60601-1 (see section 12)

4.4 WALL MOUNT INSTALLATION
1. Choose carefully the intended location for your TonoCare Docking Station with particular
consideration to the routing of the power cable and the patient screening position.
Ensure that the mains plug is accessible at all times, as this is the primary means of
mains power disconnection.
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The TonoCare Hand Unit should not be used in the proximity of the
Docking Station. The Docking Station should not be fixed over live
utilities, as the drilling process could interrupt the utility supply and cause
injury. The recommended height is 1.2m (4 feet).

2. Use the metal plate as a template to mark the position of the retaining screws with a
pencil, holding a spirit level to the base of the plate to guarantee horizontal alignment.

3. Drill the appropriate size holes following the marks left from the previous step.

Use extreme caution when operating the drill, following the instructions
provided with the instrument.

4. Insert the rawlplugs in the holes drilled in the previous step, and fix the metal plate on
the wall with the screws provided, using a PH1 screwdriver.

5. Position the Docking Station on the wall mounting plate so the 2 retaining pins on the
metal plate slide into the holes in the rear of the housing, and the plate supports the
unit from below.

6. You may now plug the power cable into the Docking Station, and connect it to mains
power. The Docking Station will blink twice at power up. Once powered, rest the hand

5. USING THE TONOCARE

This section will instruct the user on how to interpret the controls and indicators of the
TonoCare, and how to perform the I0P measurement on a patient using the device.

Familiarise yourself with the instructions for the measurement of the IOP
using the TonoCare, before using the instrument on a patient.
5.1 CONTROLS AND INDICATORS —O
Hand Unit
Top view o
Forehead Rest mounting 3]

Manual Trigger

0D/ 0S button 0o—
LED indicator e 9

Digital Display

On/ Off
Print button

Menu button

000000000

Return button
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Note: The LED indicator on the TonoCare pulses when charging and remains solid when fully
charged

Isometric view from the user and left side

@ rorehead Rest o— ﬁ

0 Eyepiece

View from underneath the tonometer
(12) Charging contacts

@ Power input

@

Patient view

@ ruffTube and window @/
@® LED indicator

@ Infrared transmitter

Docking Station
Rear view

(17] Charging contacts
@ Infrared receiver
® rrinter door

@ wall mounting
holes

~e
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Underside view

@ Power input
@ USB interface — Allows tonometer to be connected
to a PC for raw data upload purposes.

d—

View to show position
of Hand Unit with
Docking Station

5.2 MENU MAP

Press the Menu button to open the Software Menu. Once in Software Menu, use the Menu
button to change your selection, the Print button to confirm and the Return button to move to
the previous menu. Follow the Menu Map in the figure on page 14 for guidance.

The software revision is
Confirm (Print button) displayed during start-up

Change selection (Menu button)

Return to previous menu (Return
button)
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[
Light

@

On/Off

Buzzer Time Date Resolution ccT Brightness  Self Test
d = 0 EN W
On/Off On/Off/ On/Off On/Off
MM MM XX.X Trigger
YY

6. MEASUREMENT PROCEDURE

6.1 ROUTINE CHECKS AND FUNCTIONAL TESTS

1. Before daily use, visually examine the Hand Unit and Docking Station, looking for any
signs of obvious damage. If you suspect the tonometer has been subjected to any
impacts or moisture ingress do not use the tonometer. Contact Keeler or your local
service centre for advice.

2. Keeler recommends performing a weekly self-test on the Hand Unit to confirm
functionality. This verifies operation of the puff generation system and the pressure
sensor. To access the self-test facility, follow these steps:

> B

Power the tonometer up, ensuring it is plugged into the mains power supply.

Rest the tonometer on its side on a flat surface, such as on a desk. Do not hold the
tonometer.

Press and hold the Menu button and scroll through until the icon appears on
the display.

Using the Print or Return button set this to ON.
Press and hold the Menu button again to exit the menu (approximately 2 seconds).

The tonometer will puff several times and display a series of numbers as it
progresses through the test.

Once the self-test is complete the tonometer will indicate that it has passed or failed
on the display.

Remember to prepare the patient before initiating the measurement. A
patient’s anxiety may delay the measurement and adversely affect its
accuracy.

A single reading can be misleading as the IOP will vary in response to
pulse, respiratory and diurnal fluctuations. Other factors may affect

10P, such as blinking, eye squeezing, fluid intake, physical activity, body
position, etc. Up to 4 readings may be required to reduce the impact of
these variants to a constant IOP. Keeler recommends using the average of
four readings rather than any individual reading.

14
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The TonoCare software will recognise the readings and give an audible notification when two
consecutive readings are within TmmHg of each other, indicating that further measurements
may not be required.

6.2 PREPARING THE DEVICE
1. Before lifting the Hand Unit from the Docking Station, check the LED indicator is steady
on to ensure full battery capacity. A full battery will last up to 2 days of intensive use.
Performance will deteriorate over time.
2. Remove the Hand Unit from the Docking Station and press the Power On button. The
Hand Unit will enter Standby Mode if not used for more than 90 seconds.

6.3 PREPARING THE PATIENT

Before using the TonoCare tonometer you should make your patient feels at ease and ensure
they are in an optimum reading location, preferably with their head supported. This is because
apprehension and nervousness may adversely affect the readings obtained. Follow the points
outlined below to achieve this:

1. Ensure that the patient is comfortable and in a relaxed position.

2. Ask the patient to remove their contact lenses or spectacles if worn and to breathe
normally. The patient’s eyes should be fully open and blinking normally throughout the
complete measurement procedure.

3. To reassure the patient, you can demonstrate the measurement procedure using the
Manual trigger button towards one of the patient’s fingers. Re-set (long press OD / OS)
the tonometer after the demonstration.

Before taking a reading, you should:
1. Ask the patient to blink to ensure a good and reflective tear film.
2. Ensure the patient and tonometer optics are not positioned under direct lighting (i.e.
spot lights or sunlight).
3. Ensure the patient's eyes are fully opened. This helps to prevent squeezing, where the
patient unconsciously tenses their eyelids and increases 10P.

4. Throughout the reading process, you should allow the patient to blink at intervals to
maintain the corneal tear film.

6.4 TAKING THE READING
Once the TonoCare and the patient are prepared, you are ready to take a reading.
1. If you haven't done it in the previous step, use the manual trigger / demo button to

dispel any minute particles of dust or moisture which may have settled whilst the
TonoCare was not in use.

The TonoCare is set to automatically select the right eye as the first eye to
be measured. If you wish to select the left eye, press the OD / 0S button.
Ensure you are recording the measurement for the intended eye.

15
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2.

7.

Hold the Hand Unit with the dominant hand and position the tonometer so it is aligned
with the patient’s eye from a distance of about 30cm or 12 inches.

Move the tonometer in towards the patient until the Forehead Rest is positioned against
their forehead. You may choose to rest your fingers on the Forehead Rest to gain more
stability.

Ask the patient to focus on the green target inside the tonometer.

Using your preferred eye, look through the eyepiece so that you can see the patient's
eye. Keep moving the tonometer forward whilst aligning the positioning ring to the
patient’s limbus. The entire iris does not need to be visible as it may be covered by an
eyelid. Centre the measurement area with the pupil of the patient’s eye and make note
of the reflected LED crescents. These should be central on the pupil as well.

When the tonometer is approximately 15mm (0.5 inches) away from the patient’s eye, a cross
will appear to indicate the position of the tonometer relative to the eye. Move the tonometer
so that the edges of the cross are just inside the comers of the measurement brackets.

The cross must not be larger than the measurement area, as this would
indicate that the tonometer is too close to the eye.

Once the cross reaches the correct alignment position, a gentle air impulse will trigger
an |0P reading. Ensure eyelids and eyelashes are clear of the measurement brackets to
obtain accurate results.

If no applanation was recorded during the puff, a low-pitch tone will be
heard (if sounds are enabled in the menu setting) and two stars (**) will
be shown on the internal display.

Ensure an |OP reading has been recorded on the
tonometer.

*Correct position and size of
cross in measurement area

Slowly move the tonometer backwards and allow the
patient’s eye to rest for a few seconds, maintaining the
alignment position.

. When the patient is ready for another reading, move the tonometer closer until the

alignment cross appears again and another reading is triggered.

. Repeat the previous steps for further readings until the measurement averaged from the

individual readings is acceptable.

. When two consecutive readings are within TmmHg, an audible high pitch tone will be

heard indicating that sufficient readings may have been taken (if Buzzer is enabled in the
User Menu Options). If successive readings are not within TmmHg of each other, Keeler
recommends taking up to four readings and using the average.

16
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14.
15.
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Press the OD / OS button to switch from left to right eye, or vice-versa.

Press and hold the OD / OS button to clear all the readings.

Pressing the Print button will produce a paper printout from the printer installed in the

Docking Station. The infra-red window in the Docking Station and Hand Unit should be
unobstructed and aligned within 1m (3 feet). The Docking Station LED will flicker during
the transmission of the IR data and then extinguish when printing.

. If the Docking Station is connected to a computer, pressing the Print button will export

the raw data to the computer, as long as the serial port has been enabled as described
below.

6.5 CCT CORRECTION

1.

Press and hold the Menu button to open the Software menu. Follow the Menu Map in
section 5.2 on page 14 to ensure the CCT correction function is enabled.

Follow the instructions in section 6.4 on page 15 to retrieve an IOP measurement.

Once a suitable average reading is obtained, follow the CCT workflow shown below. The
CCT group selected for the patient should correspond to the one measured separately by
a pachymeter. Use the Menu button to confirm your selection.

The CCT screen will show the CCT group and the correction applied under the relevant
eye.
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TonoCare CCT Workflow

Menu button

Short press

v

CCT dialog

(selection list)

Return button

The accuracy of IOP measurements is known to be affected by variations
and changes in corneal rigidity due to differences in corneal thickness,
intrinsic structural factors or corneal refractive surgery. It is recommended
that these factors are considered during IOP measurement. The
biomechanical properties of an individual cornea may vary, resulting in
changes of the relative stiffness or rigidity of the cornea and altering the
measurement. Other factors to consider include corneal edema and other
corneal abnormalities potentially affecting rigidity (e.g., keratoconus,
corneal transplant, crosslinking) in addition to intrinsic structural factors

Obtain
readings for
either one or
both eyes

v

OoD/0s
< Button »

Show CCT
screen:

v

OD|

Menu button

Short press

v

CCT dialog

(selection list)

Return button

OD/OS button
toggles:

1. OD
2. OD+CCT
3.0s
4. 0S+CCT

and corneal refractive surgery.
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7. PRINTING

The results can be printed by pressing the Print button on the Hand Unit.
This will automatically include the date and time (if set).

A space is included for manually recording the name of the patient.

The last four individual readings are printed as whole numbers ‘XX'.

The average IOP is calculated and printed to one decimal place 'XX.X".

ﬁ Always verify that the data on the printout and data on the TonoCare
Export application matches the readings on the Hand Unit.

ﬁ The printer on the docking station contains a sharp serrated blade to help
cut the paper. Exercise caution to avoid contact with this blade whenever
replacing printer paper rolls or tearing printouts from the device.

The TonoCare Docking Station can also be connected to
TonoCare Export through the USB port on a PC. Measurement

data can then be transferred from the Hand Unit to the KEELER
application via the Docking Station. Name :
. . Date: DD/MM/YY
Refer to EP59-47228 TonoCare Export App Installation Guide Time: HH:MM
for details on how to install the application on your PC. EP59- ez i A

47333 TonoCare Export App Quick Reference Guide describes

all the features of the application and how to use it. Data: S g
Pressing the Print button with send the result to both the e B

i e ®
printer and the USB port. g ST eie Bl
8. REPLACING THE PRINTER PAPER

. L ) Print Example
1. Access to the printer paper is via the Printer Cover, pull
the lip on the top of the Cover and gently pull towards you to open the Printer housing.

2. Remove the empty paper roll.
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3. Place the new roll of paper into the paper holder, making sure the free end is loose at
the top of the roll and oriented as shown.

4. Extend a few centimetres of paper out of the housing. While holding the end of the
paper, close the Cover by gently pushing the lip at the top towards the Docking Station
until it is fully closed and clicks into place.

The printer on the Docking Station contains a sharp serrated blade to help
cut the paper. Exercise caution to avoid contact with this blade whenever
replacing printer paper rolls or tearing printouts from the device.

8.1 CHARGING YOUR TONOCARE
When not in use Keeler recommends storing your TonoCare on the Docking Station, so that it is
maintained fully charged and ready for use.

The LED on the TonoCare pulses when charging.

Once fully charged the LED will be continuously lit.

The LED on the Docking Station will not change when the TonoCare handset is stored on the
Docking Station.

9. MAINTENANCE

Keeler recommends routine maintenance be carried out by the user
frequently and an annual service of your TonoCare by Keeler Service
Engineers to ensure safe and accurate measurement. In the event of
the device being outside of the calibration tolerances, it is important to
send the device back to Keeler Ltd. or your local dealer for repair and
re-calibration.

There are no user replaceable parts inside the device, including the battery. The battery must
only be replaced by trained service personnel following the instructions in the Service Manual.

If you notice a significant reduction of the battery’s performance, contact Keeler or your
authorised distributor for its replacement.

If the TonoCare is dropped by accident, the same service centre or distributor can verify if the
device is still in calibration.

The unit performs a self-function check when switched on and will indicate if a fault is found. A
further self-test can be activated from the menu (refer to section 6.1).

Always inspect the product before use, checking for normal start-up.

Do not attempt to perform product disassembly, reassembly, or repair. These should only be

done by personnel trained and qualified by Keeler, following the instructions in the service
manual.
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Do not store the product in a dusty environment, as the dust may enter the puff system, and be
dispelled to the patient's eye during use.

If the TonoCare is to remain unused for any length of time, press the On / Off Push button
switch to ‘Off' and remove the power supply. Use the dust cover to protect the tonometer.

Q Do not attempt to perform any unauthorized repairs, as this could
endanger the product and patients. Do not allow unauthorized parts to be
fitted in your product.

On request, Keeler will provide necessary circuit diagrams, component parts
lists, descriptions and calibration instructions to assist service personnel in
device repair.

The MOD RECORD label on the rear of the device is used to indicate the
status of the device in relation to significant changes.

9.1 FAULT CODES

If an Error Code between 00 to 34 is seen on the screen, restart the tonometer and check its
function. If the tonometer does not clear, please return it to your nearest authorised Keeler
Service Centre.

10. WARRANTY

Your Keeler product is guaranteed for 2 years and will be replaced, or repaired free of charge
subject to the following:

e Any fault due to faulty manufacture.
e The instrument and accessories have been used in compliance with these instructions.
e Proof of purchase accompanies any claim.

A& The manufacturer declines any and all responsibility and warranty
coverage should the instrument be tampered with in any manner or
should routine maintenance be omitted or performed in manners not in
accordance with these manufacturer’s instructions.

There are no user serviceable parts in this instrument. Any servicing or
repairs should only be carried out by Keeler Ltd. or by suitably trained and
authorised distributors. Service manuals will be available to authorised
Keeler service centres and Keeler trained service personnel.
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1. SPECIFICATIONS AND ELECTRICAL RATINGS

The Keeler TonoCare is a medical electrical instrument. The instrument requires special care
concerning electromagnetic compatibility (EMC). This Section describes its suitability in terms
of electromagnetic compatibility of this instrument. When installing or using this instrument,
please read carefully and observe what is described here.

Portable or mobile-type radio frequency communication units may have an adverse effect on
this instruments, resulting in malfunctioning.

1.1 ELECTROMAGNETIC EMISSIONS

Guidance and manufacturer’s declaration - electromagnetic emissions

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

Electromagnetic environment — guidance

The Keeler TonoCare uses RF energy only for its internal
function. Therefore, its RF emissions are very low and are
not likely to cause any interference in nearby electronic
equipment.

The Keeler TonoCare is suitable for use in all
establishments including domestic establishments and

those directly connected to the public low-voltage power
supply network that supplies buildings used for domestic

Emissions test Compliance
RF emissions CISPR 11 Group 1

RF emissions CISPR 11 Class B
Harmonic emissions N/A, Class A <
IEC 61000-3-2 75W

Voltage fluctuations / flicker | N/A, Class A <
emissions IEC 61000-3-3 | 75W

purposes.

1.2 ELECTROMAGNETIC IMMUNITY

Guidance and manufacturer’s declaration — electromagnetic immunity

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

IEC 61000-4-4 + 1kV for input/

output lines

Immunity test | IEC 60601 Test | Compliance Electromagnetic
level level environment — guidance

Electrostatic + 8 kV contact + 8 kV contact Floors should be wood, concrete

discharge (ESD). + 15 KV air + 15KV air or ceramic tile. If floors are

IEC 61000-4-2 - B covered with synthetic material,
the relative humidity should be at
least 30%.

Electrical fast + 2 kV for power + 2 kV for power Mains power quality should be

transient/burst. supply lines supply lines that of a typical commercial or

+ 1KV for input/ hospital environment.

output lines

100kHz repetition
frequency
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Immunity test | IEC 60601 Test | Compliance Electromagnetic

level level environment - guidance
Surge. + 1kV line(s) to + 1kV line(s) to Mains power quality should be
IEC 61000-4-5 neutral neutral that of a typical commercial or

hospital environment.

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines.

IEC 61000-4-11

<5% Uy
(>95% dip in Uy) for
0.5 cycle
<5% Ur

(>95% dip in Uy) for
1 cycle 40% Ur

Ur=0% 0.5 cycle
(0, 45, 90, 135, 180,
225, 270, 315°)

Ur = 0%; 1 cycle and
5 cycles

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

If the user of the Keeler requires

continued operation during
power mains interruptions, it is

Ur=70%; recommended that the charger be
(60% dip in Up) for 5 | 5531 . powered from an uninterruptible
ycles (Single

cycles 70% Uy phase: at 0°) power supply.

(30% dipin U for | _ 0%:

>0oms 250/300 cycl

<5% Uy aee

(>95% dip in Uy)

for 5s
Power frequency | 30 A/m 30 A/m Power frequency magnetic fields
(50/60 Hz) should be at a level characteristic
Magnetic field. IEC of a typical location in a typical
6100048 professional healthcare facility

environment.

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

Immunity | IEC 60601 | Compliance | Electromagnetic environment

test Test level level - guidance
Portable and mobile RF communications equipment
should be used no closer to any part of the Keeler
TonoCare, including cables, than the recommended
separation distances calculated from the equation
applicable to the frequency of the transmitter.

Recommended separation distance

Conducted | 3Vrms 3V d=1.24p

RF IEC 150 kHz to 80

61000-4-6 | MHz

Radiated 3Vim 3V/m d= 1.2 p 80MHz to 800 MHz

RF IEC 80MHz to _

6100043 | 29610 d = 2.3 p 800MHz to 2.7GHz
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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
4 equipment marked with this symbol.

Note 1: At 80MHz and 800MHz, the higher frequency range applies.

Note 2: These guide lines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people

! Field strengths from fixed transmitters, such as base stations (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 Keeler TonoCare is used exceeds
the applicable RF compliance level above, the Keeler TonoCare should be observed to verify normal operation. If
abnormal performance is observed, additional measures may be necessary, such as re-orientating or relocating the
Keeler TonoCare .

? Over the frequency range 150kHz to 80 MHz, field strengths should be less than 10 V/m.

11.3 RECOMMENDED SAFE DISTANCES

Recommended separation distances between portable and mobile RF
communications equipment and the Keeler IntelliPuff.

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

Rated maximum output Separation distance according to frequency of
power of transmitter (W) | transmitter (m)
150 kHz to 230MHz | 80MHz to 800MHz | 800MHz to 2.7GHz
d=12/p d=1.2/p d=23{p
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 23
10 38 3.8 73
100 12 12 23
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For transmitters rated at a maximum output power not listed above, the recommended
separation distance d in metres (m) can be determined using the equation applicable to the
frequency of the transmitter, where p is the maximum output power rating of the transmitter in
watts (W) according to the transmitter manufacturer.

Note: 1 At 80MHz and 800MHz, the higher frequency range applies.

Note 2: These guide lines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

12. TECHNICAL SPECIFICATIONS

TonoCare Hand Unit

Hand Unit dimensions

220 x 136 x 206mm (H x W x D)

Hand Unit weight

1.044Kg

IP rating

IPX0

Calibrated range

7mmHg to 50mmHg

10P Accuracy

+/-5mmHg (95% confidence level)

Working distance

11mm from surface of patient’s cornea to front surface of
the window.

Display Resolution

Display resolution to 1 decimal place e.g. 12.3

Display

OLED 0.95"

Illumination system

LED, white and infrared

Electric shock protection

Class Il (or internally powered)

Complies with

Electrical Safety (Medical) IEC 60601-1 IEC 60601-1-2
BS EN 1SO 15004-1

The Mains plug is the means of isolating the device from the mains supply — ensure the Mains Plug is accessible

at all times.

Note 1: If connecting the TonoCare to a computer, the computer shall comply with the requirements of EN 60601-1:

Note 2: Whenever the device is connected to other equipment, the combination shall comply with the requirements

of EN 60601-1:

The ME Equipment includes the Hand Unit, the Docking Station, the Forehead Rest and the power supply.
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Docking Station

Docking Station dimensions

153 x 155 x 183mm (H x W x D)

Docking Station weight 0.725Kg
Electric shock protection Class Il
IP rating IPX0

Power Supply Unit

Switch mode, multi-plug type (110 — 240V) +/- 10%
350-700mA

Compliant to: EN 60601-1, EN 61000-6-2, EN 61000-6-3

Power supply output

30 VA (12V DC 2.5A)

Frequency

50/60 Hz

Environmental Conditions:

USE

e
10°C 30% 800 hPa

90% 1060 hPa

8
@

Shock (without packing)

‘ 10 g, duration 6 ms

STORAGE CONDITIONS

95%
/H/ s5ec 1060 hPa
~_— @
-10°C 10%—! I 700 hPa—! I
TRANSPORT CONDITIONS
95%

/H/ 70°C ,
RN
-40°C 10%

S
&)

; 1060 hPa
500 hPa

Vibration, sinusoidal

10 Hz to 500 Hz: 0.59

Shock

30 g, duration 6 ms

Bump

10 g, duration 6 ms
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13. ACCESSORIES AND SPARES

Item Part Number
Dock 2418-P-5002
Headrest 2418-P-7000
Power supply kit EP29-32777
TonoCare carry case 3418-P-7000
Tonometer face shield 2415-P-7038
Printer paper roll 2208-L-7008

TonoCare by KEELER

14. PACKAGING AND DISPOSAL INFORMATION

Disposal of old electrical and electronic equipment

This symbol on the product or on its packaging and instructions indicates
that this product shall not be treated as household waste.

To reduce the environmental impact of WEEE (Waste Electrical Electronic
Equipment) and minimise the volume of WEEE entering landfills we
encourage at product end of life that this equipment is recycled and reused.

If you need more information on the collection reuse and recycling then please
contact B2B Compliance on 01691 676124 (+44 1691 676124). (UK only).

Any serious incident that has occurred in relation to the device must be reported
to the manufacturer and the competent authority of your Member State.
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15. APPENDIX

15.1 REPEATABILITY AND REPRODUCIBILITY

Repeatability and reproducibility of TonoCare were assessed by measuring a manometrically
controlled test eye.

Repeatability was measured using a single TonoCare device and a series of approximately 50
individual readings for each of 5 pressure values spaced evenly between the 5 to 50mmHg
working range. Readings were cross-referenced with a reference pressure meter and a Pulsair
IntelliPuff device. Failed readings were rejected and averages of 3 subsequent readings were
calculated to give a set of approximately 16 measurements at each of the 5 pressure values.
Results demonstrate standard deviations ranging from 0.14mmHg to 1.11TmmHg within the 5
to 50mmHg pressure range respectively.

Reproducibility was assessed by analysing measurements from three different TonoCare units
by two different operators across 5 pressure values spaced evenly between the 5 to 50mmHg
working range. Two measurements (an average of 4 readings) at the 5 pressure values were

taken for each of the six test cases (each operator using each of the three TonoCare devices).

An Analysis of Variance (ANOVA) conducted on the data indicates a p-value of less than 0.05
and an R-square value of 98% or 99%, which signifies excellent reproducibility across operator
and across devices.

15.2 CLINICAL PERFORMANCE DATA

Summary

The Keeler TonoCare Non-Contact Tonometer (NCT) was compared with the Perkins
Applanation Tonometer (AT) to assess whether the TonoCare meets the requirements of ISO
8612 (comparable to ANSI Z80.10) in design compliance testing.

The Perkins AT uses the same basic principle as the Goldmann AT, namely, varying the force
applied to applanate a fixed area of the cornea. Both instruments have an applanating ‘cone’
comprised of two prisms with apices joined together to apply an external force to the cornea to
indent and flatten its surface.

There are several scientific articles referring to both instruments as reference standard
tonometers and specifically the Perkins AT as the portable counterpart to the Goldmann AT
(Wessels,|.F et al., 1990), (Carlos Garcia-Resua et al 2006), useful in domiciliary visits and for
patients with mobility issues.

Two experienced observers acquired data from 144 qualifying eyes, measuring 10Ps ranging
from 7mmHg-23mmHg in 50 participants and IOPs greater than 23mmHg in 22 participants.
The results of the study show that the IOP measurements taken with the TonoCare NCT when
compared to the reference Perkins tonometer (AT) do not exceed the £5mmHg tolerance in
the three 0P ranges in 143 eyes with only 1 eye exceeding this tolerance for IOP measured
>23mmHg. This falls well below the requirement that no more than 5% of the paired
differences between TonoCare and the reference tonometer should be outside the £5mmHg
tolerance in the three IOP ranges.
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Overall, the mean of IOP differences between TonoCare and Perkins AT was <0.01 mmHg, with
a median of -0.2mmHg, indicating that the TonoCare NCT is equivalent to the applanation
tonometer.

Methods

The study conducted was a single visit, single- centre, non-randomized, non-masked paired
crossover study. The study obtained IOP measurements on each eligible eye with the TonoCare
and the reference standard Perkins tonometer.

Subjects were recruited according to the following inclusion and exclusion criteria.

Inclusion Criteria
o Subjects must be over 18 years of age
e Subjects must have healthy corneas with no contraindications for IOP measurements

Exclusion Criteria

e Subjects with only one functional eye

e Subjects with one eye having poor or eccentric fixation

e High corneal astigmatism (>3D)

e Coreal scarring, corneal surgery (including laser corneal surgery)

e Microphthalmosis

e Buphthalmos

e (Contact lens wearers

® Dryeyes

e Lid squeezers

e Nystagmus

® Keratoconus

e Any other corneal or conjunctival pathology or infection

A total of 74 eligible participants were recruited, with 2 participants (2.7%) excluded. The
reason for exclusion of two participants was due to excessive blinking or anxiousness resulting
in the participant holding their breath. From the included 72 participants, IOP was measured in

both eyes of all participants with TonoCare and Perkins AT, giving paired IOP measurements for
a total of 144 eyes.
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Results

Table 1 below gives summary of I0OP characteristics of the group, showing measurements to
have similar distributions.

Table 1: Summary of TonoCare and Perkins AT IOP measurements.

TonoCare Perkins AT
N, eyes (patients) 144 (72) 144 (72)
Mean I0P, mmHg 21.2 21.2
Median I0P, mmHg 18.0 17.0
SD*, mmHg 7.9 8.0
Range, mmHg 11.81046.3 11.0t041.0
I0P 7 to 16mmHg, n (%)" 42(29.2) 51(35.4)
I0P 17 to 23mmHg, n (%)’ 58 (40.3) 49 (34.0)
I0P >23mmHg**, n (%)’ 44 (30.6) 44 (30.6)

No pairing structure is summarised in this table. *Standard deviation.
" Only Perkins AT IOP categories are used for sub-group analyses, n is given in terms of eyes.

** In order to obtain measurements in this range, an inversion procedure was performed on a subset of participants
while taking IOP measurements.

Table 2 categorises the absolute differences between TonoCare and Perkins AT IOP
measurements >5mmHg overall, and within 3 IOP subgroups. A difference greater than the
tolerance of £5mmHg occurred in 1 (0.7%) eye out of 144, well below the maximum level of
5% according to the standard.

Table 2: Differences between TonoCare and Perkins AT IOP measurements >5mm
Hg overall, and within 3 IOP subgroups.

10P Group*®
7to 17 to .

Difference* 16mmHg 23mmHg >23mmHg Total
Does not exceed 51 49 43 143
+5mm Hg

Exceeds 0 0 1 1
+5mmHg

Total 51 49 44 144

* |0P TonoCare — I0P Perkins AT. 'Based on Perkins AT measured |OP.
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** In order to obtain measurements in this range, an inversion procedure was performed on a subset of participants
while taking IOP measurements.

Summary parameters of differences between pairs of TonoCare and Perkins AT I0P
measurements are given in Table 3 below, for the full sample and by each I0P group. Overall
the mean of 10P differences between TonoCare and Perkins AT was <0.01 mmHg, with a
median of -0.2mmHg. The 95% limits of agreement, based on the mean of I0P differences
+1.96 x the standard deviation of the I0P differences was -3.4mmHg to +3.4mmHg.

Table 3: Summary measures of I0P differences taken with TonoCare and Perkins AT
measurements, summarised overall, and within 3 10P subgroups.

10P Group*®

measue | tommdg | 2mmug | >Zmmigrt | overl
[mmHg] (n=51) (n=49)

Mean 0.3 0.2 -0.6 0.0
Median 0.2 0.2 -0.9 -0.2
SD* 13 1.5 2.1 1.7
IQRS 041012 -0.8t0 1.0 -1.8100.1 -1.0t0 1.0
Range 3to4 4010 4.0 -38106.2 -4.0106.2

" Based on Perkins AT measured IOP. *Standard deviation. fInterquartile range.

** In order to obtain measurements in this range, an inversion procedure was performed on a subset of participants
while taking IOP measurements.

It was concluded by the investigators that there are no clinically meaningful differences in IOP
measurements among the tonometers, and that the TonoCare conforms to the standard as
detailed.
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1. UHAWKALWW 3A YNOTPEBA

Osve ypeaw e HaMeHeTI 3a ynorpet’)a (aMO0 04 (TpaHa Ha CO0ABETHO 06)/‘-49HV| W 0BJIACTEHN 3PaBCTBEHN paﬁommum.

Be3-KoHTaKTHUOT ToHOMeTap TonoCare Tpe6a Aa ro KOPUCTM Camo 06y4eH nepcoHan.
Cojy3eH 3aKoH Ha CAJl ja orpannuyBa npopax6ara Ha 0Boj ypes camo of CTpaHa Ha uiu
10 Hapauka Ha nexap.

1.1 HAMEHETA YNOTPEBA/MPUHLINM HA PABOTA

Toromerapor Ha Keeler TonoCare e paueH ToHOMeTap 063 KOHTaKT, Koj paboTi Ha GaTepiti, HaMeHeT fia e KopHCT 3a
Mepetbe Ha MHTPaoKynapeH nputucok (MIOM) Ha YoBEYKOTO 0KO CO NOMAKy 04 3D Kaj KopHEANeH acTrMaTu3am.

TonoCare Ha Keeler He Tpeba f1a ce KOpUCTH Kaj NaLMeHTYt Co BUCOK KOpHeaneH acTurmari3am (>3D).

ToHomeTapoT Ha Keeler TonoCare ro KOpUCTY NPUHLANOT Ha BO3AYLLUHA UMYAICHa TOHOMETPY]a - 0BA € BapUjaLiija Ha
ONLUTaTa TOHOMETPIja 33 ANNIaHaLWja, HO He 6apa AMPEKTEH KOHTAKT CO MOBPLUMHATA Ha OKOTO.

AnnaHaumoHaTa TOHOMETPHa € TexHON0rvja 3a npewy3Ho Meperbe Ha AOM Kako exBIBANEHT Ha cvnaTa noTpebHa 3a
113paMHYBatbe Ha AeQUHIPaHa NOBPLLIHA Ha POXHMLIATA CO MeXaHWUKI pa3ou, Kako AMPEKTHa NPUMEHa Ha 3aKOHOT
Ha Vmbepr-Ouk.

TexHukata Ha BO3/1yLLUEH UMNync ﬁapa HACOKa Ha MaKeT BO3AyX CO OrpaHNUeH NPUTUCOK U BONYMEH KOH LIeHTPANTHKOT Aen
Ha POXHULATa 1 OTKPUBAtLE Ha MPETXOAHO uetbmumpauom M3pamHyBatbe Ha POXHULATA NPEKY ENEKTPUYHOTO MEpeHbe
Ha (BETNOCHWOT 3paK LLTO Ce pe¢ﬂemmpa 041 NOBPLUNHATA Ha pOXHMLATA.

2. BE3BEAHOCT
2.1 ®OTOTOKCUYHOCT

BHUMAHUE: CBeTnoTo wwiTo ce eMUTYBa Of MHCTPYMEHTOT € NoTeHLuMjanHo onacHo. Konky
€@ NoJI0NT0 U3N0XKYBakbETO, TONIKY € NOro/ieM PU3NKOT O} OLITETYBak-e Ha oumTe.

W nokpaj Toa LTO He ce yTBP/IeHN ONACHOCTY Of aKYTHO ONTUYKO 3payetbe Kaj Keeler
TOHOMeETpUTE, NpenopayyBame MHTEH3UTETOT Ha CBET/INHA LUTO i0ala BO KOHTAKT

€0 MPEXXHULIATa Ha NaLMEHTOT f1a ce 0APXKYBa HA MUHUMANHO MOXKHO HUBO CMOpes
C00/iBETHATa AvjarHo3a. [leua, nuua co adakuja u nuua Wwro crpapaar op 6onectn

Ha 0uMTe e M3/I0KEeH! Ha Hajronem pusuk. MicTo Taka moxe Aia foj/e A0 3ronemeH
PU3MK aKO MPEXHULIATa @ U3M10KeHa Ha MCTUOT UMW CINYeH Ypep co BUANUB U3BOp Ha
CBeT/IMHa BO PoK 0/} 24 yaca. 0Ba 0co6eHo ce oiHeCyBa Ha Cllyyan Kora MpexHuLaTa ce
doTorpadupa co npeTxopeH 6nuw.

Keeler Ltd a 6apatbe Ha KOpuCHUKOT MoXKe Aia 06e36e rpaduKoH BO Koj e NnpuKaxaH
PenaTMBHUOT CNeKTpaneH u3nes Ha UHCTPYMEHTOT.

2.2 MPEAOYNPEAYBAHA I MEPKW HA MPETMA3IMBOCT

Vmajte npegBug Aeka NpaBunHoTo 1 6e30eHOTO GYHKLMOHUPAtbE Ha HALLMTE MHCTPYMEHTI € 3arapaHTUPaHo Camo
KO W IHCTPYMEHTWTE 11 HUBHIOT Npubop ce ncknyunso npoussezeni of Keeler Ltd. Ynotpebata Ha Apyru aogatoun
MOXe [la A0Befie A0 3roeMenV eeKTPOMArHeTHY eMUCAN WU HaManeH eNeKTPOMArHeTeH UMyHITET Ha ypeaoT 1 fa
Pe3yATIPa CO HeNPaBIMHO paboTerse.
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ToywTyBajTe i CNleHITE MepKM Ha NPeTNasnuBoCT 3a Aa 06e3beauTe Ge36eaHO PaboTerbe Ha UHCTPYMEHTOT.

& NPEAYNPEAYBAIbA

« HuKoraLL HemojTe Aa ro KOPUCTUTE MHCTPYMEHTOT aKo € BAIMBO OLLTETeH 1 NepUOLUYHO POBEpYBajTe Aank Ha
HEro 1M 3Hallvt Ha OLLTETYBatbe AN HenpasunHa ynotpeoa.

. Hpeﬂ yn0Tp96a, NPOBEpeTe a1 Ha BALUUOT NPOU3BOA 04 Keeler uma 3Haum Ha OLTETYBAkbE NPN TpchnopT/
CKnaanparbe.

- Cojy3eH 3aKoH Ha CALL ja orpainuyBa npofax6ara Ha 0B0j ypes Camo Of CTPaHa Ha Wi 110 Hapauka Ha iekap win
3/1aBCTBEH PABOTHIK.

. ypeﬂm € HaMEHET 3d yﬂmpe6a BO Pa3NUYHM KNMHUYKIA YCIOBI Kako LWTO e OONHILM, OUHY KIMHUKN W
ONTOMETPUCKM OpANHALMN.

« Kopucrere camo ogobpero HanojyBatbe Ha Keeler EP29-32777 wnm WHCTPYMEHTOT Moxe Aa He GYHKUMOHMPa.

« Ao ro Tpacnoptupate TonoCare Ha Temneparypy nomanu o 10°C, npoBepeTe Aanu ypeaoT uvan Hajmanky Tpu
4aca 3a Aa ce aknMMaTU31pa Ha cobHa Temnepatypa npe ynotpeba.

. (ConcTBeHMKOT Ha VHCTPYMEHTOT € OATOBOPEH Aa ro Oﬁyql/\ NePCOHANOT 3a NpaBiIHa ynorpe()a Ha ncTmot.

. Hukoratu He ro KOPUCTETE UHCTPYMEHTOT ako Temnepatypata Ha 0KONHaATa, awocq)epcxmm NPUTNCOK n/unn
penatBHATa BNAXHOCT (e Ha/1BOP Of rpaHILIUTe HABE/IEHN BO 0B YNaTCTBO.

« He roynorpeByBajre Bo NPUCYCTBO Ha 3aNaNUBIA TaCOBI/TEUHOCTI W BO OKOIWHA GOraTa CO KUCTIOPOA.

« 0Boj ypex e HameHeT 33 ynoTpe6a camo 07 CTpaHa Ha COOZBETHO 0By|eHyt 1 OBRACTEHY 30paBCTBEHM PABOTHMLM.
« 0Boj Mpow3802 He CMee Aa Ce MOTOMyBa BO TEUHOCT.

« He MOHTUPajTe HLITO Ha NPUKNYYHATa CTAHNLA OCBEH PAYHATA EAMHVLA U NOTINPAYOT 33 Ueo.

« TonoCare He e HaMeHeT Aa Ce KOPUCTY €O be3xuuHa TexHonoruja. He npuknyuysajre bexuuen soHm 8o USB-
110pTaTa Ha NpUKy4HaTa CTaHmUa.

« TIpMKNYYOKOT 3a CTpYja € CPEACTBO 33 U30NMPAFbe Ha YPEOT OA HaNojyBarbeTo. [1POBEPETe 1aNK NPEKIHYBAYOT Ha
HanojyBatbeTo 1 NPUKNYOKOT 3a CTPYja Ce CeKOraLL A0CTanH.

« HejanoctasyBajTe 0npemara Ha HauMH Koj OTEXHYBa NPUTHCKAHE HA KOMUETO 33 HANOJyBAHE N UCKNYUYBaHETO
Ha NPUKAYUOKOT O SWAHKOT WWTeKep.

+ He craajre azantep 3a CTpyja BO OLUTETeH SiaeH LuTekep 3 CTpyja.

+ KopucTetbeTo Ha ypeaoT HafBop oAl CeLMdUKaLMjaTa Win Kage LLTo UMa AeQeKT Moxe A A0BEAe A0
f €NIeKTpUYeH yap, MPErpeBatbe u/um U3ropeHnLu.

be3beaHo nocTasete v kabnue 3a apyja 3 [1a 1o OTCTPaHUTE PUKMKOT O NPEnHyBatbe UMK NOBPeAd
Ha KOPUCHUKOT.

A BHUMAHUE

« Ynotpe6ysajre camo opuriHanHut Aenosy i Aoaatouy ofobpeny o Keeler, Bo cnpoTisHo Moxe Aa ce HapyLun
6e36eHoCTa 1 nephopmaHCUTe Ha ypesoT.
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« YyajTe o ypeaoT BOH Aodar Ha fielia.

« o3Haro e fleka TOUHOCTa Ha Mepetbara Ha V1O e noz BAUjakMe Ha BapujaLityt 1t NPOMEHY BO PUTMAHOCTA
Ha POHULaTa Nopaay pasnukiTe Bo AebeNHaTa Ha POXHILATA, BHATPELUHUTe CTPYKTYPHY GakTopu win
pedpakTIBHaTa onepaLyja Ha poxHuLiata. e npenopadyBa fia ce 3emar NPeABIA CeAHBE GaKTOpH 3a Bpeme Ha
Mepetbeto Ha MOM.

« 3apacnpeunte GopMIPatbe KOHAGH3ALW]a, 0CTABETe 1O MHCTPYMEHTOT A3 ja nocTUrHe CobHaTa TemnepaTypa npea
ynotpe6a.

« [lonajre eTUKeTV Ha ZynKuTe 3a MOHTUDaFbe 3a MOKDYIBAMETO Ha OTBOPHTE 3 KITyUeBH, OCBEH aKO He F0 MOHTVpaTe ST
TonoCare.

« MoHTUpajTe Camo Ha SWA CNopes MHCTPYKuWTe Ha Keeler.

« TonoCare He Moxe fia e KOPUCTY BO 631 Ha U3BOPY 33 KOW CE 3Hae /ieKa NPEAW3BHKYBaAT eNeKTpOMArHeTH
HapyLUyBatba (MarHeTHa pe3oHaHLa, KomjyTepcka ToMorpaguja, paAModpeBeHTHa MAEHTUUKALM]A, AeTeKTOpH
33 METaN, eNEKTPOHCKM HAA30p Ha aPTUKN 1 APYTU eNEKTPOMATHETHI Ge30eAHOCHN CUCTeMM).

. l‘()/BajTE [0 NpeAHuoT npo3opew| 00nacTa Ha Mna3HILaTa noaaneky ofl ronemi KoNMYNHL npatlinHa uanm CUTHIA
YecTnyKkn.

- 0Boj npov380A Tpeba Aa e KOPUCTH BO NPOCTOpY]a CO 160 / MpHryLLeHo OCBETIIYBabE.
- Haypenor ke My Tpe6a MuHUMYM 12-UaCOBHO NOAHetbe Npes Npgata ynotpega.
« Haypenot ke My TpebaaT HEKOMKy LMKAYCH Ha NoNHerbe 04 12 uaca nper GaTepujata Aa dyHKLMOHUPa ONTUMANHO.

. ﬂpeu [ia ro KopucTute TonoCare, MPUTICHETE O KONYETO Pauto nanerse 3a aa ru 0T¢pﬂMTE CUTE CUTHIA YECTUYKIA
NpatLnHa Unu Bnara Ko Moeu ce Tanoxar foseka VHCTPYMEHTOT He bun o yﬂmpeﬁa.

- [lpoepeTe ja GyHKUMjaTa Ha YPeaoT BO COMACHOCT CO YNATCTBATA BO 1EN10T 6 MIpel yNoTpeba Ha naujueH.

- TauvenTor He Tpeda Aa buze BO OMM31MHA HA NPUKIYYHATa CTaHMLA.

- He it qonupaje enexTPUUHITE KOHTAKTU HA NPUKNYYHATA CTAHNLIA 11 NLIMEHTOT HCTOBPEMEHO.

« [loTnupayoT 3a Ueno e COCTaBEH oz ANyMUHIYM W € eARHCTBEHINOT Z1EN LUTO MOXe Aa F0 J0NPe MaLMeHTOT.
KyKkuLuTeTo Ha uHCTpymeHToT e Hanpasero oa PC-ABS. He rvi onupajTe 0Bue f1€N10BY aKo UMaTe N03HaTa aneprija
Ha HeKoj O MaTepujanue.

« HeroKopycTeTe MoTMNPAYOT 33 YeNo BO NPUKAYUHA CTHULA 33 KOj 1110 ApYr MHCTPYMeHT, Buaejkin Moxe Aa ce
3arp03aT NephopMaHCUATe Ha MPOU3BOAOT.

- Tpeda za ce u36erHyBa KOHTAKT Ha NPeAHIOT NPo30peLl/06nacTa Ha MAa3HuLaTa Ha TonoCare o 0KOTO Ha
MALMEHTOT. AKo A0jae A0 HeHaMepeH KOHTAKT, UCUMCTeTe o MPEAHIOT NPO30peL 1 OKONMHaTa BO COTNAcHOCT CO
YNaTCTBATA 32 UMCTEHbE BO J1eNoT 3.1.

- (eKoraus npoBepyBajTe ki neyateHoT NpUMepoK Ce COBMAra O OTYMTYBAHbATA HA PAYHATA ENHMLA.

« (amo 33 ynoTpe6a Bo BHATPeLLHY YCNIOBH (3aLLTUTEH OA BAara).

- BoBHATPELUHOCTa HeMa AN0BM LLTO MOXe 1 i CePBICUPA KOPUCHUKOT. (TaneTe BO KOHTAKT CO NIPETCTaBHUK Ha
0BMIACTEH CEPBIAC 33 JOMOMHUTENHI UHOOPMALIK.

. Cneperte YnatcTBaTd 3d WI(TEH)G/DYTM HCKO 0APXYBatbe 3a A1d (& NPeYuTe TeNecHn ﬂOBpe[lVl/OLUTeTyBBHaE Ha
onpemarta.

- BoCnyuaj Ha HecnpoBeayBatbe Ha NpenopayaHara pyTuHa Ha OLPKyBatbe COPES MHCTPYKLIMUTE BO 0Ba YNATCTBO
33 ynoTpeda Mose A ro Hamanu paboTHIOT Bek Ha NPOU3BOLOT.

38
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« AKO YPEAIOT He e KOYICTI PESIOBHO, T0j MOpa A e MOAHM Hajmanky 12 Yaca MeceuHo 3a a ce 00e36eau
OMTUMANIHO TPaetbe Ha Oatepujara.

« HaKpajot Ha paboTHYOT BEK Ha NPOU3BOAOT, OTCTPAHETe o UCTIAOT BO COTAACHOCT CO NOKAMHUTE HACOKN 33 VBOTHA
cpeauHa (WEEE).

OapxyBamwe

« 3a/a ce oapxat nepdopmaHcuTe Ha ypeaoT i Aa ce 06e36eav Herogata 6e30eAHOCT U eGeKTUBHOCT, UCTUOT Tpeba
713 Ce CepBMCIPa BO COMMACHOCT C0 ynaTcTBaTa Bo AeNoT 9.

« JlexoHTamuHupajTe/uuCTeTe ro ypeaoT camo BO COMACHOCT CO ynaTcTBaTa Aadeny Bo Aenor 3.1.

« AKO YPEAOT He e KOpYCTI PELIOBHO, T0j MOPa Aa e MOAHM Hajmanky 12 Yaca MeceuHo 3a Aa ce 00e36ean
OMTUMAIIHO TPaetbe Ha Oatepujara.

2.3 KOHTPAUHAOUKALINAN

He nocTon orpanuyyBatbe Ha nonynauujara Ha nawmeHTt Kaj kou Moxe fa e KOpHCTY 0BO] yperi 0CBEH OHYe LUTO Ce
HaBefieH! 0 1€N0T 33 KOHTPAUHANKALMY NOAONY.

Tl03HaTo € ieKa TOYHOCTA Ha Mepetbata Ha VIO e noa BAujame Ha BapUjaLIMA M NPOMEHH BO PUTWAHOCT Ha POXHHLATE
1I0paaY pasnikuTe Bo AeGeHaTa Ha POXHILIATa, BHATPeLHUTe CTPYKTYPHY GAKTOPU WM PeGpaKTvBHaTa onepauja

Ha poxHyLaTa. Ce npenopauyBa Aa Ce 3emat Npeasiz ClefHyBe GakTop 3a Bpeme Ha Mepetbeto Ha MOM. TonoCare Ha
Keeler He Tpe6a Aa ce KOPUCTY Kaj NaLMEHTY CO BICOK KOPHEANeH acTurmatu3am (>3D).

3. WUHCTPYKUWWU 3A YACTEHE

BHUMAHMUE: OBoj ToHomeTap Tpeba Aa ce MCTH Camo pauHo, 6e3 kakBo 6uno
notonyBatbe. He ro craBajre ypeqioT Bo MallMHy 3a CTepUnU3upatbe 1 He ro notonysajre
BO TEYHOCTH 3a YcTetbe. CeKoral CKNy4yBajTe ro oA CTyja npep YncTetbe.

3.1 YWCTETE ' NEKUTE HA LIEBKATA 3A BO3YX HA HEAEJTHA BA3A:

HaBnaxHete namyk o AejoHM3MpaHa Bosia/pacTBop 3a AeTepreHT (2% AeTepreHT no BonyMeH).

A

1

2. [lBixere ro BPBOT Ha NaMyKOT OKONY N1eKaTa Co KPYXHi ABUXetba.

3. Tloegen kpyr namykor Tpeba Aa ce dpaut 3a Aa ce u30erHe pa3vaukyBarbe Ha Nekata.
4

Morneaere ja neara Puff Tube 0 CTpaHaTa Ha naweHToT. [OKONKY Ma TParu Ha UCKIHaTa NeHTa, NoBTopeTe
T YeKOpUTe M10Tope Ce AOIEKa He & UCUCTH.

Hanomena: Tpe6a aa ce BH1MABa Aa He ce oLwuTeTk cknonoT Ha Puff Tube 3a Bpeme Ha uncTetbe.

BHUMAHWE: Tpe6a aa ce BHMMaBa fAa He ce owTeTH cknonot Ha Puff Tube 3a Bpeme Ha
uncTereto. HuKorai He KopucTeTe CyB NaMyK MM Mapamye 3a YUCTerbe Ha nekara Puff
Tube. HuKorawu He KopucTeTe CWIMKOHCKA IMAPErHUpaHa Kpna uiu mapamye 3a Yncrere
Ha neKara op puff yeBkara.
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3.2 YWCTETE JA PAYHATA EAVHULIA CEKOJOHEBHO M MOMEFY MALIMEHTN

1. W36puwere r1 HazBopeLLHITe NOBPLLMHMA CO YACTa KPMa LUITO BIIMBA U HE UCNYLLTA BNIakHA, HATONEHa BO PacTBop
07} fle-JOHV31paHa BOAA/PAcTBOP Ha AeTepreHT (2% AETEpreHT N0 BonyMeH) WAk pacTBop o7 BOAa/u30nponun
ankoxon (70% WMA no BonymeH). /136erHyBajTe ynoTpe6a Ha Ae-joHw3vpaHa BoAa/pacTtBop Ha M30nponiin
AKOX0A CO OMTUYKY MOBPLUMHI KaKO LUTO € NPeAHIOT Mpo3opeL. Tie Tpeba Aa ce UvCTaT camo Co Ae-joHu3vpaH
PACTBOP Ha BOAA/AETEPIEHT

2. TlorpinkeTe Ce BILOKOT PACTBOP 43 HE HABNIE3E BO MHCTPYMEHTOT. biiAeTe BHUMATENHI 3 A1 He ja HatonuTe
Kpnara Co NpemHory pactaop.

3. TloBpLUMHITE MOPa PayHO Aa Ce U3OPULLAT CO YYCTa KA LLTO He UCMYLLTa BNakHa.
4. be3beaHo OTCTPaHeTe i VICKOPUCTEHUTe MaTepujanyt 3a UncTerbe.

4. WHCTANALUWMIA

(0Boj fien onvLLYBa Kako A ce 0TNakyBa i nozroTay TonoCare 3a ynotpeba.

BHUMAHMUE: Kora Ke ro oTBopuTe NnakyBatbeTo, npoBepeTe Aani Ma HafBOPeLIHM

owITeTyBakba WM Hel0CTaToLM, 0C06€HO OLITeTYBabE Ha KYK 10. AKO Ce C Te
[leKa HelTo He e BO pe/i C0 TOHOMETapOT, KOHTaKTUpajTe CO NPOU3BOAUTENOT UK
ANCTpubYTepoT.

AKo e noTpe6Ho, 3ameHeTe o 3aLLTUTHIOT KaNak Ha LLUTEKEPOT CO CO0ABETeH aAanTep 3a cTpyja wnm kopuctete |EC 60320
koHekTop TUIM7 (He ce pocTaBeHu).

4.1 MOTPEBHW ANATKU
- besbegHoceH HOX

3a MoOHTMpalbe Ha sup:
- Moms
«  Jln6ena

« EnektpuuHa pynyanka

«  PHT wpadumrep

4.2 COAPXMHA HA NMAKYBAHETO

Baumor TonoCare e ucnopayat co:

+  PayHa epMHMLIA (O PETXOAHO UHCTaNMpaHa aTepija 32 CaMOCTOJHO Mepetbe Ha MO,

«  TpuknyyHa cTaHULa 33 GyHKLYV 33 NIeyaTetbe, pe3emarbe NofatoLy 1 nonketbe.

+  Mertanna nnoya 3a MOHTUpakbe Ha SWA 0 4 33aBPTKY 1t 4 TUNAN 38 MOHTUPAFbe Ha SA Ha MPUKITYYHaTa CTaHILa.
+  HanojyBarbe 33 JpexTHO NONHErbE Ha PayHaTa eAnHuLa (BO TPAHCTIOPT) Wi NPeKy NPUKAY4HaTa CTaHMLa.
+  Ponna TepmuyKa XapTija LLTO Ke e KOPUCTI BO NeYaTayoT LUITO e Haofa BO NPUKNYUHATA CTaHNLA.

+  USB-ypep LUT0 1 COApXM ynaTcTeara 3a ynorpeba.

«  [lpogonxex MoTnupay 3a yeno.
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+ USB-ka6en 3a noBp3yBarbe Ha NPYKNyUHaTa CTaHULa Co komnjyTep (He e 06e36eaeH) 3a npe3ematbe Nofatouy.
+ ToHOMeTapcKu LWTUT 32 NULLe 33 /1a Ce 066301 CN0j H 3aLLTUTA NOMETY NALMEHTOT U KOPUCHUKOT.

4.3 WHCTANAUMIA HA MACA
1. Tloctasere ro nakyBatbeTo Ha NPOU3BOAOT Taka LLTO CTPEfKaTa e HacoueHa Harope

2. Kopucrete Ge36eaHOCEH HOX 3 Aa ja MCU€Te NeHTaTa LLITO ja 3anleyaTyBa KyTujaTa Ha BpBOT 1 OTCTpaHeTe ro
NIOAUCTUPEHCKUOT CI0] LLTO ja MOKPYBA COAPXKMHATA Ha NaKyBAFHETO.

BIIIAeTe BHUMAaTeHN 3a Aa u3bernete nospeaa op ocTpn paﬁosu Kora pakyBate o
HUOT HOX 1 CO P Knp

3. TlogwrHere ja NpuKnyyHaTa CTaHILA O NaKyBAHHETO U CTaBeTe ja Ha UiCTa 06AaCT HaMeHeTa 3a NOHetbE Ha
TonoCare Kora He e Bo ynoTpeda.

Paynata eauHuua TonoCare He Tpe6a fa ce KopucTi Bo 6nn3MHa Ha NPUKNYYHaTa
CTaHuua.

4. BmerHeTe ja 0be30ezeHaTa pofiHa TepMiUKa XapTuja, BO COMACHOCT CO yNaTcTBaTa BO A€NOT 8.

5. 13BazieTe ja pauHara eAMHILA O/ NAKYBAFLETO M OCTABETe ja paukata Aa Ce BKNONK BO JONHATA BANAOHATIHA BO
TIPUKNYYHaTa CTaHULIa Yt MEPHIOT NPO30PeL| £a Ce IM3He Ha BPBOT Ha NPUKIYYHaTa CTaHuua. 1pes ynoTpeoa,
OTCTPAHETe ja 3aluTUTHATa GONWja LLTO To NOKPHBA exparoT Ha TonoCare, npeaHyoT npo3opell 1 IR npo3opetor.

6. lI3Bagetero NoTNPAYOT 3a YeNo 0 NAKETOT I 0CTABETE [0 [1a 0 APXKAT HeroBuTe MarHeTu Ha BpBOT Ha
(TaHLaTa 3a NpUKNyYyBatbe, BO obnacta npeasinaeHa 3a Hero.

7. OTCTD&HETE ro HaHOJyBaH:ETO O/ NAKETOT, NPUKNYYETE 0 Ha 3aAHATa CTPaHa Ha NPUK/yYHaTa CTaHLa U 0TKaKO
Ke ro nocTaBuTe COOABETHNOT aflantep 3a Batllata 3EMja, NOBP3€TE 0 Ha BNE30T 3d HaU3MEHNYHa (prja.

Be36enHo nocraere ru Kabnure 3a (prja 3a fia ro HamanuTe pU3MKOT Off CONHYBatbe
Wnn noBpeaa Ha KOPUCHNKOT.

8. LED nHavKaTopoT B0 PauHaTa euHuLa Tpeba Aa CBETHe 3a Aa nokae Aeka GaTepujata Ha TonoCare ce nonkuL.

9. Kopuctere ro o6e36esenuot USB kaben 3a noBp3yBarbe Ha npukiyyHata CTaHuua co komnjyTep (He e obe3benen)
3a nipe3ematbe noaatou. Komnjyrepot mopa aa buae ycornacen co EN 60601-1 (Buam gen 12)

44 MOHTUPAHE HA SUOEH HOCAY
1. BHmareno u3bepere ja npenBiaeHaTa NokaLyja 3a Batwara TonoCare NpUKIy4Ha CTaHwLa, 0 0C00EHO BHIMaHMe
Ha HacouyBarbe Ha KaberIoT 3 HanojyBarbe 1 Mo3ULMjaTa 33 NPOBEPKA Ha NALMEHTOT. YBEpETe e Aeka NpUKAy4OKoT
33 CTPyja € AOCTarleH BO eKoe Bpewe, GHAE]Ki1 T0a € FNaBHOTO CPE/CTBO 3a UCKNYUyBatbe O eEKTPIUHATA MpeXxa.

Paunara eauHuua TonoCare He Tpe6a fa ce KopucTi Bo 6An3MHa Ha NPUKNYYHaTa
cranmua. lpuknyyHara craHuuia He Tpe6a Aa ce GuKcupa Bp3 LeBKY U Kabnn, Gupejkn
NpoLECOT Ha Aiynyetbe MOXKe /1a Fo NpeKuHe cHab/lyBatbeTo Co eNeKTPUYHA eHepruja u aa
npeaussuka nospepaa. MpenopayaHara BucuHa e 1,2 m (4 cranku).
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2. KopucTeTe ja MeTanHaTa n10ya Kako LWabnoH 3a Aa ja 03HauuTe nonox6ara Ha 3aBPTKTE 33 NPULBPCTYBabE CO
MOIIMB, APKE]KY ja Nbenata 0 0CHOBATA Ha M10YATA 3a AA FAPAHTUPATE XOPU3OHTANHO MOPAMHYBatbe.

3. ﬂ.yﬂWETE I\ AynKiuTe Co CO0ABETHA roneminHa CHEAE}KV] 'V 03HaKNTe 0CTaBeHW 0] NPETXOAHMOT YeKop.

Bupete BHUMaTenHu Kora pakyBare o Aynyankarta, cnepejku ru ynatcreara o6es6epeHu
€O NHCTPYMEHTOT.

4. BMeTHeTe v TUnnuTe B0 AyNKUTe U3BYLIEHN BO NPETXOAHMOT YeKOp U QUKCAPATE ja METanHaTa NI0ua Ha SUA0T
€0 06e36ezeHuTe 3aBPTKN, KopucTejkin PH1 wpadumrep.

5. TlocTageTe ja NpUKyuHaTa CTaHWLA HA MI0YATa 38 MOHTUPAtbE Ha SIA, TaKa WTO 2-Te KAMHOBM 3a
NIPULBPCTYBAtbE Ha METANIHATA M10Ya Ce MECTAT B0 AYNIKITE BO 33HIOT & Ha KyKWULWTETO, a 10YaTa ro
NI0AAPXYBA YPeoT 0403403,

6. Cera Moxerte aaro npuknyyute kabenor 3a HanojyBatbe BO MPUKNYYHaTa CTaHuLa U Aa ro MOBP3ETe Ha
€IEKTPUYHATA MpeXa. ﬂpMKﬂyLIHaTa (TaHvua ke TpenHe ABanatin npy BKNYyyyBarbe. (OTKaKo Ke ce Hanonku,

0CTaBeTe Ja payHaTa eANHMLA

5. KOPUCTEHE HATONOCARE

(0Boj Z1en Ke onuLue Kako KOpUCHVKOT Aa I TONIKyBa KOHTPOAWTe 1 MAKaTopuTe Ha TonoCare 1 kako Aa ro U3BpLIK
Mepetbeto Ha V0N Ha naumeHT LT ro KopUCTH ypeaor.

3ano3Hajre ce co ynatcrara 3a Mepetbe Ha WO co nomow 1a TonoCare, npep aa ro
KOPUCTHUTE MHCTPYMEHTOT Ha MaLMeHT.
5.1 KOHTPONU N UHOWMKATOPU °—°

PayHa eguHMLa

TopeH npernepn o
MoHTvpatbe Ha noTnupauor 3a veno 0

PauHo AKTUBMPatbe

Konde 0D/05 o——
Jkavkatop 3a LED c o

Nurvmanen €KpaH

Bnyun/Mcknyun
Konue neyaru

Konue Menu

Konue 3a Bpakarbe




TonoCare Ha KEELER

Hanomena: LED uravikatopot Ha TonoCare nyicupa npu oiHere 1 0CTaHyBa £ CBETU KOTa € LENOCHO HanonHeT
M30MeTpucKu nornen oA KOPUCHUKOT 1 NeBaTa cTpaHa

@ nomupauzaueno

@ omap m ﬁ
Nornes op nop ToHoMeTapoT

@ KoHTakTi 33 nonHerve
@ Bre3 3a Hanojysarbe

@

o o .
Mornepn Ha nayuexT
@ Puff ueska 1 npo3opew Q/

@ LED uHavkatop
@ /H¢paupseH npeaasaten

MpuknyyHa craHuya
3apieH npernep,

KontakTi 33 nonHerve
@ VIHGpaLpBeH npuemHiK
@ Bpata Ha neyarador

[lynku 3a MOHTUpatbe
Ha sua

)
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Mornep og gonHuor gen
Bne3 3a Hanojygatse
USB uHTepdejc — 0B03MoxyBa TOHOMETapOT Aa Ce MoBp3e 0

KomnjyTep 3a LienuTe Ha BUNTYBarbe Ha HeobpaboTeH
TI044TOLM.

Mornes 3a pa ce npukake
no3uuujaTa Ha payHata
e[VHNULA CO NPUKNYYHA
CTaHnua

5.2 MANAHA MEHUTO

MpuTicHeTe ro konueto Meku 3a Aa ro 0TBOPHTE MeHUTO 3a codTaep. OTKaKo ke BNE3eTe BO MEHITO 33 COGTBEPOT,
KopycTeTe ro Konueto MeHu 3a Zia ro npometuTe BalLmoT #360p, KonueTo [eyary 3a a noTBpAuTe U Konueto Bpakarbe
32 J1a Ce npedpvTe Ha NPeTXoAHOTO MeHu. (nefeTe ja Manata Ha MEHITO Ha CMKaTa Ha CTPaHuLUa 14 33 BOACTBO.

PeBu3ujata Ha copTBEpOT Ce
Norapau (Konue nevatn) NpUKaXyBa Npy CTapTyBakbe

Mpomenn n36op (Konue meun)

Bpatu ce Ha NPeTX0AAHOTO MeHN
(konye Bpakatbe)
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nasHo MeHu

CBetno  3By4HMK Bpeme fatym Pezonyuuja cCcT OcBetnyBatbe Te&au"f;g'me
Brnyun/ Bknyuu/ 4y on XX MpekuHyBay Bxnyuu/ Brxnyun/
Ucknyun  Ucknyun Bxnyun/ Wcknyun Ucknyumn
MM MM XXX Hexnysn
m

6. MPOLEAYPA HA MEPEHE

6.1 PYTUHCKW NPOBEPKW N OYHKLIMOHAIH/ TECTOBU
1. Mpen ceojaHeBHa ynopeba, BU3YeNHO Nperne/ajie i pauHara eAMHILA 1 NPUKNYYHaTa CTaHuLa, bapajku
KaKBit 614110 3HaLM Ha 0YNTNIEAHO OLUTETYBAHbE. AKO C€ COMHEBAT Jleka TOHOMETAPOT BN 30X eH Ha Kakeu
610 YAapH WK HaBneryBatbe Ha Bara, He ro KopuCTeTe ToHoMeTapoT. KowTakTupajre o Keeler wnu awuor
JIOKaneH CepBICeH LiEHTap 33 COBET.

2. Keeler npenopauyBa fia ce BpLUY HeZleNIHO CAMO-TeCTUPatbe Ha PauHaTa eAnHiLA 3a 1a e NOTBPAV
dyHKUMOHanHocTa. 0Ba ja noTBPAYBa paboTaTa Ha CMCTEMOT 3a reHepUparbe Ha BO3AYX U CEH30POT 3a MPUTHCOK.
3a Aa npuctanuTe 1o MeCToTo 3a Camo-TecTpatbe, CIeaeTe r 0Bie YeKopH:

a)  Brnyyere ro ToHoMeETapoT, OCUrypyBajkit Ce Aexa UCTUOT € BKMTYUeH BO eNIeKTPUYHaTa Mpexa.
b)  MocTaseTe ro TOHOMETapOT Ha Herosa CTpaHa Ha pamHa MoBPLUVMHA, Kako Ha Npumep Ha bupo. He apxeTe
10 TOHOMeTapoT.
Q) MMpuTwctete n 3anpxere ro konueto Meu 1 ckponyBajTe 10AeKa He ce NojaBy UKOHaTa Ha eKPAHOT.
d)  Kopucrejku ro konueto eyt unw Bpakatbe, nocraserte ro oga Ha BKIYYEHO.
e)  TlputwcHee 1 3azpxeTe ro Konuero Metin NOBTOPHO 3a fia U3ne3eTe 0 MeHWTO (MPUOMIKHO 2 CekyHAM).
f)  ToHOMeTapoT Ke W371yBa HeKOMKY NaTh 1 ke IPUKaxe cepja 6poeB A0feKa HanpeayBa Hi3 TecToT.
g)  OTKaKo Ke 3aBPLLUM CAMO-TECTUPAKLETO, TOHOMETAPOT Ke NOKaXe Janvi € YCNelUHO M HeyCrelwHo Ha
eKpaHoT.
He 3a6opaBajre aa ro nogrorBute npea aa Te o Mep T0.
B p Ta Ha TOT MOMe Aia ro petbeTo 1 HeraTMBHO Aa Bnujae
Ha HeroBara TO4YHOCT.
EnHo oTuntyBate Moxe fa foBese fo 3a6nyna 6unejimn UOI ke Bapupa kako oprosop Ha
YA : \  nyncor, pecnupatopHuTe U AHEBHUTE GRYKTyauuu. [lpyru GaKTopu Moxe Aa BNUjaaT Ha

1O, kaKo wTo ce TpenKake, CTUCKAtbe Ha 04NTe, BHEC Ha TEYHOCTH, GU3NYKa AKTUBHOCT,
nonox6a Ha Tenoto uTH. Moxe fa Gupar noTpe6Hu 1o 4 oTuMTYBaIba 32 Jla Ce HaManu
BIMjaHueTo Ha oBue BapujaHTK Ha noctojaH UOM. Keeler npenopauyBa pa ce Kopuctu
NPOCEK Off YETUPU YUTatba HAMECTO Koe 61no MHANBUAYANHO YNTabe.
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Codyraepor Ha TonoCare ke r peno3tae OTUMTYBarbaTa it Ke AAje 3By4HO 3BECTYBAFbE KOra ABE NOCIEA0BATENHI
OTYUTYBatbA Ce BO ONCer 0 1 MMHg e4HO 01 APYro, WTO MOKaXYBA Jeka Moxeby Hema Aa braat noTpe6Hm
JONONHUTENHM MEpetba.

6.2 MOArOTOBKA HA YPEOOT
1. Tlpef Aa ja NoAwrHeTe PauHaTa eANHILA 0 NPUKNYYHaTa CTaHUUa, npoBepeTe fanu LED uHankatopot e
CTabWNHO BKNYYeH 3 J1a ce 06e30ev LienoceH kanauuTeT Ha 6arepujata. MonHa Oatepuja Ke u3apxiu 40 2 AeHa
€0 MHTeH3VBHa ynoTpeba. ephopmaHcuTe Ke ce BAOLIAT CO TEKOT Ha BpeMeTo.

2. OTCTpaHETE ja payHaTa eanHNLa 04 NPUKNYYHaTa CTaHWLA W NPUTIUCHETE ro KOMYETO 3a BKNyYyBatbe. PauHata
e[MHMLa Ke Be3e BO PEXUM Ha MUPYBatbe ako He Ce KopucTin noseke og 90 CeKyHAN.

6.3 MOArOTOBKA HA MALUMEHTOT

Mpez Aa ro kopuctuTe TonoCare ToHOMETapOT, Tpeba Ja HanpaBuTe BALLMOT NALMEHT Aa & YyBCTBYBA NPHJATHO U fa
Ce OCUTypaTe [1exa e Ha ONTUMaNHa NI0KaLIja 32 YTatbe, N10 MOKHOCT Co NOTNPEHa rMasa. Toa e 3aToa WTo CTpaBoT
11 HEPBO3aTa MOXE HEraTVBHO J1a BAMjaaT Ha JOOMEHUTE OTUNTYBarba. 3a A2 r0 MOCTUTHETe T0a, CleAeTe i TouKuTe
HaBEIeH Mo0NY:

1. Ocwrypajre ce feka Ha nauyeHToT My e y0GHO 1 € B0 onyLLTeHa nonox6a.

2. 3amoneTe ro NALVEHTOT Aa TV U3B3AN KOHTAKTHUTE NeKi WM 0UINaTa AOKOKY M4 HOCK M Ja AWLLIE HOPMAIHO.
QumTe Ha NaLMeHTOT Tpeba fia BUAAT LIeNoCHO OTBOPEHN 1 HOPMANTHO J1a TPEMKAT BO TEKOT Ha LienaTa NpoLieaypa
Ha Meperbe.

3. 33/ 10 yBepUTe NALMEHTOT, MOXETe Aa ja IeMOHCTpYpaTe MpoLieAypaTa 3a Mepetbe KOpHCTeji ro KonueTo
33 PaYHO AKTUBIPaFbE KOH E/ieH Of NPCTUTE Ha NaLlMeHTOT. PeceTipajTe ro TOHOMETAPOT Mo AeMOHCTPaUMjaTa
(monro nputucrerero konyeto 0D/0S).

Mpen pa 3anouHete co oTunTyBatbE, Tpeba:
1. Jlanobapate 04 NauveHTOT J1a TenKa 3a Aa ce 06e36ev A00ap U pednekTUBEH CN0j Ha CON3a.
2. Jla ce ocrypare fieka OMTUKATa Ha MALMEHTOT ¥ TOHOMETAPOT He Ce NOCTaBeHM Mo AUPEKTHO OCBeTRYBakE (Te.
peneTop WM COHYEBA CBETINH).
3. Ocurypere ce fieka 0UMTe Ha NALIMEHTOT Ce LieocHo oTBopeHy. OBa NoMara Ja Ce Cpeuy CTICKatbe, Kaje LWTo
MI3UVEHTOT HeCBECHO A 3aTerHyBa OYHWTe KanaLy 1 ro 3roniemysa MOI.

4. BoTekor Ha MpoLecoT Ha YuTakbe, Tpe6a [id My LL03BO/INTE Ha NALIMEHTOT A1d TPEMKa BO NHTEPBaANK 3d AAa (&
OApXN (ﬂOjOT (0/13a Ha poXHMLaTa.

6.4 TPE3EMAHE HA OTYUTYBAHETO
OTKaKo Ke ce noroTeat TonoCare 1 NAUMEHTOT, Bte CTe CPEMHY £1d HANPABHTE OTYNTYBatbE.

1. AKo He CTe o HanpaBitne T0a BO MPETXOAHMOT YeKOP, KOPHCTET Fo KONYETO PauHO aKTUBMPaHbe/AeMo 3a Aa i
QTPAVTE CUTE CUTHY UeCTUKY NPALLYHA AN BRara LUTO MOXe6u ce HaTanoxune Aoaeka TonoCare He Gun 8o
ynotpeba.

TonoC(are e nocraBeH aBTOMaTCkM ja ro u36upa fecHoTo 0KO KaKo NpBo 0KO LTO Tpeba
Aa ce mepu. AKo cakaTe fia ro usbepere neBoto oko, nputucHete ro konyero 0D/0S.
TMorpmxeTe ce Aa ro CHUMUTE MeperbeTo 3a HaMeHeToTo 0KO.

46
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2. [lpxere ja payHata eAnHILA Co AOMUHAHTHTA Paka v NIOCTaBeTe O TOHOMETPOT Taka LLTo Ke biae ycornaceH
€0 OKOTO Ha NaLIMEHTOT Ha pacTojaHute o okony 30 cM unn 12 uHum.

3. Tlomectere ro TOHOMETAPOT KOH NaL|/eHTOT A0/eKa NOTNMUPaYoT 3a YeNo He Ce NOCTaBM Ha HeroBOTO Yeno. Moxe
it M36€p€T€ [d 'Y NOTNPETe NPCTUTE Ha NOTNPAYOT 3d Y€/0 3a d CTEKHETE noronema crabunHocT.

4. TlobapajTe 0 naumeHTOT Aa Ce (OKYCHPA Ha 3eneHaTa LieN B BHATPELUHOCTa Ha TOHOMETpOT.

5. KopucTejiu ro npeTnounTaHoTo oKo, NorneaHeTe Hit3 OKyapoT 3a A MOXeTe Aa o BUAWTE 0KOTO Ha NaLveHToT.
MpogonxeTe Aa ro ABUXIATe TOHOMETAPOT HaNpes A0AeKa o NopamHyBate NPCTEHOT 3a NO3ULMOHKPatbE CO
NMM6YCOT Ha naumeHToT. LiennoT puc He Tpeba Aa buae BUAAUB Ouaejki Moxe Aa Buae MOKPUEH CO 0ueH Kanak.
LleHTpupajTe ja MepHaTa 061aCT CO 3eHMLiaTa Ha OKOTO Ha NauMeHToT 1 3abenexete ri pednekTupanute LED
nionymeceunHy. e Tpeba Aa b1aaT LEHTPAHO MO3ULMOHUPAHI U Ha 3eHNLiaTa.

6. KoraToHomerapor e npubnixHo 15 mm (0,5 wuw) 0AAaneUeH 04 0KOTO Ha MALMEHTOT, Ke ce Mojasyt KpCT LUTo ke ja
03HauM 110700aTa Ha TOHOMETApOT BO OAHOC Ha OKOTO. [TOMECTeTe 0 TOHOMETAPOT TaKa LLTO PaboBUTe Ha KPCTOT e
CaMO BHATPE BO ATUTE HA MEPHIUTE APXAYN.

KpcToT He cmee aa 6upe noronem op MepHata noBpLuMHa, 6upejku Toa 61 nokaxano
AeKa TOHOMeTapoT e npemHory 6nucKy Ao oKoTo.

7. UTom KpcToT Ke ja AOCTUTHe NpaBUNHaTa Nonox0a Ha NOPaMHyBarbe, Onlar BO3AyLLIEH UMMYAC Ke Npeay3Bitka
oTyuTyBatbe Ha V0N, TorpixeTe ce 0YHUTE KanaLy v TPENKuTe Aa He 1 A0NUPaaT O MepHITe ApXaun 3a Aa
J00VeTe TOUHY pe3ynTaTh.

AKO He e CHUMEHa annaHTaLyja 3a Bpeme Ha BAULYBaHETO, Ke ce CyLIHe 3BYK C0 HU30K
TOH (aKo 3ByLUTe ce 0BO3MOMEHN BO NOCTAaBKUTE Ha MeHUTO) 1 iBe sBe3av (¥*) ke ce
NpUKaXKaT Ha BHATPELLHNOT eKPaH.

8. Ocurypere ce aeka otuutyBatbeto Ha AOM e cHUMeHO Ha TOHOMeTapoT.

*lpaBunHa nonox6a 1 ronemmHa Ha
KPCTOT BO MepHata o6nact

9. Tlonexa ABUXeTe ro TOHOMETAPOT HaHa3a/l 1 OCTABETe 0 OKOTO Ha
NIAUVEHTOT A OAMOPY HEKOSIKY CeKyHIW, OFIDXYBajK¥ ja noox6ara Ha
1I0paMHyBatbe.

10. Kora nauyueHToT e NOArOTBeH 3a yLLTe €HO OTYNTYBatbE, PUABKXETE F0 TOHOMETAPOT NoBANCKY AoAeKa He ce
110jaBM KPCTOT 33 NIOPAMHYBAbE 1 HE e AKTUBHPA APYrO OTUMTYBAtbE.

11, TloBTOpETe I NPETXOAHUTE YEKOPH 3 NOHATAMOLLIY OTUHTYBAtHbA A0AEKA MPOCEYHOTO Mepetbe 04
MI0€AMHEUHNTE OTUNTYBaFba He bre NpUGATANBO.

12. Kora ABe nocnegoBaTeNHIn OTYNTYBAIbA & BO PaMKNT Ha 1 mMHg, Ke e CyLuHe 3By CO BIACOK TOH LUTO
NI0KXyBa /ieka MOXed ce HanpaBeHy 10BONHO OTUNTYBakbA (aKO 3BYUHIKOT e 0BO3MOXKEH BO OnLiuuTe Ha
KOPUCHWUYKOTO MeHi). AKO TIOCTIEZ0BATENHNTE OTUMTYBatba He ce Bo pamkuTe Ha T mmHg eaHu o Apyry, Keeler
npenopayysa Aa ce Mpesemar A0 YETUpit OTUNTYBAMbA U [1a CE KOPUCTY NIPOCEKOT.

13. Mpwmucxere ro konueto 0D/0S 3a Aa ce NpedpamTe 0 NEBO Ha AECHO OKO N 06paTHO.
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14. Mpumucxere v 3agpxere ro konueto OD/0S 3a a 11 u30puLLeTe CiTe OTUMTYBAtbA.

15. Co npuTiCKatbe Ha Konuero Meuati ke ce J06Ye 0TNEYATOK O XapTHja O} NIEYaTauoT UHCTANNPaH Bo
NPUKAYYHaTa CTaHMLA. VIHOPa-LPBEHIOT NPo30peL BO MPUKAYYHaTa CTaHWUA U PauHaTa eanHMLa Tpeba aa
6uzaT HenpeueHy 1 nopamHeTit Ha 1 m (3 cTanku). LED cBeTnoTo Ha npuKnyuHaTa CTaHuLa ke Tpenepu 3a Bpeme
Ha NPEHOCOT Ha UHOPA-LiPBEHUTE NOAATOLM 1 110TOa Ke Ce U3racHe NPU NevaTetbeTo.

16. A0 NpHKNyYHaTa CTaHML € NOBP3aHa CO KOMMjyTep, NPUTUCKAHETO Ha KonyeTo MNevatyt ke r npedpan

HeoBpaboTeHuTe MAaTOLY Ha KOMIyTepoT, Ce JOAEKA CepHCKaTa NOPTa € 0BO3MOXKEHA KaKO LUTO @ ONULAHO
nogony.

6.5 KOPEKUMJA HA CCT

1. TlpuTuckete 1 3aapxeTe ro Konueto MeHu 3a aa ro oteopuTe MeHwTo Codraep. CneeTe ja Manata Ha MEHWTO BO
70T 5.2 Ha CTpannLia 14 3a fa ce ocurypare Aeka GyHKLvjaTa 3a kopekuuja Ha CCT e 0Bo3moxeHa.

2. (nepeTe vt ynaTcTeara Bo AenoT 6.4 Ha CTpaHuLa 46 3a Aa Aobuete meperse Ha MOM. OTkako Ke ce gobue
CO0/BETHO NPOCEUHO OTUMTYBaFbe, CneeTe ro paboTHuoT Tek Ha (CT npukaxaH nogony. [pynata CCT u3bpaxa 3a
naljvenToT Tpeba Aa OAr0Bapa Ha OHaa LUTO Ce Mepyt 0AAeHO co naxumerap. Kopuctere ro konueto Mewu 3a aa
O MOTBPAUTE BALLNOT 1360p.

3. Haekparor (CT ke ce npukaxe rpynata CCT 1 KopekwwjaTa npuneHeTa Noa CO0ABETHOTO OKO.
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PaboreH Tek 3a (CT Ha TonoCare

Pobujte
OTuMTYBakba 33
e[HOTO UnK 3a

ABETE 04U

Konue
o e [

Konue Menn Konue Menn
Kpartko Kpartko
npuTUCKake npuTHCKakbe
CCT npo3opey, CCT npo3opey,
(nucra 3a (nucta 3a
n3buparbe) n3bupatse)

Mpukaxu CCT
eKpaH:

v

OD|

Konue 3a Bpakatbe Konue 3a Bpakatbe

Konue 3a meHyBame
0D/0S:

1.0D
2.0D+CCT
3.08
4. 0S+CCT

ﬁ Mo3Hato e Aeka TouHOCTa Ha MepetbaTa Ha MO e noa Bawj Ha j unp
BO PUTMAHOCTa Ha POXKHMLIATa NOPajIM Pa3nKKTe BO feGennHata Ha pomuuuara,

BHaTpeLIHUTe CTPYKTYPHN GaKTopy UnK pedpakTHBHaTa onepaLimja Ha poXHULaTa.
Ce npenopayyBa fa ce 3emat npeAiBUA CnefHUBe GpaKTOpH 3a Bpeme Ha MepereTo Ha
O, buo-mexaHnuKuTe BOjCTBa Ha NOe/IMHEYHA POXHULIA MOXE 1a BApUPaaT, WTo
Pe3ynTupa co NpOMeHM Ha penaTuBHaTa BKOYAHETOCT UM PUTMAHOCT Ha POXKHULIATA U
MeHyBakbe Ha MepetbeTo. [lpyru dakTopu Kou Tpe6a Aa ce 3emat npeABuUA BKIy4yBaaT
e/leM Ha poXKHULaTa 1 ApYrv aGHOPMaNHOCTH Ha POXKHULIATa KOW NOTeHUWjanHo
BAMjaaT Ha puruaHoCTa (Ha np., KepaToKOHYC, TPaHCNaHTaLMja Ha POXKHULA, BKPCTEHO
noBp3yBake) NOKpaj BHATPeLIHNTE CTPYKTYPHN haKTOpM M pedpaKTMBHa OnepaLyja Ha
POXHULaTa.
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7. NEYATEHWE

Pe3ynTaTiTe MoXe Aa ce vicneyaTaT co NPUTUCKatbE Ha KONYETo MeuaTin Ha payHarta eanHuLa.
(0Ba aBTOMATCKY Ke It BKAYUM AATYMOT 1 BPEMETO (aKo € M0CTaBeHo).

BKnyueH e npocTop 3a pauHo CHIUMatbe Ha MMETO Ha NaLeHToT.

[locnegHuTe YeTpH MOBAMHEUH OTUNTYBAHbA Ce OTMeYaTeHN Kako Lien 6poesit, XX

(e npecveryBa npoceuruot VIOM 1 ce nevat Ha eao aeumanto mecto, XX.X".

CeKoralu npoBepeTe Aany NOAAToOLWUTE 0/} OTNEYATOKOT U NOAATOLUTE Ha aNNMKaLujaTa
TonoCare Export ce coBnaraar co 0T4uTyBatbaTa Ha payHaTa efuHuLa.

MeyaTayor Ha NPUKNYYHaTa CTAHNLA COAPKM OCTPU Ha3abeHN ceyuna WTo nomaraat
BO CeYeH€eT0 Ha XapTujaTa. bupete BHUMaTenHu 3a Aa usberHere KOHTaKT o 0Ba
ceunno ceKoraiu Kora MeHyBaTe poNiHM XapThja Ha NeyaTayoT Uam KUHeTe ucneyaTeHn

npuMepoLy of ypepor.
Mpuknyurara cranyua TonoCare moxe Aa ce nosp3e v co TonoCare Export
npeky USB-noprara Ha komnjyTep. MogaTouuTe 3a Mepetbe noToa Moxe Aa ce KEELER
npeHecaT 4 payHara eAnHMLA 40 annukauvjata npexy NpUKy4HaTa CTaHuLa. i
ame @
Morneaxete Bo EP59-47228 YnatcTBoT0 33 MHCTaNMpatbe Ha annukaLyjata Date: DD/MM/YY
TonoCare Export 3a AeTank 3a Toa Kako Aa ja UHCTanupaTe anankauujara Ha Te: HH:M
BaLuvot komnjytep. EP59-47333 Boguuor 3a 6p3n ynatcTsa Ha anamkalvjara Eye: f R
TonoCare Export rit onuLLyBa cuTe KapakTepUCTUKI Ha anfiuKaLujaTa v Kako A - g .
Ce KOPUCTH UCTaTa. i 2 @
(o npuTmcKatbe Ha Konueto Meyarw, cnpaTeTe ro pe3yaTaToT i Ha neyataqor g g
1 Ha USB-noprara. Avg IOP: 8.0 @.8
8. 3AMEHA HA XAPTUJATA HA NEYATAYOT T Nevannpumepoxk

1. ﬂpM(TaI'IOT [10 XapTujata Ha neyarayor e Npeky KanakoT Ha neyarayor, NOAUTHETe ja yCHaTa Ha ropHIOT AeN 04
KanaKkoT 11 HexHo noBneyeTe KOH cede 3a fia ro 0TBOPUTE KyKILLTETO Ha NeyaTayor.

2. OTCTpaKeTe ja NpasHara poniHa xapTja.
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3. (7aBeTe ja HOBaTa PONHa XapTUja BO APXaYOT 33 XapTuja, NpoBepeTe Aank Co6OAHIOT Kpaj € Na6aB Ha BPBOT Ha
PONHATA U OPUEHTUPAH KAKO LUTO € NMPUKAXKAHO.

4. 113Bneyere Hekonky CaHTUMETP XapTuja HafBop oAl KyKuwiTeTo. Jlofiexa ro ApuTe KpajoT Ha XapTujara,

3aTBOPETE 0 KanakoT CO HEXHO TyPKatbe Ha APKay0T Ha BPBOT KOH MPUKNYYHATa CTaHULa 0AEKA HE (€ 3aTBOPK
LIENOCHO W He KNUKHE Ha (BOETO MeCTO.

MeyaTayor Ha NPUKNYYHaTa CTAHNLA COAPKM OCTPU Ha3abeHN ceyuna WTo nomaraat
BO CeYereT0 Ha XapTujaTa. bupete BHUMaTenHu 3a Aa usberHere KOHTaKT o 0Ba
Ceunno ceKorail Kora MeHyBaTe poNiHM XapThja Ha NeyaTayoT Wi KUHeTe ucneyaTeHn
npuMepoLv oA ypenor.

8.1 MOJNHEHE HA BALLVOT TONOCARE
Kora He ce kopuctu, Keeler npenopayysa fa ro yysate satumoT TonoCare Ha NPUKIYYHaTa CTaHuLa, 3a Aa Ce 0APXYBa
LIeN0CHO HAMOAHET 1 NOArOTBEH 3a ynoTpeba.

LED cBetnoto Ha TonoCare nyncupa npu nonuete.

Ilitom LenocHo Ke ce HanonHu, LED cBeTnoTo Ke CBETH NOCTOjaHO.

LED cgetnoto Ha NPUKNYYHATa CTaHILA Hema Jia (e CMEHM Kora payHata einHuLa Ha TonoCare ce UyBa Ha NPUKNy4HaTa
(TaHNua.

9. OAPXYBAE

Keeler npenopauyBa pyTUHCKOTO OApXKYBatbe Aa ro BPLUYM KOPUCHUKOT YECTO U FOAULIHO
& cepBUcupatbe Ha Balwmot TonoCare of cTpaHa Ha cCepBUCHU MHXUHepH Ha Keeler 3a

pa ce 06e36eau 6e36eaHO U TOUHO Mepetbe. Bo cnyyaj ypesor aa 6upe HaaBop of

TonepaHuuuTe 3a Kanubpaumja, BaxHo e Aa ro ucnpartute ypepor Hazap Ao Keeler Ltd.

WnK A0 B p 3a nonp ] p pauy;j

HeMa Ze10BY WTO MOXe /13 Ce 3aMeHaT 0/ KOPUCHUKOT BO YPeAoT, BKyuyBajKit ja U Gatepujata. batepujata Mopa fa ce
3alMeHIt Camo 0/} 00yUeH CepBICeH NePCoHan CneAgjkit 1 YNaTCTBaT BO YMATCTBOTO 33 CEPBICPaKbE.

Ao 3abenexuTe 3HauNTENHO HaManyBatbe Ha nepdOPMAHCHTe Ha batepujata, KoHTakTUpajTe Co Keeler ww Bawvor
0BNIACTEH ANCTPHUGYTED 3 HEj3UHa 3aMeHa.

Ako TonoCare najHe CiyyajHo, UCTUOT CEPBIACEH LIBHTAP WM AUCTPUBYTED MOXKe Aa NOTBPAY i YPeaoT C yuuite e
Kanuopupa.

YpeaoT BpLLM NPOBEPKa Ha CaMO-GyHKLa KOra e BKNYUeH it Ke nokaxe Aanvt e NpoHajaeH AeeKT. MoHaTaMOLIHO camo-
TeCTUParbe MOXe Aa Ce aKTUBUPa 0 MeHUTO (BieTe B0 4enoT 6.1).

(exoralu npoBepeTe ro NPOU3B0OA0T ezl ynotpeba, NPOBEpYBaJKY Aanu UMa HOPMANHO CTapTyBatbe.

Hece 06I/1£lyBajT€ [Na BPLUNTE packnonyBatbe, NOBTOPHO COCTaBYBAtbE MW NOMNPABKa Ha NPOU3BOAOT. 0O8a Tpe()a naro
npasu (amo 06ywe+| " KBaﬂVl(bMKyBaH nepcoHan Ha Keeler, cneuejkm W ynaTcTBaTa BO ynaTCTBOTO 3a CEPBICHPArbE.
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He ro uyBajTe npou3B0A0T B0 NPaBNvBa CpeauHa, GWAejK NpalunHaTa Moxe Aa Hasne3e Bo CHCTEMOT 33 BO3AYX U /1 @
ICOPAY HA OKOTO Ha NALMEHTOT 33 BPeme Ha ynoTpedara.

Axo TonoCare Tpeba a 0CTaHe HeICKOpUCTeH NOZ0Iro Bpeme, MPUTUCHETE O KONUETO BKAYU/UCKAYUM Ha KonueTo
Jcknyuero” u oTcTpaneTe ro HanojyBatbeTo. KopucTeTe ro kanakoT 3a Npas 3a Aa ro 3aLTHTHTE TOHOMETApOT.

He ce o6upyBajre aa Bp! TeHu nonp k1 Toa MoXe fia I 3arpo3u
npou3BoaoT v naunentute. He fo3BonyBajTe HeoBNacTeHM AeNOBY A1a ce BrpajlyBaaT BO
BalLMOT NPON3BOA.

Ha Oaparbe, Keeler ke rut 06e36eau noTpeHUTe Aujarpamin Ha Konla, CIUCOLM Ha COCTaBHY JEN0BH, ONMCH 1 UHCTPYKLUHA
33 KanbpaLja 3a Aa My IOMOTHE Ha CEBYCHYOT NIePCOHaN BO NONPABKaTa Ha YPeaoT.

Erukerara MOD RECORD Ha 3aaHaTa CTpaHa Ha ypezoT Ce KOpYCTY 33 03HauyBatbe Ha CTATYCOT Ha YPeoT BO 0AHOC Ha
3H3UMTENHM NPOMEHN.

9.1 LWNOPU 3ATPELLKA
AKo Ha ekpaHoT ce nojasut Lwndpa 3a rpeluika nomery 00 1 34, pectapTupajTe 1o TOHOMETapoT 1 MPOBEPETe ja Heroara
GYHKUMA. AKO TOHOMETAPOT He ce u3BpHLLIE, BPaTeTe F0 UCTUOT BO HAjOMMCKIOT 0BRACTEH CePBYCEH LieHTap Ha Keeler.

10. TAPAHLILUJA

Bawwmot npowu3Boa Ha Keeler vvia rapatLitja 04 2 FOAMHY 1 Ke MOXe A3 C& 3aMeHV AW Monpasy BecnnaTHo Bo CieaHwTe
OKOMHOCTH

« (Cexoj nedexT nopaan AedekTHO NPOU3BOACTBO.

« VHCTpYMEHTOT 11 AOMOAHUTEAHAOT NPUGOP Ce KOPUCTH BO COMNIACHOCT CO OBMe YNaTCTBa.

« Kon cexoe Gaparbe 3a cepBUCHPaLbE A3 (6 NPUNOXM [0K33 33 KynyBarbe.

A Mpoussoautenor oa6uBa KakBa 6uno 1 cekaksa OAArOBOPHOCT M NOKpUBaibe Ha
rapauuwjara AOKOJIKY MHCTPYMEHTOT € MaHUNyAUpaH Ha KakoB 61no HaunH unun AOKONKY
€ HanpaBeH nponycT BO pyTUHaTa Ha OAPXY unu e cnp Ha Ha4uH KOj HeeBO
COrNacHOCT Co OBME ynaTCTBa Ha NPoOM3BOAUTENOT.

Bo 0B0j MHCTPYMEHT HeMa ienoBY LITO MoKe Jia M cepBUCHpa KOpUCHUKOT. Cekoe
cepBucMparbe Unu nonpasku Tpe6a fa ru cnposepyBa Keeler Ltd. unu coopgetHo
06y4enn u oBnacTeHn auctpubyTepu. MipupauHuumTe 3a cepeuchparbe ke um 6upar
[DOCTanHM Ha OBNaCTeHNTe cepBUCHU LieHTPU Ha Keeler u Ha 06y4ennoT nepconan 3a
cepBucuparbe Ha Keeler.
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11. CNEUNOUNKALUNN N ENEKTPUYHU PAHTUPAA

TonoCare Ha Keeler e MeavLIHCKI eneKTpUYEH UHCTPYMEHT. IHCTpyMeHTOT 6apa noce6Ha rpua Kora CTaHyBa 360p

3a eNekTpoMaretHara komnarubuntoct (EMK). Bo 0Boj aen e onuLuana Heroata COOABETHOCT BO O/AHOC Ha HerogaTa
€1eKTPOMArHeTHa KoMNaTHOMAHOCT. My MHCTanauwja unu ynoTpe6a Ha 0Boj MHCTPYMEHT, BHIMATENHO NPOUNTajTe 0 1
ClegieTe 10 T0a LUTO € OMMLIAHO 0BE.

TpeHoCHY 1AM MOBUAHN eAMHINLY 33 KOMYHIKaLWja IPEKY PaaNo GPeKBeHLMja MoXe Aa IMAaT HEraTWBHO BAUjaHNe Bp3
0BOJ UHCTDYMEHT, LUTO MOXe /13 0BE/IE /10 HETOBO HEMPaBUHO PaboTerbe.

11.1 ENEKTPOMATHETHN EMUCUW

YnarcrBan usjaBa Ha NpouU3BOAUTENOT - e/IeKTPOMarHeTHu emucun

TonoCare Ha Keeler e HameHeT 3a ynmpeﬁa BO €1€KTPOMaArHeTHa 0K0SIMHa oniLliaHa NoAony. KnweHtor unmn KOPUCHUKOT
Tpe6a [1a Cé Norpuxar UCTIOT Aa Ceé KOPUCTU BO TaKBa OKONMHA.

TecToBM Ha eMuCUK (C T | EnektpomarsertHa okonuHa - ynatcteo

P
PO emmcn CISPR 11 fpyna 1 TonoCare Ha Keeler kopuctit PO exeprutja camo 3a cojata BHaTpeLUHa
dyHKUWja. 3aT0a, HeroBwTe PO eMUCUAN Ce MHOTY HICKI 1 Mana e

Bepojawoaa TVE ia NpeAKU3BIKaaT NPeYKi Ha eNEeKTPOHCKA onpema

80 OnM3mHa.
PO emmcn CISPR 11 Knaca b TonoCare Ha Keeler ce norogHm 3a ynotpeba Bo (ekaKBM YCTaHOBM,
BKNyYUTENHO 11 BO AOMALLIHK YCTIOBIA W OHUE LUITO (€ ANPEKTHO
XapmoHuHu emucin N/A, Class A < 75W | noBp3aHy €O jaBHa HICKOHANOHCKa MpeXa 3a cHabpyBatbe Ha
IEC61000-3-2 CTaH6eHv 00jeKT 3a AOMALLHM Lienw.

Onykryaunm Ha HanoH / emncn Ha | N/A, Class A < 75W
opbnecouu [EC 61000-3-3

11.2 ENIEKTPOMATHETEH UMYHUTET

YnaTcTBa 1 U3jaBa Ha NPOM3BOAMTENOT - eNEKTPOMArHeTeH UMyHUTET
TonoCare Ha Keeler e HameHeT 3a yrioTpea Bo eneKTPOMarHeTHa 0KoAHa onuLLaHa noaony. KAMEHTOT wiu KopUCHUKOT
Tpeba 1a Ce NOrpKy UCTUOT 1 Ce KOPHCTY BO TakBa OKOMMH.

Tecr 3a umyHuter | IEC60601 HuBo Ha EnektpomarHeTHa okonuHa
HuBo Ha Tect coo6pasHocT - ynatcTeo
EnekTpocTatnuko =+ 8 kV KowTakT + 8 kV KoHTaKT logoBuTe Tpeba fia GuaaT HanpaeHu oa
npaHetse (ECT). + 15KV B0y +15KV o3y JIPBO, OETOH 1NV Kepamuuky nnoukn. Ako
IEC61000-4-2 TIOA0BYT C& MOKPHEHI CO CUHTETUYKIA
Matepujan, penaTiiBHata BIaxHoCT Mopa a
6uze Hajmanky 30%.
bp3v npometn/ =+ 2KV 33 nnHuv 3a +2kV 33 nnHnn 3a KBanuTetoT Ha enexTpuuHaTa Mpexa peba
HanauBY Ha CTpyja CHabayBarbe o CTpyja CHabAyBatbe Co CTpyja 712 bigie OHOj Ha TUMNYH KOMEpLVjanHa
IEC61000-4-4 + 1KV 32 8esun/unesnn | + 1KV 3anesunfusnesnu | "W Gonhidka cpeaua.
MHIAN MHAR
100kHz dpekBeHumja Ha
110BTOpyBarbe

53
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KpaTku NpekuHn u
BapUjaLy BO HAMOHOT
Ha BAe3HI NUHIN

(>95% nan o Uy) 3a
0.5 unknyc

(0,45,90, 135,180,
225,270,315%)

Tecr 3a umyHuter | IEC60601 HuBo Ha EneKkTpomarHeTHa okonuHa
HuBo Ha Tect cooﬁpasnocr - ynaTcreo
Hannws. + 1KV nunuja(-um) + 1KV nnuja(-um) KBanuTeToT Ha enekTpuuHaTa Mpexa Tpeda
EC 61000-4-5 110 3emja 710 3eMja £1a 61ze OHOJ Ha TUNMYHA KomepLyjanHa
1AM BOHMYKA CPeAMHA.
(137081 Ha HaNoHOT, <5%U Ur=10% 0,5 umknyc KBanuTetoT Ha enexTpuuHaTa Mpexa peba

73 Oze OHOJ Ha TUMUMYHA KOMEpLjanHa
NI BOHMYKE CPeAMHA.

AKo KopucHuKor Ha Keeler 6apa

(50-60 Hz)
Marketxo none.
IEC61000-4-8

<5% U, .
32 chabaygatbe ©0 o Ur=0%; T unknycu 5 KOHTHYUPaHO aboTerse 33 Bpeme Ha
ENEKTPUNHA eHeprja. | (>95% napso Uy)3a 1 LuKnycu NIDEKYHY BO CHABBaHeTo O eNeKTPHUHa
IEC61000-4-11 unknyc 40% U U =70%; eHepruja, e npenopauyBa nosHayor a
(60% nag 8o Uy) 33 5 25730 wiknyan Ce HanojyBa o7} HenpeKIHaT U3sop Ha
unkaycn 70% Uy (EHa 0232 Ha 0°) €NeKTPUYHA eHeprija.
(30% nan Bo Us) 33 500ms U= 0%
<S%lh 2501300 wknyc
(>95% nap Bo U) 32 55
OpekseHuyja Ha cTpyja | 30 A/m 30A/m (OpeKBeHLyjaTa Ha MareTHITe NOMMtbA

Tpeda A1a e Ha HUBO KapakTepUCTHUHO
32 BOOGUUAEHa NOKALIa BO OKONMHA Ha
B000MYaeHa NPOGECHOHANHA 3APaBCTBEHA
YCTaHOBa.

HanomeHa: Ur e HaNoHOT Ha Hau3MeHIuHa (TPy)a Nped NpuMeHa Ha TeCTUPAHOTO HUBO.

Tecr 32 1EC 60601 HuBo Ha EnekTpomarHeTHa oKonuHa - ynarcreo

umynuter | HuBo HaTect | coobpasHoct
[pexocHa v MobunHa onpema 3a PO KomyHwKaLwja He Tpeba Aa
Ce KopuCTv B 6713uHa Ha Koj 6uno aen o TonoCare Ha Keeler,
BKAYUTENHO 1 BO BAU3MHA Ha KabAW, NPK LLTO NPENopayaHoTo
pacTojakite e NPeCMeTyBa Cope/ paBeHKara WTo ce NPUMeHyBa
3 QpeKBeHLYja Ha TPaHCMUTED.

MpenopayaHo pactojanne

Cnposefena PO | 3Vims 3V d=12Vp

IEC61000-4-6 | 150 kHz 1o 80 MHz

3pavere POIEC | 3V/m 3V/m d= 1.2/ p 80MHz 20 800 MHz

61000-4-3 80MHz 210 2.7GHz 4= 23V p800MHz 10 2.76Hz
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Kaze o p e MakCuManHaTa u3ne3Ha MOKHOCT Ha TpaHCMMTepoT
80 BaT (W) Cniope; Npou3BOANTENOT Ha TpaHcmuTepor, a d e
TIpENopa“aHoTo pactojaine Bo METpH ().

JaynHuTe Ha nonukbata oA GUKcHI PO TpaHCMUTEpH, KaKo LLUTO
€ YTBP/EHO CO eNeKTPOMArHeTHO UCTATYBabe Ha NoKalujata,
Tpeba f1a O1aaT NOHMCKY 0L HUBOTO Ha C000PA3HOCT BO CEKOj
(pexseHLycki oncer?

Moxe 2 A0jzie £10 N0jaBa Ha NPeyKw B0 ONU3MHa Ha
onpewma o3HayeHa co 0oj cumbon.

Hanomena 1: Mpu 80MHz 1 800MHz, ce npumeRyBa NoBICOKHOT GPeKBEHLMCKN OnCer.

Hanowmena 2: OByte ynatcTsa Moxe /1 He ce 0HecyBaaT Ha cuTe cutyauu. |UInperseTo Ha eNeKTpOMArHeTHIITE emucu e Noj BUjaHue Ha
ancopnuujata 1 pednexcujata oA CTpyKTypw, 06jexT u nyfe

" JaYIHM Ha MOAMHHA O/ UKCHI TPAHCMIUTEPH, KAKO LUTO Ce Ba3Hyt CTaHILM (MoBMIHI/GexuuHu) 3a TeneOHN 1 3eMjeHit MOOUNHI pauja,
amarepckit paguja, AM u FM paavoaudy3uja v TB paanoady3uja TeOpeTCki He MOXaT NPeLM3HO Aa e Npe/BIAAT. 3a NPOLieHKa Ha
©NEKTPOMArHeTHaTa OKONMHA nopaau ¢V\K(HM PO TpaHcmuTepH, TDEG& /ia (e pa3rnefia MOXHOCTA 0/ CNPOBE/YBatbe eNeKTPOMArHETHO UCMUTYBatbe
Ha ﬂov\aumjam. Ako W3MEPeHaTa JauitHa Ha NONeTO Ha NOKaLWjaTa BO Koja (& KOpUCTH TonoCare Ha Keeler ro HaAMWHYBa NDUMEHNUBOTO HUBO HA

PO coobpasroct, TonoCare Ha Keeler Tpe6a fa ce Habrby/ysa 3a aa ce npoepy Aani paboTin HopManHo. Ao ce 3a6enexu HeHopmanHo paborerbe,
Moxebu Ke buge noTpebHo Aa ce npe3emar A0NONHITENHN MepKH, K3KO Ha NPUMED, NPeHaCoUyBatbe WM NpemecTyBatse Ha TonoCare Ha Keeler.

* Hapy dpexBeHuuckviot oncer o 150kHz ao 80 kHz, jaunHire Ha nonutbara peba fa Guaar novanu 0 10V/m.

11.3 MPEMNOPAYAHW BE3BEAHM PACTOJAHWUJA

TMpenopayanu pacTojaHuja Mery npeHocHa M Mo6unHa PO KomyHMKaLMcKa onpema 1 TOHOMeTapoT
Ha Keeler Pulsair IntelliPuff.

TonoCare Ha Keeler e HamereT 3a ynoTpe6a Bo e1eKTPOMArHeTHa KOIMHA BO KOJaLLTO Ce KOHTPOAMPAHU HapyLLyBarbaTa
oz PO 3payetba. KnveHToT unw KopuckikoT Ha TonoCare Ha Keeler moxke Aa nomorHe Aa ce cpeui enekTopmarHeTHu
MIPEUKY MPeKy OfPXyBatbe MIHUMAIHO PacTojaHue Mery MobuiHa PO KoMyHUKaLCKa onpeMa (TpaHcmuTepu) 1
TonoCare Ha Keeler, kako LuTo e npenopayano noaony, Copez MaKCUManHa U3nie3Ha MOKHOCT Ha KOMYHYKaLMCKaTa
onpema.

PaHrupaHa makcumansa PacTojanue cnopep dppexBeHLmja Ha TpaHcmuTep (m)
M3ne3Ha MOKHOCT Ha
TpaHcmutep (W)
150 kHz g0 230MHz 80MHz no 800MHz 800MHz 10 2.7GHz
d=12/p d=12/p d=23vp
0,01 0,12 0,12 0,23
01 038 038 0,73
1 12 12 23
10 38 38 73
100 12 12 23
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Kaj TpaHCMUTEpY PaHTUPaH¥ CO MAKCUMANHA U3N1e3Ha MOKHOCT LUTO He e HaBeAeHa OB/Ie, NIPENopaYaHoTo pacTojaHie
BO MeTPU (M) MOXe 4a & YTBPAM CO KOPHCTeHe Ha PaBeHKaTa LT Ce NPHMEHyBa 33 GPEKBEHLMjA HA TPAHCMUTEDH,
Kaze LTO P € MAKCVManHaTa paHrupaa i3ne3Ha MOKHOCT Ha TpaHCMuTepor Bo Bat (W) copes NpoM3BoAMTeNnoT Ha

TpaHCMUTEpOT.

Hanowmena: 1Mpu 80MHz u 800MHz, ce npumetyBa NOBHCOKYOT GpeKBeHLIMCKY oncer.

Hanowmena 2: Osve YNaTCTBa MOXeE A He (& OAHECYBAaT Ha CUTE CUTYaLNK. LLiupetbero Ha enekTPOMArHeTHUTe eMUCHY € N0A BIMjaHue Ha

ancopnuujata U penexcujata oA CTpyKTypw, 06jekTi u nyfe.

12. TEXHUYKU CNELUNOUKALUN

TonoCare payHa eauHMLa
[IMMeH3MM Ha payHa euHULA 220 x 136 x 206mm (HxW x D)
TexuHa Ha payHaTa eauHNLA 1.044Kg
IP pejTunr IPX0
Kanu6pupan oncer 7mmHg g0 50mmHg
Tounoct Ha MON +/-5mmHg (95% HuBo Ha AoBepMBOCT)
PaboTHo pactojaHue 11mm oA NOBPLUKHATA Ha POXHMULLATa Ha MALWEHTOT 10 NPeAHaTa NOBPLUMHA
Ha Npo30peLor.
Pe3onyuuja Ha ekpan [pukaxyBarbe Ha pe3onyumjara Ao T Aeuymanta Touka Ha np. 12.3
ExpaH OLED 0.95"

(ucrem Ha ocBeTNyBame

3awTuTa o eneKkTpuyeH yaap

LED, 6eno u nx¢paLipseHo

Knaca Il (nw BHaTpeLwHo HanojyBaHo)

CooGpasHocT co

Enextpuuna besbentoct (Meauunkcka) IEC 60601-11EC 60601-1-2
BS EN1S0 15004-1

[nasHuot NPUKNYYOK € CPEACTBO 3a U30NMPAtLE Ha YPEAOT 04 HANOJyBaHHETO - NPOBEPETE AanK NPUKNYYOKOT 3a CTPYja € AOCTaneH B0 (EKOe Bpeme.

Hanowmena 1: Ako ro niogp3ysare TonoCare co KomnjyTep, KomnjyTepot Tpeba Aa r1 ucnonHysa bapatbata Ha EN 60601-1

Hanomera 2: Cexorau Kora ypezoT e noBp3ak Co fipyra onpema, KoMbuaLwjata 1peba fa 0AroBapa Ha apatbara Ha EN 60601-1:

Onpemara ME BknyuyBa pauHa eMHVILA, NPUKAYYHa CTaHULLA, MOTNUPAY 32 YENO U HanojyBarbe.
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TNpukny4Ha craHuya
[IMMeH31M Ha NPUKNYYHa CTaHNLA 153 %155 x 183mm (HxW x D)
TeXMHa Ha NPUKNYYHa CTaHULA 0.725kg
3awTuTa op eneKTpuueH yaap Knaca ll
IP pejTunr IPX0

EAunMua 3a HanojyBatbe o enekTpUyHa
eHepruja

W3ne3 Ha enekTpuyHa enepruja

OpekseHumja

Pexwm Ha npexukyBay, Tun co noseke npukayyoun (110 — 240V) +/- 10%
350-700mA

Bo cornacroct co: EN 60601-1, EN 61000-6-2, EN 61000-6-3
30VA(12VDC2.5A)
50/60 Hz

YcnoBu Bo oKonuHata:

YNOTPEBA

ok (6e3 naxygatbe)

YCI0BU HA CKNARMPAILE

e 1060 hPa
~—
10°C 30%—! I BOOhPa—! I

90%

&)

10 g, BpemeTpaetbe 6 ms

YCUI0BU NPU TPAHCNOPT

70°C

-40°C 10%

S
&)

~_—

-10°C 10% 700 hPa

6
&

95% 1060 hPa
;1060 hPa
500 hPa

95%

Bubpaumja, cuvyconaHa
ok
Ynap

10Hz 80500 Hz: 0,5 ¢
30 g, BpemeTpaerbe 6 ms

10 g, BpemeTpaetbe 6 ms
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13. MPUBOP U PE3EPBHU OENOBU

(raBKka Bpoj Ha gen
[puknyok 2418-P-5002
[otnupay 3a masa 2418-P-7000
Komnner 3a HanojyBatbe £P29-32777
TonoCare TopbiyKa 3a Hocetbe 3418-P-7000
ToHOMeTapCKyt WTHT 33 finLe 2415-P-7038
PonHa xapTuja 3a nevaray 2208-1-7008

14. UHOOPMALIMWM 3A NAKYBAKE U OTCTPAHYBABE

OTcTpanyBakbe Ha CTapa eNeKTPUUHa U eNeKTPOHKa onpema
0B0j MO0 Ha POU3BOAOT VM Ha HETOBOTO NaKyBatbe W YNATCTBATa YKAXyBaaT eka 0BO}
NPOU3BOA He CMee /1a @ TPETUDA KaKo 0TNazl 0 AOMAKIHCTBA.
3a [1a Ce HaManyl BAMJaHIIETO Ha OTNAZIOT Ol eNEKTPIYHA 1 ENEKTPOHCKA ONPeMa BP3 XUBOTHATA
CPeAUHa 1 212 Ce CBE/E HA MUAHIMYM KONUYMHATA Ha BaKBA ONPEMa LUTO 3aBpLLIYBa Ha AENOHMM,
| IpenopayyBame Ha KPaJoT Ha PAOOTHIOT BEK Ha 0Baa ONPEMA a Cé PASMHUCIN 3d HEJ3HHO
DewKAUPatbe It NOBTOPHa ynoTpeda.

AKo Bu ce noTpeGHN noBeke NHGpopmaLum 3a cobuparbe 3apaan NoBTOpHa ynotpeda n
peumknupatbe, cranete Bo KOHTaKT co B2b Coo6pa3Hoct Ha 01691676124 (+44 1691 676124).

(Camo Bo 06epuHeToTO Kpancrso).

(eKoj cepro3eH MHLMAEHT LUTO Ce CTY4KN BO BPCKa CO ypeAoT MOpa ia My ce NpujaBu Ha
NPOU3BOAUTENOT U HAAANEXHUTE OPraHu Bo BalLaTa 3emja YneHKa.
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15. AOOATOK

15.1 MOBTOPJIMBOCT U PEMPOAYKLINJA
TosTopAMBOCTa M penpoayKTUBHOCT Ha TonoCare Bea OLieHeTM Co Meperbe Ha MaHOMETPHCKI KOHTPONMPAHO TecT Ha
0Ko.

MogTopAMBOCTa Betuie U3MepeHa Co MOMOLL Ha eaeH ypes TonoCare 1 cepuja 0 NPUOAUKHO 50 UHAMBNAYANHI
OTUMTYBAtbA 3a CEKOJa OZ1 5-Te BPEAHOCTI Ha NPUTUCOKOT PAMHOMEDHO Pacnopesienyt Momery paboTHIOT oncer o 5
70 50 mmHg. Yutarbata 6ea BKpCTEHI Co pedepenTer Mepay Ha npuTucok v ypea Pulsair IntelliPuff. Heycnewnwre
OTUMTYBatba Oea OTOPAEHN 1 6ea NpecmeTaHy MPoceL o4 3 NOCNENIOBATENHY OTYNTYBatbA 33 Aa ce Jobye ceT

0f1 MPUOAIKHO 16 Meperba Ha Cekoja A 5-Te BPEAHOCTU Ha NPUTUCOKOT. Pe3yNTaTuTe NOKaXyBaaT CTaHAAPAHM
oTCTanyBatba kou ce aswxar o4 0,14 mmHg 40 1,11 mmHg Bo oncer Ha npuTucok 04 5 40 50 mmHg cooageTHo.

PenpoaykTUBHOCTa Gelue MPoLeHeTa o aHanu3a Ha Mepetba o4 Tp pasninuki TonoCare eAMHILM O ABA Pa3NYHI
0Nepatopu MPeKy 5 BPEAHOCTY Ha NPUTUCOK PAMHOMEPHO PacniopeaeHit NIomery paboTHHOT oncer o 5 4o 50 mmHg.
bea 3emeHit Be Mepetba (B0 NPOCeK 4 0TYMTYBatbA) Ha 5 BPEAHOCTH HA NPUTIICOK 33 CEKOj OfL LUECTe TeCT Cyuan (cexoj
0nepaTop ro KOPHUCTU CeKoj o7 TpuTe ypeau Ha TonoCare).

AHanu3a Ha sapujatca (ANOVA) crpoeaeHa Ha NoAaToLMTe YKaxyBa Ha p-BpeaHOCT nomana of 0,05 1 BpeaHoCT Ha
R-kBazpat 0a 98% unu 99%, LUTO 03HauyBa OANNYHA PeNPOAYKTUBHOCT Kaj 0MepaTopoT U HI3 ypeauTe.

15.2 NOAATOLN 3A KITMHNYKN MEPOOPMAHCK

Pesume

Be3-koHTakTHuoT ToHomeTap Ha Keeler TonoCare (NCT) GeLue criopesien co Perkins Applanation Tonometer (AT) 3a fa
ce npoueny Aanu TonoCare rn ncnonHysa baparbara Ha 150 8612 (cnopeanus co ANSI 280.10) npu TecTupatbeTo 3a
YCOMNACEHOCT CO AW3AJHOT.

Perkins AT ro KOpUCTV CTUOT OCHOBEH MPUHLMN Kako 1 Goldmann AT, UMeHo, MeHyBatbe Ha CunaTa npumeHeTa 3a
aNNaHNPaFbe Ha GUKCHa MOBPLUMHA HA POXHULLATA. V1 /1BaTa MHCTPYMEHTa MMaaT anniaHupaH KOHYC" COCTaBeH ofl ABe
MPU3MU CO CTI0HI BPBOBY 33 1a Ce NIPUMeHI HaflBOPELLHA (N Ha POXHINLIATA 3a 1 Ce BOBTIEYE 1 Ja Ce U3PaMHIA
Hej31HaTa noBpLUHa.

TocTojaT HeKonKy HayuHn HanCK Kov e OAHECYBAAT Ha 1BaTa UHCTPYMEHTU Kako pedepeHTHI CTaHAapAHY TOHOMETPH
11 KoHKpeTHo Ha Perkins AT kako npexocnng nanaaH Ha Goldmann AT (Wessels, |.F et al., 1990), (Carlos Garcia-Resua et al
2006), KOPUCEH 33 JOMALLHY MTOCETI 1 33 MTALMEHTY O MPOBAEMY CO MOBUAHOCTA.

[1Bajua nckycHu Habmyaysaun sobuja nogatouy o 144 keanuoukysanu ouw, mepejki MO Bo oncer oa 7mmHg-
23mmHg kaj 50 yuectum v MOI noronemn o4 23mmHg kaj 22 yuecHuuu. Pe3ynmatuTe o4 CTyAujaTa NOKaxyBaar Jeka
Mepetbara Ha /0M 3emenu co TonoCare NCT Kora ce cnopeayBaar co pedepeHTHI0T ToHomeTap Ha Perkins (AT) He ja
HaAMVHyBaar Tonepatumjara + 5 mmHg Bo Tpute once3u Ha VO kaj 143 ouu, npw wro camo 10Ko ja HaAMIHYBa
0Baa TonepaHLyja 3a u3mepena 0N > 23 mmHg. OBa nara Aaney noz ycnoBoT Aeka He noBeke oz 5% o/ cnapexuTe
pasnuku nomery TonoCare 1 pedepeHTHIIOT TOHOMETap He Tpeba Aa OWAAT HafBop 0f TonepanLijara +5 mmHg 8o
TpuTe once3n Ha MOM.

(eBKynHo, npoceyHata BpeaHocT Ha MOM pasnukute nomery TonoCare u Perkins AT 6ewe <0,01 mmHg, co cpeaHa
BpeaHoct oa-0,2 mmHg, Wwro nokaxysa Aeka TonoCare NCT e exBuBaneHTTeH Ha TOHOMETAPOT 33 anNaHauMja.
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Metopu

(CnpoBezeHata cTyauja Gele eanHeYHa NoCeTa, eAHOLEHTPIUHA, HEPAHAOMU3MPaHa, HeMacKUpaa BKDCTeHa CTyAMja
33 cnapygarse. (Tyaujata 406y Mepersa Ha MOI Ha cexoe noa06Ho 0ko co TonoCare it pedepeHTHIOT CTaHAAp/EH
ToHoMeTap Perkins.

(ybjexTuTe Gea perpyTvpaHy CIOpe CIeAHNTE KpUTEPIYMH 3a BKAYUYBAtbE 1 UCKNyUyBatbe.

Kputepuymu 3a BKnyuyBamwe
«+ Venumarnumte mopa Aa buaat noctapy oz 18 roauHy
« McnutauuuTe Mopa Aa UMaar 3ApaBi POXHILY 663 KOHTPaUHAMKALMAN 33 Mepetba Ha O

Kputepuymu 3a ncknyuysatbe

« TlpeameTi Co Camo eAHO GYHKLIOHANHO 0KO

« (ybjexTv o eaHo OKO MMaar cnaba nv eKCLEHTPUYHa Gukcauvja

« Bucok kopHeaneH acturmarinzam (> 3D)

« Jly3H1 Ha poxHuLiaTa, onepaLivja Ha poxHMLaTa (BKNyuyBajkin nacepcka onepaLija Ha poxHuLaTa)

« Mukpodranmo3a

« bydranmoc

« HocuTenn Ha KOHTaKTHY Nk

« (yBuoun

« (ckaun Ha kanauy

« Hucrarmyc

« Kepatokoyc

« (exoja Apyra natonorvja unm uHQeKLMja Ha POXHIMLATA UM KOHjyKTUBaTa

bea perpyTupary BkynHo 74 nogo6HM yuecHuLM, Npu LTo bea ncknyyen 2 yueckmum (2,7%). MpuuwHata 3a
IICKAY4yBaFbe Ha ABajLa yuecHULY brna nopau npekyMepHO TPENKakbe VA BOSHEMIPEHOCT LLTO Pe3yATIPano

€0 33ApXKyBatbe Ha 3ANBOT Ha yuecHuKoT. O BKnyueHuTe 72 yueckiuw, MOM Geluie u3MepeH Bo ABETe 04yt Ha CuTe
yuecHuuy co TonoCare u Perkins AT, faBajku cnapenin mepetba Ha MO 3a BKynHo 144 oun.

Pesyntatu
Tabenata 1 nogony Aasa pe3vivie Ha kapakTepucTikmTe Ha VOM Ha rpynara, nokaxyBajku Aeka Mepetbata UMaat CidHu
pacnpeaentu.




Ta6ena 1: Peaume Ha mepetbata Ha MO Ha TonoCare u Perkins AT.

TonoCare Ha KEELER

Tono(are Perkins AT
H, oun (naumext) 144(72) 144.(72)
3Haum 10N, mmHg 212 212
3Hauw 10N, mmHg 18.0 17.0
SD¥, mmHg 79 80
Oncer, mmHg 11870463 11.0041.0
11017 go 16mmHg, n (%)" 42(29.2) 51(35.4)
110 17 g0 23mmHg, n (%) 58(40.3) 49 (34.0)
110N >23mmHg**, n (%)’ 44 (30.6) 44.(30.6)

HUTy €AHa CTPYKTYpa Ha CnapyBatoe He € CyMipaHa B0 08aa Tabena. *(TaHaapaHa AeBujauuja.
33 aHanu3uTe Ha NOATPYMITe Ce KOPUCTaT CaMo kateropuuTe Perkins AT 0P n e AaeH B0 0AHOC Ha ouiTe
** 33 4a Ce fJ06ujaT Mepetba BO 0BO] ONCe, Glue 13BPLUCHa NOCTANKA Ha UHBEP3W]a Ha NIOATPYNA YHeCHULI A04eKa e BplLea Mepetva Ha MM

TabenaTa 2 rn KaTeropu3upa anconyTHuTe pasnuki nomery mepetbara Ha TonoCare 1 Perkins AT Ha MO >5 mmHg
LIeNOKyNHO v B0 pamKkuTe Ha 3 noarpynin Ha MOM. Pasnuka noronema oz TonepaHuyjata 0 = 5 mmHg ce noja kaj 1
(0,7%) oko 0 144, MHOry Nzl MaKCMManHoTo HUBO 0/ 5% Bo Cnopeada CTaHAAPAOT.

Ta6ena 2: Pa3nuku nomery mepetbara Ha TonoCare u Perkins AT na I0P > 5 mm Hg uenokynxo u Bo
pamkute Ha 3 noarpynu Ha UOI.

non rpynat
Pasnuka* 7n016mmHg | 17 po 22mmHg >23mmHg** BkynHo
He HagmuHyBa 51 49 ‘s 143
+5mm Hg
Hagmurysa 0 0 1 1
+5mmHg
Bkyno 51 49 44 144

* 110 TonoCare — V0T Perkins AT. 'Bp3 octoa Ha Perkins AT u3mepenwot 10N,

** 3 5a ce obujar Mepetba B0 0BO] oricer, Gelue U3BpLLICHA MOCTaNKa Ha MHBEP3Wja Ha NOAFPYNa YUeCHNLM A0AeKa Ce BpLLIea Mepetba Ha VO,
Pe3umenuTe napameTpu Ha pa3nukuTe nomery naposuTe Mepetba Ha TonoCare 1 Perkins AT 10N ce nagetw o Tabena 3

1101071y, 3a LENOCHIAOT IPUMEPOK 1 Mo cekoja rpyna Ha V0T CeskynHo, npoceuHata BpeaHocT Ha OM pasnukwTe nowmery
TonoCare n Perkins AT 6ewwe <0,01 mmHg, co cpeaa BpeaHocT 0 -0,2 mmHg. [paxuuuTe Ha aorosop o 95%, 8p3




TonoCare Ha KEELER
0CHOBA Ha CPe/IHaTa BPEAHOCT Ha pa3nukuTe Ha 0N +1,96 X cTaaapaHata aeujauuja Ha pasnukute Ha VOM bewwe
-3,4mmHg £o +3,4 mmHg.

Ta6ena 3: 36upHu mepku 3a pasnukute Ha UOMN npesemenn co meperata Ha TonoCare u Perkins AT,
CyMUpaHu CeBKYNHO 1 BO pamKuTe Ha 3 noarpynu Ha UOM.

non rpynat
Pe3ume Ha 7n016mmHg | 17 go 22mmHg >23mmHg** BkynHo
mepetbe [mmHg] (n=51) (n=49) (n=44) (n=144)
Towo 03 02 -06 00
(pearo 02 0.2 09 0.2
SD* 13 15 21 17
IQR® 047012 -08801.0 -1.8800.1 -1.0801.0
Oncer 3n04 408040 -38106.2 -4.0p06.2

"Bp3 ocHoga Ha Perkins AT u3meperuor MOM. *Craaapana desujaunja. *VTepksapTwner oncer.

** 3 Aa ce obujar Mepetba B0 0B0j oricer, Gelue U3BPLLIEHA MOCTANKa Ha MHBEP3Wja Ha NOATPYNA YUECHLM A0AKa Ce BpLLIEA Mepetba Ha VO,

IcTpaxyBauuTe 3aKny4Mja AeKa HeMa KIMHINIKW 3HaajHyt PasiuKit Bo Meperbata Ha V0N nomefy ToHoMeTpHTe  feka
TonoCare e B0 COMMACHOCT €O CTAHAGPAOT KAKO LUITO € NPUKAXAHO.




TonoCare de la KEELER

CUPRINS
1. INDICATII DE UTILIZARE 67
11 UTILIZARE PRECONIZATA / PRINCIPIU DE FUNCTIONARE........cconmnnnnncrnnsssssssssisinnns 67
2. SIGURANTA 67
21 FOTOTOXICITATE 67
2.2 ATENTIONARI SI PRECAUTII 67
2.3 CONTRAINDICATIE 70
3. INSTRUCTIUNI DE CURATARE 70
3] CURATATI LENTILA TUBULUI DE SUFLARE SAPTAMANAL: .coorrmvrrmsessrsssssssnees 70
3.2 CURATATI UNITATEA PORTABILA ZILNIC SITNTRE PACIENT oo 71
4. INSTALARE 71
41 SCULE NECESARE 71
4.2 CONTINUTUL AMBALAJULUI 7
4.3 INSTALAREA PE BLAT 72
4.4 INSTALAREA PE PERETE 72
5. UTILIZAREA TONOCARE 73
5.1 COMENZI S| INDICATOARE 73
5.2 HARTA MENIULUI 75
6. PROCEDURA DE MASURARE 76
6.1 VERIFICARI DE RUTINA SI TESTE FUNCTIONALE 76
6.2 PREGATIREA DISPOZITIVULUI 77
6.3 PREGATIREA PACIENTULUI 77
6.4 REALIZAREA CITIRII 77
6.5 CORECTIECCT 79
7.  IMPRIMARE 81
8. INLOCUIREA HARTIEI DE IMPRIMANTA 81

8.1 INCARCAREA TONOCARE
9. INTRETINERE
9.1 CODURI DE EROARE
10. GARANTIE
1. SPECIFICATII S| CARACTERISTICI ELECTRICE NOMINALE ...
1.1 EMISI ELECTROMAGNETICE
1.2 IMUNITATE ELECTROMAGNETICA
1.3 DISTANTE DE SIGURANTA RECOMANDATE
12. SPECIFICATII TEHNICE
13.  ACCESORII S PIESE DE SCHIMB

14. INFORMATII PRIVIND AMBALAREA $I ELIMINAREA

63



TonoCare de la KEELER

15. ANEXA

15.1 REPETABILITATE $| REPRODUCTIBILITATE

15.2 DATE REFERITOARE LA PERFORMANTA CLINICA

90

90
90

64



TonoCare de la KEELER

Consultati instructiunile de
utilizare

Indicator general de avertizare

Data fabricatiei
Numele si adresa producatorului

Tara de fabricatie

Avertizare: Radiatie neionizantd
Avertizare: Electricitate

Avertizare: Radiatie opticd

IMERR R

Reciclarea deseurilor de
echipamente electrice si
electronice (DEEE)

Sus

Componentd aplicatd tip BF

B BB

Avertizare: Pericol de impiedicare

A se mentine uscat

Fragil

0120

Limita de temperaturd

Reprezentat autorizat in
Comunitatea Europeand

Evaluarea conformitatii in Regatul
Unit, cu numarul organismului
notificat pentru SGS UK

e}
m

HCR !

1639

A nu se utiliza daca ambalajul este
deteriorat

Reprezentat autorizat in Elvetia

Conformité Européene, cu numarul
organismului notificat pentru SGS
Belgium NV

Numar de catalog

Numar de serie

Dispozitiv medical

®[® (O]

Echipament clasa Il

Interval de presiune atmosferica

Interval de umiditate

Traducere

Keeler TonoCare este proiectat si construit in conformitate cu Directiva 93/42/CEE, Regulamentul (UE) 2017/745 si standardul
150 13485 Dispozitive medicale. Sisteme de management al calitdtii

Clasificare:

CE / UKCA: Clasa lla

FDA: Clasa ll
Este interzisa reproducerea, integrald sau partiala, a informatiilor continute in acest manual fara permisiunea scrisa prealabila
a producatorului. Ca parte a politicii noastre de dezvoltare continua a produsului, noi, producatorul, ne rezervam dreptul de a
opera modificari ale specificatiilor si ale altor informatii continute in prezentul document fara notificare prealabila.
Aceste instructiuni de utilizare sunt disponibile si pe site-urile Keeler UK si Keeler USA.
Copyright © Keeler Limited 2023. Publicat in Regatul Unit, 2023.
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Simboluri utilizate pe comenzi si pe afisaj
Aceste simboluri se utilizeaza pe dispozitiv si pe afisaj in timpul functionarii

Comenzi dispozitiv

Simboluri dispozitiv

Descriere

Sunete
SUNET Citiri eronate sau
GRAV. | nevalide
SUNET Set de masuratori
INALT

valide obtinute

& B

Luminozitate

Autotest

OPRIRE/DECLANSARE

(Daca se seteaza pe
,DECLANSARE", optiunea de
pahimetrie apare doar daca
valoarea PIO masuratd este mai
mare de 15)

Buton Pornit/ lluminare Aprinde/stinge LED-urile de
Standby m iluminare

Buton Meniu Sunet Activeaza/dezactiveaza alertele
Buton Revenire Ord Seteaza ora sistemului

Buton de declansare Datd Seteaza data sistemului
manuald @

Buton OD/0OS m Format PIO | Selectati formatul PIO (XX/XX.X)
Buton Imprimare H Pahimetrie | Optiuni pahimetrie PORNIRE/

Setati luminozitatea pentru
afisaje (valoare cuprinsa intre
15i15)

Initiati o autotestare a sistemului
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1. INDICATII DE UTILIZARE

Aceste dispozitive sunt destinate a fi utilizate doar de profesionisti din domeniul sanatatii instruiti in
mod corespunzétor si autorizati.

A Tonometrul fara contact TonoCare trebuie utilizat doar de personal instruit.
Legislatia federala a SUA restrictioneaza vanzarea acestui dispozitiv doar de
catre sau la recomandarea unui medic.

11 UTILIZARE PRECONIZATA/ PRINCIPIU DE FUNCTIONARE
Tonometrul Keeler TonoCare este un tonometru manual, fara contact, care functioneaza cu baterie,

destinat utilizarii pentru masurarea presiunii intraoculare (PIO) a ochiului uman cu un astigmatism
cornean mai mic de 3D.

Keeler TonoCare nu trebuie utilizat la pacientii cu astigmatism cornean mare (>3D).

Tonometrul Keeler TonoCare utilizeaza principiul tonometriei cu impuls de aer — aceasta este o varianta
a tonometriei generale prin aplanatie, dar care nu necesita contactul direct cu suprafata ochiului.

Tonometria prin aplanatie este o tehnologie care masoara cu precizie PIO prin masurarea fortei
necesare pentru aplatizarea unei zone definite a corneei prin stimuli mecanici, prin aplicarea directa a
legii Imbert-Fick.

Tehnica cu impuls de aer necesita directionarea unui jet de aer cu presiune si volum limitate spre
partea centrald a corneei si detectarea aplatizarii predefinite a comneei prin masurarea electricd a unui
fascicul luminos reflectat de suprafata corneana.

2. SIGURANTA
21 FOTOTOXICITATE

ATENTIE: Lumina emisa de acest instrument este potential periculoasa. Cu cat
durata de expunere este mai mare, cu atat riscul de leziuni oculare creste.

Desi nu au fost identificate pericole acute ale radiatiilor optice pentru
tonometrele Keeler, recomandam mentinerea intensitatii luminii care ajunge
pe retina pacientului la valoarea minima posibila pentru diagnosticul respectiv.
Copiii, persoanele cu afachie si persoanele care sufera de afectiuni oculare sunt
cele mai vulnerabile. Se poate produce o crestere a riscului daca retina este
expusa la acelasi dispozitiv sau la un dispozitiv similar cu o sursa de lumina
vizibild in decurs de 24 de ore. Acest lucru se aplica, in special, daca retina a
fost fotografiata anterior cu un bec de blit.

La cerere, Keeler Ltd pune la dispozitia utilizatorului un grafic care prezinta
puterea spectrala relativa a instrumentului.

2.2 ATENTIONARI S| PRECAUTII

Retineti ca functionarea adecvata si in conditii de siguranta a instrumentelor noastre este garantata
doar daca atat instrumentele, cét si accesoriile provin exclusiv de la Keeler Ltd. Utilizarea altor
accesorii poate avea ca rezultat cresterea emisiilor electromagnetice sau o imunitate electromagnetica
scazuta a dispozitivului si poate duce la functionarea necorespunzatoare.
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Respectati urmdtoarele precautii pentru a asigura operarea in sigurantd a instrumentelor.

A ATENTIONARI

e Nu utilizati niciodata instrumentul daca este vizibil deteriorat si verificati-l periodic pentru
depistarea semnelor de deteriorare sau de utilizare gresita.

« Tnainte de utilizare, verificati produsul Keeler pentru depistarea semnelor de deteriorare la
transport/depozitare.

o Legislatia federald a SUA restrictioneazd vanzarea acestui dispozitiv doar de cétre sau la
recomandarea unui medic.

e Dispozitivul este destinat utilizarii in diferite medii clinice, cum ar fi spitale, clinic oftalmologice si
cabinete de optometrie.

e Utilizati numai sursa de alimentare EP29-32777 aprobata de Keeler, in caz contrar fiind posibil ca
instrumentul sa se defecteze.

o In cazul in care transportati TonoCare la temperaturi mai mici de 10 °C, asigurati-va ci
dispozitivul a fost Iasat cel putin trei ore la temperatura camerei inainte de a fi folosit.

e Detindtorul instrumentului este responsabil pentru instruirea personalului cu privire la utilizarea
corectd a acestuia.

e Nu utilizati niciodata instrumentul daca temperatura ambianta, presiunea atmosferica si/sau
umiditatea relativa depasesc limitele precizate in acest manual.

e Anu se utiliza in prezenta gazelor/lichidelor inflamabile sau intr-un mediu bogat in oxigen.

e Acest dispozitiv este destinat a fi utilizat doar de profesionisti din domeniul sanatatii instruiti in
mod corespunzator si autorizati.

e Acest produs nu trebuie imersat intr-un lichid.

¢ Nu montati nimic altceva pe statia de andocare in afard de unitatea mobild si suportul pentru
frunte.

e TonoCare nu este destinat utilizarii cu tehnologia fara fir. Nu conectati un adaptor fara fir la
portul USB al statiei de andocare.

e Stecdrul de retea este modul de izolare a dispozitivului de alimentarea de la retea. Asigurati-va
ntotdeauna cd Intrerupétorul de alimentare si stecrul de retea sunt accesibile.

e Nu pozitionati echipamentul astfel incat sd fie dificil s& scoateti din priza stecarul de racordare la
reteaua electrica.

o Nu conectati adaptorul de alimentare de la retea la o priza de retea deteriorata.
o Utilizarea dispozitivului in afara specificatiilor sau in caz defectiune poate duce la

f electrocutare, supraincalzire si/sau arsuri.

e Plasati cablurile de alimentare in siguranta pentru a elimina riscul de impiedicare sau de
deteriorare de catre utilizator.
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A ATENTIE

Utilizati doar componente si accesorii originale aprobate de Keeler, in caz contrar siguranta si
performantele dispozitivului pot fi compromise.

Anu se lasa la indemana copiilor.

Se stie ca precizia masuratorilor PIO este afectata de variatiile si de modificarile rigiditatii
corneene determinata de diferentele de grosime ale corneei, factorilor structurali intrinseci sau
chirurgiei refractive. Se recomanda sé se ting cont de acesti factori in timpul mésurarilor PIO.

Pentru a impiedica formarea condensului, Iasati instrumentul s& ajunga la temperatura camerei
Tnainte de utilizare.

Aplicati etichete pe orificiile de montare pentru a le acoperi, in cazul in care nu montati TonoCare pe
perete.

Realizati montarea pe perete doar in conformitate cu instructiunile Keeler.

TonoCare nu poate fi utilizat in apropierea surselor cunoscute ca fiind generatoare de perturbari
electromagnetice (imagistica prin rezonanta magnetica, tomografie computerizatd, identificarea
prin radiofrecventd, detectoare de metale, supravegherea electronica a obiectelor si alte sisteme
de securitate electromagnetice).

Mentineti fereastra frontald si zona duzei protejate de cantitatile mari de praf sau de particule fine.
Acest produs trebuie utilizat intr-o incapere cu iluminare scdzuté/redusa.

Dispozitivul va trebui incdrcat minimum 12 ore inainte de prima utilizare.

Dispozitivul va necesita mai multe cicluri de incércare de 12 ore Tnainte ca bateria sé functioneze
optim.

Tnainte de a utiliza TonoCare, apasati butonul de declansare manuala pentru a dispersa

particulele minuscule de praf sau umezeald care este posibil sa se fi depus cét timp instrumentul
nu a fost utilizat.

Tnainte de a-| utiliza la pacient, verificati functionarea dispozitivului in conformitate cu
instructiunile din sectiunea 6.

Pacientul nu trebuie sd se afle in apropierea statiei de andocare.

Nu atingeti simultan contactele electrice ale statiei de andocare si pacientul.

Suportul pentru frunte este facut din aluminiu si este singura componentd care poate fi atinsa de
pacient. Carcasa instrumentului este realizatd din PC-ABS. Nu atingeti aceste componente dacé
aveti o alergie cunoscuta la oricare dintre materiale.

Nu utilizati suportul pentru frunte din statia de andocare pentru niciun alt instrument, in caz
contrar este posibil ca performanta produsului sé fie compromisa.

Trebuie evitat contactul ferestrei frontale/zonei duzei TonoCare cu ochiul pacientului. In cazul in
care se produce contactul accidental, curatati fereastra si zona inconjuratoare in conformitate cu
instructiunile de curatare din sectiunea 3.1.

Verificati intotdeauna ca rezultatele imprimate s& corespunda indicatiilor de pe unitatea portabila.
Exclusiv pentru utilizare in spatii interioare (a se proteja impotriva umezelii).

Tn interior nu existd componente care pot fi reparate de utilizator. Pentru informatii suplimentare,
contactati reprezentantul de service autorizat.
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e Respectati instructiunile privind curatarea/intretinerea curentd pentru a evita vatamarea
corporald/deteriorarea echipamentului.

e Neefectuarea intretinerii curente recomandate conform instructiunilor din aceste instructiuni de
utilizare poate reduce durata de viata operationala a produsului.

e Tn cazul in care dispozitivul nu este utilizat in mod regulat, acesta trebuie reincércat cel putin 12
ore in fiecare lund pentru a se asigura durata de viatd optima a bateriei.

o La sfarsitul duratei de viata utila a produsului eliminati-I in conformitate cu orientérile locale
privind mediul (DEEE).
intretinere

e Pentru a mentine performantele dispozitivului si pentru a i se asigura siguranta si eficacitatea,
acesta trebuie intretinut in conformitate cu instructiunile din sectiunea 9.

e Decontaminati/curatati doar in conformitate cu instructiunile prezentate in sectiunea 3.1.

T cazul in care dispozitivul nu este utilizat in mod regulat, acesta trebuie reincarcat cel putin 12
ore In fiecare lund pentru a se asigura durata de viatd optima a bateriei.

2.3 CONTRAINDICATIE

Nu existd restrictii privind populatiile de pacienti; acest dispozitiv poate fi utilizat impreund cu alte

dispozitive cu exceptia celor evidentiate in contraindicatia mentionata mai jos.

Se stie ca precizia masuratorilor PIO este afectaté de variatiile si de modificarile rigiditatii corneene

determinata de diferentele de grosime ale comeei, factorilor structurali intrinseci sau chirurgiei

refractive. Se recomanda sé se tina cont de acesti factori in timpul masurarilor PIO. Keeler TonoCare nu

trebuie utilizat la pacientii cu astigmatism cornean mare (>3D).

3. INSTRUCTIUNI DE CURATARE

ATENTIE: Pentru acest tonometru trebuie utilizata doar curatarea manuala, fara
imersare, conform descrierii. Nu autoclavati si nu imersati in lichide de curatare.
Deconectati intotdeauna blocul de alimentare de la sursa inainte de curatare.

3.1 CURATATI LENTILA TUBULUI DE SUFLARE SAPTAMANAL:

1. Umeziti un betisor cu vata cu solutie de apa deionizatd/detergent (concentratie de detergent
de 2% din volum).

Deplasati varful betisorului cu vatd in jurul lentilei folosind o miscare circulara.
3. Dupa efectuarea unui cerc, betisorul trebuie aruncat pentru a evita lasarea de urme pe lentild.
4. Priviti lentila tubului de suflare dinspre partea pacientului, dacé mai sunt vizibile urme de film
lacrimal, repetati pasii de mai sus pand cand acestea sunt curatate.

Nota: Trebuie avut grija s nu se deterioreze ansamblul tubului de suflare in timpul curatarii.

ATENTIE: Trebuie avut grija sa nu se deterioreze ansamblul tubului de suflare
in timpul curatarii. Nu utilizati niciodata un betisor cu vata sau un servetel
uscat pentru a curata lentila tubului de suflare. Nu utilizati niciodata o laveta
impregnata cu silicon pentru a curata lentila tubului de suflare.
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3.2 CURATATI UNITATEA PORTABILA ZILNIC SIINTRE PACIENTI

1. Stergeti suprafata exterioara cu o lavetd absorbanta curata, care nu lasa scame, fnmuiata in
solutie de apa deionizata/detergent (concentratie de detergent de 2% din volum) sau solutie
de apd/alcool izopropilic (IPA cu concentratie de 70% din volum). Evitati utilizarea solutiei de
apa deionizatd/alcool izopropilic pe suprafetele optice, cum ar fi fereastra frontald. Acestea
trebuie curatate numai cu o solutie de apa deionizata/detergent.

2. Asigurati-vé ca excesul de solutie nu patrunde in instrument. Aveti grija si asigurati-va ca laveta
nu este saturatd cu solutie.

3. Suprafetele trebuie uscate cu atentie, manual, folosind o lavetd curata care nu lasd scame.
4. Eliminati in conditii de sigurantd materialele de curatare utilizate.

4. INSTALARE
Prezenta sectiune vd va informa cum sa despachetati si sa pregatiti TonoCare pentru utilizare.

ﬁ ATENTIE: Cand deschideti ambalajul, verificati pentru a depista eventualele
deteriorari exterioare sau defecte, in special deteriorari ale carcasei. in cazul in
care suspectati ca ceva nu este in regula cu tonometrul, contactati producatorul
sau distribuitorul.

Tnlocuiti obturatorul cu adaptorul corespunzator pentru priza de alimentare de la retea, daca este
necesar, sau utilizati conectorul IEC 60320 TYPE 7 (nu este furnizat).

4.1 SCULE NECESARE
e Cutter

Pentru montarea pe perete:

e Creion

e Niveld cu bula

e Bormasina electrica

e Surubelnitd PH1

4.2 CONTINUTUL AMBALAJULUI

TonoCare v-a fost furnizat cu:

¢ O unitate portabila cu o baterie preinstalatd pentru masurarea independentd a PIO.
e O statie de andocare pentru functii de imprimare, exportul datelor si incércare.

¢ 0 placa metalica pentru montarea pe perete cu 4 suruburi si 4 dibluri pentru montarea pe
perete a statiei de andocare.

e O sursa de alimentare pentru incarcarea directd a unitatii portabile (in timpul transportului)
sau prin intermediul statiei de andocare.

* 0Orola de hartie termica pentru a fi utilizatd cu imprimanta de pe statia de andocare.
e Undispozitiv USB care contine instructiunile de utilizare.
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e Un suport pentru frunte extensibil.

e Un cablu USB pentru conectarea statiei de andocare la un computer (nu este furnizat) pentru
exportul de date.

e 0 viziera pentru tonometru care sd ofere un strat de protectie intre pacient si utilizator.

4.3 INSTALAREA PE BLAT
1. Pozitionati ambalajul produsului astfel incét sdgeata sa fie orientatd in sus

2. Utilizati un cutter pentru a tdia banda adezivd care inchide cutia in partea de sus si scoateti
placa de polistiren care acopera continutul ambalajului.

Fiti atent pentru a evita ranirea din cauza marginilor ascutite cand manipulati
cutterul si marginile cutiei de carton desfacute.

3. Ridicati statia de andocare din ambalaj si puneti-o intr-o zona curatd destinatd fncarcarii
TonoCare cand nu este utilizat.

Unitatea portabila TonoCare nu trebuie utilizata in apropierea statiei de
andocare.

4. Introduceti rola de hértie termicé furnizata, in conformitate cu instructiunile din sectiunea 8.

5. Scoateti unitatea portabild din ambalaj si introduceti manerul in adancitura de la partea de
jos a statiei de andocare si glisati fereastra de masurare in partea de sus a statiei de andocare.
Inainte de utilizare, indepartati folia protectoare care acopera afisajul, fereastra frontala si
fereastra IR ale TonoCare.

6. Scoateti suportul pentru frunte din ambalaj si fixati-I cu magnetii sdi la partea de sus a statiei
de andocare, in zona special prevazuta.

7. Scoateti sursa de alimentare din ambalaj, conectati-o in spatele statiei de andocare si, dupa
montarea adaptorului corespunzator pentru tara dumneavoastra, conectati-o la priza de retea.

Plasati cablurile de alimentare in siguranta pentru a elimina riscul de
impiedicare pentru utilizator sau de deteriorare a dispozitivului.

8. Indicatorul LED al unitatii portabile trebuie acum s se aprindd pentru a indica faptul cé bateria
TonoCare se fncarca.

9. Utilizati cablul USB furnizat pentru a conecta statia de andocare la un computer (nu este
furnizat) pentru exportul de date. Computerul trebuie sa fie conform standardului EN 60601-1
(vezi sectiunea 12)

4.4 INSTALAREA PE PERETE
1. Alegeti cu atentie amplasamentul intentionat pentru statia de andocare TonoCare tindnd
cont in special de traseul cablului de alimentare si de pozitia de examinare a pacientului.
Asigurati-va ca stecarul de retea este accesibil in orice moment, intrucat acesta este mijlocul
principal de deconectare de la reteaua electrica.
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Unitatea portabila TonoCare nu trebuie utilizata in apropierea statiei de
andocare. Statia de andocare nu trebuie fixata peste instalatiile electrice sub
tensiune intrucat procesul de gaurire poate intrerupe alimentarea electrica si
poate cauza vatdmari. iniltimea recomandats este de 1,2 m (4 ft.).

2. Utilizati placa de metal ca model pentru marcarea pozitiei suruburilor de fixare cu un creion,
tinand nivela cu buld la baza placii pentru a asigura alinierea pe orizontala.

3. Faceti gaurile de dimensiunile corespunzatoare urmarind marcajele facute la pasul anterior.

Fiti foarte atent cand utilizati masina de gaurit si respectati instructiunile
furnizate impreuna cu instrumentul.

4. Introduceti diblurile in gdurile facute la pasul anterior si fixati placa de metal pe perete cu
suruburile furnizate folosind o surubelnita PH1.

5. Pozitionati statia de andocare pe placa de montare pe perete astfel incét cele 2 stifturi de
retentie de pe placa de metal s gliseze in gaurile de pe spatele carcasei si ca placa sa sustina
unitatea de dedesubt.

6. Acum puteti conecta cablul de alimentare la statia de andocare si apoi la reteaua electricd.
Statia de andocare va clipi de doua ori cand este alimentatd. Dupa ce este alimentatd, puneti
unitatea portabila

5. UTILIZAREA TONOCARE

Aceasta sectiune oferd instructiuni utilizatorului privind modul de interpretare a comenzilor si
indicatoarelor TonoCare si a modului de efectuare a mésurarii PIO pe un pacient cu ajutorul
dispozitivului.

inainte de a utiliza instrumentul pe un pacient, familiarizati-v cu instructiunile
de masurare a PIO cu ajutorul TonoCare.

5.1 COMENZI S| INDICATOARE o
Unitate portabila

Vedere de sus e
Montarea suportului pentru frunte .—o

Buton de declansare manuald

Buton OD/OS o—
Indicator LED e e

Afisaj digital

Pornire/Oprire

Buton Imprimare o/ \e
Buton Meniu

Buton Revenire e
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Nota: Indicatorul LED de pe TonoCare clipeste cand se incarcd si ramane aprins continuu cand

ncarcarea s-a finalizat

Vedere izometrica dinspre utilizator si din partea stanga

Suport pentru frunte @_.
m Ocular

Vedere de sub tonometru
@ Contacte de incarcare
@ Intrare alimentare

@

Vedere dinspre pacient

@ Tub de suflare si fereastra ®/
@ Indicator LED
@ Emitator infrarosu

Statie de andocare
Vedere din spate
Contacte de incarcare
Receptor infrarosu
Usa imprimanta

Gauri pentru
montarea pe
perete

6660

~e

/P
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Vedere de dedesubt @
@ Intrare alimentare

@ Interfatd USB — permite conectarea tonometrului la un
PC in scopul incarcarii datelor brute.

d—

Vedere care arata
pozitia unitatii
portabile impreuna cu
statia de andocare

5.2 HARTA MENIULUI

Apasati butonul Meniu pentru a deschide meniul software. Dupa deschiderea meniului software,
folositi butonul Meniu pentru a va modifica selectia, butonul Imprimare pentru a confirma si butonul
Revenire pentru a trece la meniul anterior. Pentru orientare, urmariti harta meniului din figura de la
pagina 14.

La pornire este afisata revizia
Confirmare (buton Imprimare) software

Modificare selectie (buton Meniu)

Revenire la meniul anterior
(buton Revenire)
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lluminare Sonerie Ord Datd Rezolutie ccT Luminozitate Autotest
Pornire/ Pornire/ HH XX Pornire/ Pornire/Oprire Pornire/
Oprire Oprire LL XXX Oprire/ Oprire
i} Declansare

6. PROCEDURA DE MASURARE

6.1 VERIFICARI DE RUTINA $I TESTE FUNCTIONALE
1. Tnainte de utilizarea zilnica, verificati vizual unitatea portabila i statia de andocare pentru
eventuale semne evidente de deteriorare. In cazul in care suspectati ca tonometrul a fost expus
la socuri sau la patrunderea umiditatii, nu il utilizati. Contactati Keeler sau centrul de service
local pentru recomandari.
2. Keeler recomanda efectuarea saptamanald a unui autotest pe unitatea portabild pentru a-i

verifica functionarea. Acesta verifica functionarea sistemului de generare a pufului de aer si a
senzorului de presiune. Pentru a accesa functia de autotestare, urmati pasii urmatori:

a) Pomiti tonometrul asigurandu-vd ca este conectat la reteaua electrica.

b)  Puneti tonometrul pe o parte pe o suprafaté plata, cum ar fi un birou. Nu tineti tonometrul
n mana.
Apasati si mentineti apasat butonul Meniu si derulati pand cand pe afisaj apare pictograma

Utilizand butonul Imprimare sau Revenire, setati aceasta pictograma pe PORNIT.

Apasati si mentineti apasat butonul Meniu incé o datd pentru a iesi din meniu
(aproximativ 2 secunde).

Tonometrul va elibera de cateva ori pufuri de aer si va afisa o serie de numere pe mésura
ce testul progreseaza.

Odata finalizat testul, tonometrul va indica pe afisaj ca acesta a reusit sau ca a esuat.

pacientului poate intarzia masuratoarea si poate afecta negativ precizia
acesteia.

0 singura masuratoare poate induce in eroare intrucat PIO va varia in functie
de puls, respiratie si fluctuatiile diurne. Si alti factori pot influenta PIO, cum ar fi
clipirea, strangerea ochilor, aportul de lichide, activitatea fizica, pozitia corpului
etc. Pot fi necesare pana la 4 citiri pentru a reduce impactul acestor variatii

la o PIO constanta. Keeler recomanda utilizarea in medie a patru citiri si nu o
singura citire.

9
d)
e)
f)
)]
Q Nu uitati sa pregatiti pacientul inainte de a initia masuratoarea. Anxietatea
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Software-ul TonoCare va recunoaste citirile si va emite o notificare sonora cand doud citiri consecutive
sunt la 1 mmHg una fata de cealaltd, indicand cd este posibil sa nu mai fie necesare masurari
suplimentare.

6.2 PREGATIREA DISPOZITIVULUI
1. Tnainte de a ridica unitatea portabil de pe statia de andocare, verificati ca indicatorul LED s&
fie aprins constant pentru a va asigura cd bateria este la capacitate maxima. O baterie complet
incrcatd va tine pana la 2 zile de utilizare intensiva. Performanta se va deteriora in timp.

2. Luati unitatea portabild de pe statia de andocare si apasati butonul de alimentare. Unitatea
portabilé va intra in modul standby daca nu este utilizata mai mult de 90 de secunde.

6.3 PREGATIREA PACIENTULUI

Tnainte de a utiliza tonometrul TonoCare trebuie s& va asigurati ci pacientul este destins si ca se afld
intr-o pozitie optima pentru citire, de preferat cu capul sprijinit. Acest lucru este necesar pentru cd
teama si nervozitatea pot afecta negativ citirile obtinute. Urmati punctele evidentiate mai jos pentru
a obtine acest lucru:

1. Asigurati-va ca pacientul std confortabil si intr-o pozitie relaxata.

2. Solicitati pacientului sa isi scoata lentilele de contact sau ochelarii, in cazul in care poarta, si
s respire normal. Ochii pacientului trebuie sa fie complet deschisi si sé clipeasca normal pe
intreaga duratd a procedurii de mésurare.

3. Pentru a linisti pacientul, i puteti prezenta procedura de masurare utilizand butonul de
declansare manuald spre unul din degetele pacientului. Resetati tonometrul (apasand lung pe
0D/0S) dupa demonstratie.

Inainte de a face o citire, trebuie:
1. Sa solicitati pacientului sa clipeascé pentru a asigura ca filmul lacrimal este bun si
reflectorizant.
2. Sdvd asigurati ca pacientul si sistemul optic al tonometrului sunt pozitionate sub iluminarea
directd (adica a spoturilor sau a luminii soarelui).
3. Sava asigurati ca ochii pacientului sunt complet deschisi. Acest lucru ajutd la prevenirea
strangerii ochilor cand pacientul fsi contracta inconstient pleoapele si mareste PIO.

4. Pe toatd durata procesului de citire, trebuie sa i permiteti pacientului sa clipeasca periodic
pentru a mentine filmul lacrimal al corneei.

6.4 REALIZAREA CITIRII
Dupad ce TonoCare si pacientul au fost pregatiti, puteti incepe sd realizati o citire.
1. Tn cazul in care nu ati facut-o la pasul anterior, utilizati butonul de declansare/de demonstratie
pentru a dispersa particulele minuscule de praf sau umezeala care este posibil sa se fi depus
cat timp TonoCare nu a fost utilizat.

TonoCare este setat sa selecteze automat ochiul drept ca primul ochi care
urmeaza a fi masurat. Daca doriti sa selectati ochiul stang, apasati butonul OD/
0S. Asigurati-va ca inregistrati masuratoarea pentru ochiul vizat.
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2. Tineti unitatea portabild cu mana dominanta si pozitionati tonometrul astfel incét sa fie aliniat
cu ochiul pacientului la o distantd de aproximativ 30 cm sau 12 inchi.

3. Deplasati tonometrul ctre pacient pand cand suportul pentru frunte este pozitionat pe fruntea
pacientului. Pentru un plus de stabilitate, puteti alege sa va puneti degetele pe suportul pentru
frunte.

4. Solicitati pacientului sa se concentreze asupra tintei verzi din interiorul tonometrului.

Utilizand ochiul preferat, priviti prin ocular astfel incat sa puteti vedea ochiul pacientului.
Continuati sa deplasati tonometrul fnainte i timp ce aliniati inelul de pozitionare cu limbul
pacientului. Nu este necesar sa fie vizibil intregul iris intrucat acesta poate fi acoperit de
pleoapa. Centrati zona de masurare cu pupila ochiului pacientului si notati crucile LED
reflectate. Acestea trebuie, de asemenea, sa fie centrate in raport cu pupila.

6. Cand tonometrul se aflé la o distantd de aproximativ 15 mm (0,5 inchi) de ochiul pacientului, va
apdrea o cruce pentru a indica pozitia tonometrului in raport cu ochiul. Deplasati tonometrul astfel
incat marginile crucii sa se afle in interiorul colturilor parantezelor de masurare.

Crucea nu trebuie sa fie mai mare decat zona de masurare, intrucat acest lucru
ar indica faptul ca tonometrul este prea aproape de ochi.

7. Dupd ce crucea ajunge in pozitia de aliniere corectd, un impuls usor de aer va declansa citirea
PIO. Pentru a obtine rezultate precise, asigurati-va cd pleoapele si genele nu ating suporturile
de masurare.

Daca nu se inregistreaza nicio aplatizare in timpul pufului, se va auzi a un
semnal sonor grav (daca sunetele sunt activate in setarile meniului) si pe
ecranul intern se vor afisa doua stele (**).

8. Asigurati-va cd citirea PIO a fost inregistratd pe tonometru.

*Pozitia si dimensiunea corecta
a crucii in zona de masurare

9. Deplasati incet tonometrul fnapoi si ldsati ochiul pacientului
sd se odihneasca cateva secunde, mentinand pozitia de
aliniere.

10. Céand pacientul este pregdtit pentru o noua citire, apropiati tonometrul pana cand crucea de
aliniere apare din nou si este declansata o altd mdsurare.

11. Repetati pasii anteriori pentru citirile urmatoare pana cand media masuratorilor individuale
devine acceptabild.

12. Cand doua masurdtori consecutive se situeaza la mai putin de 1 mmHg, se va auzi un semnal
sonor inalt care va indica faptul ca este posibil s se fi efectuat un numar suficient de citiri
(daca soneria este activatd in optiunile meniului utilizator). In cazul in care citirile succesive nu
sunt la mai putin de 1T mmHg una de cealaltd, Keeler recomandd efectuarea a pand la patru
citiri si utilizarea mediei.

13. Apésati butonul OD/OS pentru a comuta de la ochiul stdng la ochiul drept sau invers.

14. Apésati si mentineti apasat butonul OD/OS pentru a sterge toate masuratorile.
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15. Apdsarea butonului Imprimare va genera un imprimat pe hartie de la imprimanta instalatd pe

statia de andocare. Fereastra infrarosu de pe statia de andocare si de pe unitatea portabila
nu trebuie sd fie obturate si trebuie sa fie aliniate la mai putin de 1 m (3 ft.). LED-ul statiei de
andocare va clipi in timpul transmiterii datelor prin IR si apoi se va stinge in timpul imprimarii.

16. Tn cazul in care statia de andocare este conectatd la un computer, apdsarea butonului

Imprimare va exporta datele brute pe computer cat timp portul serial este activat conform
descrierii de mai jos.

6.5 CORECTIE CCT

1.

3.

Apasati si mentineti apasat butonul Meniu pentru a deschide meniul software. Urmariti harta
meniului din sectiunea 5.2 de la pagina 14 pentru a vd asigura cd functia corectie CCT este
activata.

Urmati instructiunile din sectiunea 6.4 la pagina 77 pentru a regasi o masuratoare PIO.

Dupé obtinerea unei citiri medii adecvate, urmati fluxul de lucru CCT prezentat mai jos. Grupul

CCT selectat pentru pacient trebuie sa corespunda celui masurat separat de pahimetru. Utilizati
butonul Meniu pentru a va confirma selectia.

Ecranul CCT va prezenta grupul CCT si corectia aplicaté sub ochiul relevant.
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Flux de lucru CCT TonoCare

Obtinerea de citiri
pentru unul sau
pentru ambii ochi

4 Buton
0D/0s

Buton Meniu Buton Meniu
Apésare scurtd Apisare scurtd
Dialog CCT Dialog CCT
(lista de selectie) (lista de selectie)

Buton Revenire

Afisare ecran
CCT:

OD|

Butonul OD/OS comuta:
1.0D
2.0D+CCT
3.08
4. 0S+CCT

ﬁ Se stie ca precizia masurdatorilor P10 este afectata de variatiile si de modificarile
rigiditatii corneene determinata de diferentele de grosime ale corneei,

factorilor structurali intrinseci sau chirurgiei refractive. Se recomanda sa se tina
cont de acesti factori in timpul masurarilor PIO. Proprietatile biomecanice ale
unei cornee individuale pot varia, determinand modificari ale rigiditatii relative
a corneei si afectand masuratoarea. Alti factori care trebuie avuti in vedere
includ edemul cornean si alte anomalii corneene care pot afecta rigiditatea
(de exemplu, keratoconus, transplantul cornean, reticularea) pe langa factorii
structurali si chirurgia refractiva a corneei.
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7. IMPRIMARE

Rezultatele pot fi imprimate prin apasarea butonului Imprimare de pe unitatea portabild.
Acestea vor include automat data si ora (dacd sunt setate).

Este prevdzut un spatiu pentru inregistrarea manuald a numelui pacientului.

Ultimele patru citiri individuale sunt imprimate ca numere ntregi ,XX".

PIO medie se calculeaza si se imprima cu o zecimald , XX.X".

Export corespund citirilor de pe unitatea portabila.

Imprimanta de pe statia de andocare este prevazuta cu o lama dintata care
ajuta la taierea hartiei. Aveti grija sa evitati contactul cu aceasta lama cand
fnlocuiti rolele de hartie din imprimanta sau cand rupeti imprimatele din

Q Verificati intotdeauna ca datele de pe imprimat si datele din aplicatia TonoCare

dispozitiv.
Statia de andocare TonoCare poate fi conectatd si la TonoCare
Export prin intermediul portului USB de pe un PC. Datele YEELER
masuratorilor pot fi transferate de pe unitatea portabil in aplicatie
prin intermediul statiei de andocare. Name :

T L . . Date: DD/MM/YY
Pentru detalii privind instalarea aplicatiei pe PC, consultati Ghidul Time: HH:MM
de instalare al aplicatiei TonoCare Export — EP59-47228. Ghidul
de referint rapida al aplicatiei TonoCare Export — EP59-47333 — Eve: LR
descrie toate functiile aplicatiei si modul de utilizare a acesteia. pata: Pl 8
Apasarea butonului Imprimare va trimite rezultatele atat cétre g g
imprimanta, cat si catre portul USB. ] @

Avg_I0P: .0 0.8

8. INLOCUIREA HARTIEI DE IMPRIMANTA

1. Accesul la hartia imprimantei se face prin capacul Exemplu de imprimat

imprimantei; trageti de protuberanta din partea superioard a capacului si trageti incet spre
dumneavoastrd pentru a deschide carcasa imprimantei.

2. Scoateti rola de hértie goala.
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3. Puneti noua rold de hartie in suportul pentru hartie, asigurandu-va ca extremitatea liberd de la
partea superioara a rolei este dezlipita si orientatd asa cum se arata.

4. Trageti cativa centimetri de hértie in afara carcasei. In timp ce tineti de capatul hartiei, inchideti
capacul usor apasand pe protuberanta din partea superioara spre statia de andocare pana
cand capacul se inchide complet cu un clic.

ﬁ Imprimanta de pe statia de andocare este prevazuta cu o lama dintata care
ajuta la taierea hartiei. Aveti grija sa evitati contactul cu aceasta lama cand
nlocuiti rolele de hartie din imprimanta sau cand rupeti imprimatele din
dispozitiv.

8.1 INCARCAREA TONOCARE
Cand nu este utilizat, Keeler recomanda pastrarea TonoCare pe statia de andocare astfel incat acesta
s fie mentinut complet incarcat si pregatit pentru utilizare.

LED-ul de pe TonoCare clipeste in timpul incarcarii.

Dupi finalizarea incarcarii, LED-ul va fi aprins continuu.

LED-ul de pe statia de andocare nu fsi modificd starea cand unitatea portabila TonoCare este pusd pe
statia de andocare.

9. INTRETINERE

Keeler recomanda ca utilizatorul sa realizeze frecvent intretinerea de rutina

& si ca intretinerea anuald a TonoCare sa fie realizata de tehnicienii de service
Keeler, pentru a se asigura masuratori sigure si precise. in cazul in care
dispozitivul este in afara tolerantelor de calibrare, este important sa trimiteti
dispozitivul inapoi la Keeler Ltd. sau la distribuitorul local pentru reparare si
recalibrare.

In interior nu existd componente care pot fi inlocuite de utilizator, inclusiv bateria. Bateria trebuie
inlocuitd doar de personalul de service instruit cu respectarea instructiunilor din manualul de service.

Tn cazul in care constati o reducere semnificativd a performantelor bateriei, contactati Keeler sau
distribuitorul autorizat pentru inlocuirea acesteia.

Tn cazul in care TonoCare este scapat pe jos accidental, acelasi centru de service sau distribuitor poate
verifica daca dispozitivul mai este calibrat.

Unitatea executd o verificare automata a functiondrii cand este pornita si va indica dacé au fost gasite
erori. O autotestare suplimentara poate fi activata din meniu (consultati sectiunea 6.1).

Inspectati intotdeauna produsul inainte de utilizare, pentru a verifica pornirea normald.

Nu fncercati sa demontatj, sd remontati sau sa reparati produsul. Aceste operatii trebuie efectuate
doar de personalul instruit si calificat de Keeler, cu respectarea instructiunilor din manualul de service.
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Nu pastrati produsul intr-un mediu cu praf intrucat praful poate patrunde in sistemul de suflare a
aerului si poate fi proiectat in ochiul pacientului in timpul utilizarii.

Tn cazul in care TonoCare nu va fi utilizat o perioadd indelungata de timp, apasati butonul de pornire/
oprire pentru a-I comuta pe , Off" (Oprit) si deconectati alimentarea. Utilizati o husa de praf pentru a
proteja tonometrul.

Nu incercati sa efectuati reparatii neautorizate, intrucat acest lucru poate
fi periculos pentru produs si pentru pacient. Nu permiteti montarea de
componente neautorizate pe produs.

La cerere, Keeler va oferi diagramele circuitelor, lista cu piese de schimb, descrierile
si instructiunile de calibrare necesare sa ajute personalul de service sa repare
dispozitivul.

Eticheta MOD RECORD de pe spatele dispozitivului serveste la indicarea starii
dispozitivului in raport cu modificérile semnificative.

9.1 CODURI DE EROARE
Daca pe ecran se observa un cod de eroare cuprins intre 00 si 34, reporniti tonometrul si verificati-i

functionarea. Dacd eroarea nu dispare de pe tonometru, returnati-l celui mai apropiat centru de
service autorizat Keeler.

10. GARANTIE

Produsul dumneavoastra Keeler este garantat pentru o perioadd de 2 ani si va fi inlocuit sau reparat
gratuit in urmatoarele conditii:

e Orice defectiune cauzatd de un defect de fabricatie.
e Instrumentul si accesoriile au fost utilizate n conformitate cu prezentele instructiuni.
e Orice reclamatie este insotitd de dovada achizitiei.

Producatorul isi declina orice responsabilitate, precum si acoperirea garantiei
in cazul in care instrumentul este modificat in orice mod sau daca intretinerea
curenta este omisa sau nu este realizata in conformitate cu prezentele
instructiuni ale producatorului.

Acest instrument nu contine componente care pot fi reparate de utilizator. Orice
lucrdri de service sau de reparatie trebuie efectuate doar de Keeler Ltd. sau de
distribuitori instruiti in mod corespunzator si autorizati. Manualele de service
vor fi puse la dispozitia centrelor de service autorizate de Keeler si personalului
de service instruit de Keeler.
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1. SPECIFICATII $S| CARACTERISTICI ELECTRICE NOMINALE

Keeler TonoCare este un aparat electromedical. Instrumentul impune o atentie speciald cu privire la
compatibilitatea electromagnetica (CEM). Aceastd sectiune descrie adecvarea acestui instrument din
punct de vedere al compatibilitatii electromagnetice. Cand instalati sau utilizati acest instrument, ititi
cu atentie si respectati cele descrise aici.

Echipamentele de comunicare de radiofrecventd portabile sau mobile pot avea efecte negative asupra
acestui instrument, determindnd functionarea defectuoasa a acestuia.

1.1 EMISII ELECTROMAGNETICE

Recomandari si declaratia producatorului — emisii electromagnetice

Keeler TonoCare este destinat utilizarii in mediul electromagnetic precizat mai jos. Clientul sau
utilizatorul trebuie sa asigure ca acesta este utilizat intr-un astfel de mediu.

Test de emisii Conformitate | Mediu electromagnetic — recomandari

Emisii RF CISPR 11 Grupa 1 Keeler TonoCare utilizeaza energie RF doar pentru functiile
sale interne. Prin urmare, nivelul de emisii RF al acestora este
foarte scazut si nu este de naturd sa genereze interferente
asupra echipamentelor electronice din apropiere.

Emisii RF CISPR 11 Clasa B Keeler TonoCare este adecvat utilizdrii in toate imobilele,

inclusiv in imobilele rezidentiale si in cele racordate direct
Emisii armonice N/A, Clasa A la reteaua publica de electricitate de joasa tensiune care
IEC 61000-3-2 <75W alimenteaza imobilele utilizate ca locuinte.

Fluctuatii de tensiune/flicker | N/A, Clasa A
IEC 61000-3-3 <75W

1.2 IMUNITATE ELECTROMAGNETICA

Recomandari si declaratia producatorului — imunitate electromagnetica

Keeler TonoCare este destinat utilizérii in mediul electromagnetic precizat mai jos. Clientul sau
utilizatorul trebuie sa asigure ca acesta este utilizat intr-un astfel de mediu.

Test de Nivel de incercare | Nivel de Mediu electromagnetic
imunitate conform IEC conformitate - recomandari
60601

Descarcare +8 kV prin contact +8 kV prin contact Podelele trebuie sa fie din lemn,

electrostatica (ESD). £15KV prin aer £15KV prin aer beton sau gresie. Daca pode_le\e_

IEC 61000-4-2 sunt acoperite cu material sintetic,
umiditatea relativa trebuie sd fie de
cel putin 30%.

Trenuri de impulsuri | +2 kV pentru liniile +2 kV pentru liniile Calitatea alimentarii de la retea

rapide de tensiune. | de alimentare cu de alimentare cu trebuie sa fie cea dintr-un mediu

IEC 61000-4-4 electricitate electricitate comercial sau spitalicesc tipic.

+1kV pentru liniile de | £1kV pentru liniile de
intrare/iesire intrare/iesire

Frecventa de repetitie
de 100 kHz
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intreruperi de scurta
durata si variatii de
tensiune la nivelul
liniilor de alimentare
de intrare.

(scadere > 95% in Uy)
pentru 0,5 cicluri

<5% Uy

(scadere > 95% in Ur)
pentru 1 ciclu 40% Ur

(0, 45,90, 135, 180,

225, 270, 315°)

Ur=0%; 1 ciclu i
5 cicluri

Test de Nivel de incercare | Nivel de Mediu electromagnetic
imunitate conform IEC conformitate - recomandari
60601
Supratensiune. +1kV linie +1kV linie Calitatea alimentrii de la retea
IEC 61000-4-5 (linii)-neutru (linii)-neutru trebuie sa fie cea dintr-un mediu
comercial sau spitalicesc tipic.
Scaderi de tensiune, | <5% Ur Ur=0% 0,5 cicluri Calitatea alimentarii de la retea

trebuie sa fie cea dintr-un mediu
comercial sau spitalicesc tipic.

Tn cazul in care utilizatorul Keeler
doreste continuarea functionarii in
timpul intreruperilor alimentarii de la

frecventd a retelei
(50/60 Hz).

IEC 61000-4-8

IEC 61000-4-11 Ur = 70%; retea, se recomanda ca incarcatorul
(scidere de 60% in o sa fie a\imentﬁt dela 0 S.ufSé de
Us) pentru 5 cicluri (Zosggéqgu(;i,) alimentare nefntreruptibila.
70% Ur /
—0%:
(scadere 30% in Uy) U "
pentru 500 ms 250/300 cicluri
<5% Ur
(scadere >95% in Uy)
pentru5s
Camp magneticde | 30 A/m 30A/m Campurile magnetice de frecventa

a retelei trebuie sa prezinte niveluri
caracteristice pentru un loc tipic
dintr-o unitate medicald profesionala
tipicd.

Nota: Us este tensiunea c.a. de la retea inainte de aplicarea nivelului de test.

Test de Nivel de Nivel de Mediu electromagnetic — recomandari
imunitate | incercare conformitate
conform IEC
60601
Echipamentele de comunicare RF portabile si
mobile nu trebuie utilizate in apropierea niciunei
componente a Keeler TonoCare, inclusiv cabluri,
la o distanta mai mica decat distanta de separare
recomandatd calculata cu ecuatia aplicabild
frecventei emitatorului.
Distanta de separare recomandata
RF conduse 3Vrms 3V d=12yp
IEC 61000-4-6 | 150 kHz-80 MHz
RF radiate 3Vim 3Vim d=1,2p 80 MHz-800 MHz
IEC 61000-4-3 | 80 MHz-2,7 GHz d= 2,3/ p 800 MHz-2,7 GHz
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Unde p este puterea nominald maximd de iesire a
emitatorului in wati (W) conform producétorului
emitatorului, iar d este distanta de separare
recomandata in metri (m).

Intensitatile campului emitatoarelor fixe,
determinate printr-un studiu electromagnetic la
fata locului', trebuie sa fie mai mici decét nivelul de
conformare in fiecare bandi de frecvente?.

Pot aparea interferente in vecindtatea
echipamentelor marcate cu acest simbol.

Nota 1: La 80 MHz si 800 MHz, se aplicd benzile de frecvente superioare.

Nota 2: Este posibil ca aceste recomandari sa nu fie aplicabile in toate situatiile. Propagarea electromagnetica este afectatd de
absorbtia si reflectarea de structuri, obiecte si oameni

" Intensitatile campurilor emitatoarelor fixe, cum ar fi statiile terestre pentru telefoane radio (fara fir/mobile) si radiouri mobile,
radio amatori, transmisii radio AM si FM si transmisii TV, nu pot fi prevazute cu precizie din punct de vedere teoretic. Pentru a
evalua mediul electromagnetic generat de emitétoarele RF fixe, trebuie avutd in vedere efectuarea unui studiu electromagnetic
la fata locului. Daca intensitatea cdmpului masurata in locul in care este utilizat Keeler TonoCare depéseste nivelul de
conformitate RF aplicabil mentionat mai sus, Keeler TonoCare trebuie monitorizat pentru a verifica dacd functioneaza la
parametri normali. Daca se observa performante anormale, pot fi necesare masuri suplimentare, precum reorientarea sau
mutarea Keeler TonoCare.

2 Peste banda de frecvente 150 kHz-80 MHz, intensitatile campurilor trebuie s fie mai mici de 10 V/m.

11.3 DISTANTE DE SIGURANTA RECOMANDATE

Distantele de separare recomandate dintre echipamentele de comunicare RF portabile si
mobile si Keeler IntelliPuff.

Keeler TonoCare este destinat utilizdrii intr-un mediu electromagnetic in care perturbatiile RF

radiate sunt tinute sub control. Clientul sau utilizatorul Keeler TonoCare poate preveni interferentele
electromagnetice respectand distanta minima intre echipamentele de comunicare RF portabile si
mobile (emitatoare) si Keeler TonoCare conform recomandarilor de mai jos, tinand cont de puterea
maxima de iesire a echipamentelor de comunicare.

Puterea nominala maxima | Distanta de separare in functie de frecventa
de iesire a emitatorului (W) | emitatorului (m)
150 kHz-230 MHz 80 MHz-800 MHz 800 MHz-2,7 GHz
d=12Jp d=12Jp d=23/p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 38 38 73
100 12 12 23

Pentru emitatoarele a cdror putere maximd de iesire nu este mentionata mai sus, distanta de separare
d recomandatd exprimatd fn metri (m) poate fi estimata pe baza ecuatiei aplicabile frecventei
emitatorului, unde p este puterea nominald maxima de iesire a emitatorului in wati (W) conform
producdtorului emitétorului.
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Nota: 1 La 80 MHz si 800 MHz, se aplicd benzile de frecvente superioare.

Nota 2: Este posibil ca aceste recomanddri sa nu fie aplicabile in toate situatiile. Propagarea electromagnetica este afectatd de
absorbtia si reflectarea de structuri, obiecte si oameni.

12. SPECIFICATII TEHNICE

Unitate portabila TonoCare

Dimensiuni unitate portabila

220x 136 x 206 mm (H x L x A)

Greutate unitate portabila
Clasificare IP

Interval de calibrare

1,044 kg
IPXO

7 mmHg-50 mmHg

Precizie PIO

Distanta de lucru

Rezolutia afisajului

+/-5 mmHg (interval de incredere 95%)

11 mm de la suprafata corneei pacientului la suprafata frontala
a ferestrei.

Rezolutia afisajului la 1 zecimald, de exemplu 12,3

Afisaj
Sistem de iluminare

Protectie impotriva electrocutarii

OLED 0,95"
LED, alb si infrarosu

Clasa Il (sau cu alimentare internd)

Conform cu

Siguranta electricd (Medicale) IEC 60601-1 IEC 60601-1-2
BS EN ISO 15004-1

Stecarul de racordare la reteaua electrica este un mijloc de izolare a dispozitivului fata de alimentarea de la reteaua electrica —
asigurati-va ca stecarul de racordare la reteaua electrica este accesibil permanent.

Nota 1: In cazul in care conectati TonoCare la un computer, computerul trebuie s fie conform cu cerintele standardului EN

60601-1:

Nota 2: Ori de céte ori dispozitivul este conectat la un alt echipament, combinatia trebuie sd fie conforma cu cerintele

standardului EN 60601-1:

Echipamentul EM include unitatea portabila, statia de andocare, suportul pentru frunte si sursa de alimentare.
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Statie de andocare

Dimensiunile statiei de andocare 153 x155x 183 mm (Hx LxA)

Greutatea statiei de andocare 0,725 kg

Protectie impotriva electrocutarii Clasalll

Clasificare IP IPX0

Bloc de alimentare Mod comutare, tip multi-fisd (110-240 V) +/- 10% 350-700 mA
Conformd cu: EN 60601-1, EN 61000-6-2, EN 61000-6-3

lesirea sursei de alimentare 30VA(12VC.C.2,5A)

Frecventa 50/60 Hz

Conditii de mediu:

UTILIZARE

)

o 90% 1060 hPa
X 35°C
~
10°C 30% 800 hPa

Soc (fard ambalaj) 10g, durata 6 ms

CONDITII DE PASTRARE
o 95% 1060 hPa
LA @
-10°C 10% 700 hPa
CONDITII DE TRANSPORT
o 95% 1060 hPa
RS @
40°C 10% 500 hPa
Vibratie, sinusoidala 10 Hz-500 Hz: 0,59
Soc 30g, durata 6 ms
Lovire 10g, durata 6 ms
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13. ACCESORII SI PIESE DE SCHIMB

Articol Numar piesa
Andocare 2418-P-5002
Suport pentru frunte 2418-P-7000
Kit sursa de alimentare EP29-32777
Geantd de transport TonoCare 3418-P-7000
Ecran de protectie tonometru 2415-P-7038
Rola de hartie pentru imprimanta 2208-L-7008

14. INFORMATII PRIVIND AMBALAREA S| ELIMINAREA

Eliminarea echipamentelor electrice si electronice uzate

Acest simbol de pe produs sau de pe ambalajul sau si instructiunile aferente
indica faptul ca produsul nu trebuie tratat ca deseu menajer.

Pentru a reduce impactul DEEE (deseurilor de echipamente electrice si electronice)
asupra mediului si pentru a minimiza volumul de DEEE care ajung la gropile de

. gunoi, incurajam reciclarea si reutilizarea acestui echipament la sfarsitul duratei
de viata a produsului.

Daca aveti nevoie de informatii suplimentare privind colectarea, reutilizarea si
reciclarea, va rugam sa contactati B2B Compliance la numarul 01691 676124 (+44 1691
676124). (Doar in Regatul Unit).

Orice incident grav survenit in legatura cu dispozitivul trebuie adus la cunostinta
producatorului si a autoritatii competente din statul dumneavoastra membru.
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15. ANEXA

15.1 REPETABILITATE $| REPRODUCTIBILITATE

Repetabilitatea si reproductibilitatea TonoCare au fost evaluate masurand un ochi de test controlat
manometric.

Repetabilitatea a fost masurata folosind un singura dispozitiv TonoCare si o serie de aproximativ
50 de citiri individuale pentru fiecare din cele 5 valori de presiune repartizate uniform in intervalul
de lucru 5-50 mmHg. Citirile au fost comparate cu cele ale unui manometru de referintd si ale unui
dispozitiv Pulsair IntelliPuff. Citirile eronate au fost eliminate si au fost calculate mediile a 3 citiri
consecutive pentru a obtine un set de aproximativ 16 masuratori pentru fiecare din cele 5 valori de
presiune. Rezultatele au demonstrat abateri standard cuprinse intre 0,14 mmHg si 1,11 mmHg in
intervalul de presiune 5 si respectiv 50 mmHg.

Reproductibilitatea a fost evaluata prin analiza masurdtorilor de la trei unitati TonoCare diferite
realizate de doi operatori diferiti pentru 5 valori de presiune repartizate uniform in intervalul de
lucru 5-50 mmHg. Au fost realizate cate doua masuratori (o medie de 4 citiri) pentru cele 5 valori
de presiune pentru fiecare din cele sase cazuri de test (fiecare operator utilizand fiecare din cele trei
dispozitive TonoCare).

Analiza variantei (ANOVA) efectuatd asupra datelor a indicat o valoare p mai micd de 0,05 si 0
valoare R-square (R?) de 98% sau 99%, ceea ce inseamnd o reproductibilitate excelenta de la un
operator la altul si de la un dispozitiv la altul.

15.2 DATE REFERITOARE LA PERFORMANTA CLINICA

Rezumat

Tonometrul fard contact (NCT) Keeler TonoCare a fost comparat cu aplanotonometrul (AT) Perkins
pentru a evalua dacd TonoCare indeplineste cerintele standardului ISO 8612 (comparabil cu ANSI
780.10) in cadrul unui test de conformitate a proiectarii.

AT Perkins utilizeaza acelasi principiu de baza ca si AT Goldmann, si anume varierea fortei aplicate
pentru aplatizarea unei zone fixe a corneei. Ambele instrumente au un ,con” de aplatizare care
consta din doud prisme ale caror varfuri sunt unite pentru a aplica o forta exterioara asupra corneei in
scopul indentarii si aplatizarii suprafetei acesteia.

Existd mai multe articole stiintifice care fac trimitere la cele doua instrumente ca fiind tonometre
standard de referintd si, in special, la AT Perkins ca versiune portabild a AT Goldmann (Wessels,|.F

et al, 1990), (Carlos Garcia-Resua et al 2006), utile pentru vizitele la domiciliu si pentru pacientii cu
probleme de mobilitate.

Doi examinatori cu experienta au colectat date obtinute de la 144 de ochi care indeplineau cerintele,
mésurand PIO cuprinse intre 7 mmHg-23 mmHg la 50 de participanti si PIO mai mari de 23 mmHg la
22 de participanti. Rezultatele studiului au demonstrat ca masuratorile PIO realizate cu NCT TonoCare
comparate cu tonometrul de referintd Perkins (AT) nu au depasit toleranta de +5 mmHg in cele

trei intervale PIO la 143 de ochi, un singur ochi depasind aceasta toleranta pentru o PIO masurata
>23 mmHg. Acest rezultat este inferior cerintei conform careia nu mai mult de 5% din diferentele
imperecheate dintre TonoCare si tonometrul de referintd nu trebuie sa depaseasca toleranta de

+5 mmHg in cele trei intervale PIO.
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Pe ansamblu, media diferentelor PIO intre TonoCare si AT Perkins a fost <0,01 mmHg, cu o mediana
de -0,2 mmHg, ceea ce indica faptul ca NCT TonoCare este echivalent aplanotonometrului.

Metode

Studiul realizat a fost un studiu derulat intr-o singura vizita, incrucisat, monocentric, nerandomizat,
deschis, cu perechi. Studiul a obtinut masuratori PIO pentru fiecare ochi eligibil cu TonoCare si
tonometrul standard de referinta Perkins.

Subiectii au fost recrutati conform urmétoarelor criterii de includere si de excludere.

Criterii de includere
e Subiectii trebuie sa aibd varsta peste 18 ani
e Subiectii trebuie sa aiba cornee sandtoase fard contraindicatii la masurdrile PIO

Criterii de excludere

e Subiecti cu un singur ochi functional

e Subiecti la care unui dintre ochi are fixare slabd sau excentrica

e Astigmatism cornean mare (>3D)

e Leziuni corneene, chirurgie corneana (inclusiv chirurgie corneand cu laser)

e Microftalmie

e Buftalmie

e Purtdtori de lentile de contact

e Uscaciune oculara

e Blefarospasm

e Nistagmus

®  Keratoconus

e Orice alta patologie sau infectie a corneei sau a conjunctivei

In total au fost recrutati 74 de participanti eligibili, 2 participanti (2,7%) fiind exclusi. Motivul
excluderii celor doi participanti s-a datorat clipirii excesive sau anxietatii care determina participantul
sé Tsi tind respiratia. La cei 72 de participanti inclusi, a fost masurata PIO la ambii ochi ai tuturor

participantilor cu TonoCare si AT Perkins, obtindndu-se masuratori PIO pereche pentru un numér total
de 144 de ochi.
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Rezultate

Tabelul 1 de mai jos prezintd o sinteza a caracteristicilor PIO ale grupului, demonstrand ca

mésuratorile au distributii similare.

Tabelul 1: Sinteza masuratorilor PIO realizate cu TonoCare si AT Perkins.

TonoCare AT Perkins
N, ochi (pacienti) 144 (72) 144.(72)
PIO medie, mmHg 21,2 21,2
PIO mediand, mmHg 18,0 17,0
AS*, mmHg 79 8,0
Interval, mmHg 11,8-46,3 11,0-41,0
PIO 7-16 mmHg, n (%)" 42(29,2) 51(35,4)
PIO 17-23 mmHg, n (%)’ 58 (40,3) 49 (34,0)
PIO >23 mmHg**, n (%)’ 44 (30,6) 44 (30,6)

Tn acest tabel nu a fost rezumata nicio structura de imperechere. *Abatere standard.

* Pentru analiza subgrupurilor sunt utilizate numai categoriile PIO AT Perkins, n este exprimat in functie de ochi.

** Pentru a obtine masuratorile din acest interval, a fost efectuata o procedurd de inversare asupra unui subgrup de
participanti in timpul realizarii masuratorilor PIO.

Tabelul 2 clasifica diferentele absolute intre masurdtorile PIO cu TonoCare si AT Perkins >5 mmHg pe
ansamblu si in cele 3 subgrupuri de PIO. O diferenta mai mare decét toleranta de £5 mmHg a aparut
la 1 ochi (0,7%) din 144, cu mult sub nivelul maxim de 5% conform standardului.

Tabelul 2: Diferente intre masuratorile PIO cu TonoCare si AT Perkins >5mm Hg pe
ansamblu si in cele 3 subgrupuri de PI10.

Grup PIO*
Diferenta* 7-16 mmHg 17-23 mmHg | >23mmHg** Total
Nu depéseste 51 49 43 143
+5mm Hg
Depaseste 0 0 1 1
+5mmHg
Total 51 49 44 144

* PIO TonoCare — PIO AT Perkins. 'Pe baza masuratorilor PIO cu AT Perkins.

** Pentru a obtine masuratorile din acest interval, a fost efectuata o procedura de inversare asupra unui subgrup de
participanti in timpul realizarii masuratorilor PIO.
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Centralizatorul parametrilor diferentelor dintre perechile de masuratori PIO cu TonoCare si AT Perkins
sunt prezentate in tabelul 3 de mai jos, pentru intregul esantion si pentru fiecare grup PIO. In general,
media diferentelor PIO Tntre TonoCare si AT Perkins a fost <0,01 mmHg, cu o mediana de -0,2 mmHg.

Limitele de incredere de 95%, pe baza mediei diferentelor PIO de +1.96 x abaterea standard a
diferentelor PIO, au fost de -3,4 mmHg pana la +3,4 mmHg.

Tabelul 3: Masuratori centralizate ale diferentelor PIO obtinute la masurarea cu
TonoCare si cu AT Perkins, centralizate pe ansamblu si in cele 3 subgrupuri PIO.

Grup PI0*
Masurare .
centralizata 7-16 mmHg 17-23 mmHg >23(:;T2)g I'\('r‘lfsgl)u
[mmHg] (n=51) (n=49)
Medie 0,3 0,2 0.6 0,0
Mediand 0,2 0,2 0.9 -0,2
AS* 13 1,5 2,1 1,7
IQR’ 04-1.2 -0,8-1,0 -1,8-0,1 -1,0-1,0
Interval -3-4 -4,0-4,0 -3,8-6,2 -4,0-6,2

" Pe baza PIO masurat cu AT Perkins. *Abatere standard. ‘Interval intercvartilic.
** Pentru a obtine masuratorile din acest interval, a fost efectuata o procedurd de inversare asupra unui subgrup de
participanti in timpul realizarii masuratorilor PIO.

Investigatorii au concluzionat ca nu exista diferente semnificative din punct de vedere clinic la
mésuratorile PIO intre tonometre si cd TonoCare se conformeaza standardului asa cum a fost detaliat.
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Konsultohuni me udhézimet pér
pérdorimin

Shenja té pérgjithshme
paralajmérimi

Data e prodhimit
Emri dhe adresa e prodhuesit

Vendi i prodhimit

Paralajmérim: Rrezatim pa jone
Paralajmérim: Elektriciteti

Paralajmérim: Rrezatimi optik

(1]
o
ul
B

Riciklimi i Mbetjeve té Pajisjeve
Elektrike dhe Elektronike (WEEE)

Né kété ményré lart

Pjesa e aplikuar Tipi BF

ol dd

Paralajmérim: Pengesé né nivel
dyshemeje

Mbajeni té thaté

Delikat

e
[Ec [rep]
UK

CA
0120

Kufiri i temperaturés

Pérfagésuesi i autorizuar né
Komunitetin Evropian

Komformiteti i vlerésuar sipas

@ e

o [ree]

Mbretérisé sé Bashkuar, me numér C €1639

té Organit té Njoftuar pér SGS MB

Mos e pérdorni nése paketimi éshté
i démtuar

Pérfagésuesi i autorizuar né Zvicér
Conformité Européene, me numér

té Organit té Njoftuar pér SGS
Belgjiké NV

[sn]

Numri i katalogut

Numri serial

Pajisje mjekésore

Gl
69

Pajisje e Klasés Il

Kufizimi i presionit atmosferik

Kufiri i lagéshtirés

[A-[

Pérkthimi

"TonoCare" i Keeler éshté projektuar dhe ndértuar né pérputhje me Direktivén 93/42/KEE, Rregullorja (BE) 2017/745
dhe ISO 13485 pér Sistemet e Menaxhimit té Cilésisé té pajisjeve Mjekésore.

Klasifikimi:

CE / UKCA: Klasa lla
FDA: Klasa Il

Informacioni né kété manual nuk duhet té riprodhohet i ploté ose pjesérisht pa miratimin paraprak me shkrim té
prodhuesit. Si pjesé e politikés soné pér zhvillimin e vazhdueshém té produktit, prodhuesi rezervon té drejtén pér
1€ béré ndryshime pa njoftim paraprak té specifikimeve dhe informacioneve té tjera té pérfshira né kété dokument.
Kjo IFU éshté e disponueshme edhe né faget e internetit té Keeler MB dhe Keeler SHBA.

E drejta e autorit © Keeler Limited 2023. Publikuar né MB né 2023.
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Simbolet e pérdorura né kontroll dhe ekran
Kéto simbole do té pérdoren né pajisje dhe né ekran gjaté funksionimit.

"TonoCare” nga KEELER

Kontrollet e pajisjes

Simbolet e ekranit

Pérshkrimi

Butoni "Ndiz/Né Drita Ndezja/Fikja e dritave ndricuese
pritje" m LED
Butoni "Menu" m Tingulli Alarmet zanore Ndiz/Fik
Butoni "Ktheu" Koha Vendos orén né sistem
Aktivizuesi manual @ Data Vendos datén né sistem
Butoni "0OD/0S" Formati IOP | Zgjidh formatin e IOP-sé (XX
Butoni "Printo" Pakimetri Opsionet e pakimetrisé FIKUR/
H NDEZUR/AKTIVIZO
(Nése vendoset né "AKTIVIZO",
Tingujt opsioni i pakimetrisé shfaget
A vetém nése vlera e matur e
T:'\:JGLlEJ#L L”exwme té kégija ose |OP-sé éshté mé e madhe se 15)
té pavlefshme
Ndrigimi Caktoni ndricimin pér ekranet
- — (vlera nga 1 deri né 15)
TINGULLT | Set j vefshém i
LARTE o
matjeve té marra o T
Vetétestim | Filloni njé vetétestim té sistemit
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1. UDHEZIME PER PERDORIMIN

Kéto pajisje synohet té pérdoren vetém nga profesionisté té kujdesit shéndetésor té trajnuar dhe té
autorizuar né ményré té pérshtatshme.

A Tonometri pa kontakt "TonoCare" duhet té pérdoret vetém nga personel i
trajnuar. Ligji Federal i SHBA-sé e kufizon shitjen e késaj pajisje nga ose me
urdhér té njé mjeku.

11 PERDORIMI | PAVARUR [ PARIMI | FUNKSIONIMIT

Tonometri "TonoCare" i Keeler éshté njé tonometér gé mbahet né doré, gé funksionon me bateri, i
destinuar pér t'u pérdorur pér matjen e presionit intraokular (I0P) té syrit té njeriut me mé pak se 3D
né astigmatizmin e kornesé.

"TonoCare" i Keeler nuk duhet té pérdoret te pacientét me astigmatizém té larté té kornesé (> 3D).

Tonometri "TonoCare" i Keeler pérdor parimin e tonometrisé me impulse ajrore - ky éshté njé variant
i tonometrisé sé pérgjithshme té aplanacionit, megjithaté, nuk kérkon kontakt té drejtpérdrejté me
sipérfagen e syrit.

Tonometria e aplanacionit éshté njé teknologji pér matjen e sakté té IOP e barasvlershme me forcén
e nevojshme pér té sheshuar njé zoné té pércaktuar té kornesé nga stimujt mekaniké, si njé aplikim i
drejtpérdrejté i ligjit té Imbert-Fick.

Teknika me impulsie ajri kérkon drejtimin e njé pakete ajri me presion dhe véllim té kufizuar drejt
pjesés gendrore té kornesé dhe zbulimin e sheshimit té paracaktuar té kornesé népérmjet matjes
elektrike té njé rreze drite té reflektuar nga sipérfagja e kornesé.

2. SIGURIA
21 FOTOTOKSICITETI

KUJDES: Drita e emetuar nga ky instrument éshté mjaft e rrezikshme. Sa mé e
gjaté té jeté koha e ekspozimit, aq mé i madh éshté rreziku i démtimit té syrit.

Edhe pse nuk éshté identifikuar asnjé rrezik akut nga rrezatimi optik i
tonometrit té Keller, ne rekomandojmé qé intensiteti i drités gé arrin né
retinén e pacientit té jeté né minimumin e mundshém pér diagnozén pérkatése.
Fémijét, personat me afaki dhe personat qé vuajné nga sémundjet e syrit

jané mé té rrezikuarit. Mund té keté mé shumé rrezik nése retina ekspozohet
ndaj sé njéjtés pajisje ose njé pajisje té ngjashme me njé burim drite té
dukshém brenda 24 orésh. Kjo vlen, vecanérisht, nése retina éshté fotografuar
paraprakisht me njé llambé me drité flash.

Me kérkesé té pérdoruesit, Keeler Ltd do té vendosé né dispozicion njé grafik
qé tregon prodhimin relativ spektral té instrumentit.
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2.2 PARALAJMERIME DHE UDHEZIME KUJDESI

Ju lutemi, vini re se funksionimi i duhur dhe i sigurt i instrumenteve tona garantohet vetém
nése instrumentet dhe aksesorét e tyre jané ekskluzivisht té Keeler Ltd. Pérdorimi i aksesoréve
té tjeré mund té shkaktojé emetim elektromagnetik né nivele té larta ose imunitet té reduktuar
elektromagnetik té pajisjes dhe mund té sjellé funksionim jo té sakté.

Vézhgoni masat paraprake té méposhtme pér té garantuar funksionimin e sigurt té instrumenteve.
A PARALAJMERIME

e Mos e pérdomi kurré instrumentin nése ka démtime qé duken dhe kontrollojeni né ményré té
vazhdueshme pér ndonjé shenjé démtimi ose keqpérdorimi.

e Kontrolloni produktin tuaj Keeler pér ndonjé shenjé démtimi nga transporti/ruajtja pérpara se ta
pérdorni.

o Ligji Federal i SHBA e kufizon shitjen e késaj pajisje nga ose me urdhér té njé mjeku ose
praktikuesi.

e Pajisja éshté menduar pér pérdorim né mjedise té ndryshme klinike si spitale, klinika té syve dhe
praktika optometrike.

e Pérdorni vetém furnizimin me energji té miratuar nga Keeler EP29-32777, pérndryshe instrumenti
mund té& mos funksionojé.

e Nése transportoni "TonoCare" né temperatura mé té uléta se 10°C, sigurohuni gé pajisja té keté
pasur kohé té paktén tre oré pér t'u ambientuar me temperaturén e dhomés pérpara pérdorimit.

e Zotéruesi i instrumentit éshté pérgjegjés pér trajnimin e personelit lidhur me pérdorimin e sakté
té saj.

e Asnjéheré mos e pérdorni instrumentin nése temperatura e ambientit, presioni atmosferik dhe/
ose lagéshtia relative jané jashté kufijve té specifikuara né kété manual.

®  Mos e pérdorni né prani té gazeve té ndezshme/likuideve, ose né njé mjedis t& pasur me oksigjen.

*  Kjo pajisje synon té pérdoret vetém nga profesionisté té kujdesit shéndetésor té trajnuar dhe té
autorizuar né ményré té pérshtatshme.

e Ky produkt nuk duhet né zhytet né léngje.
e Mos montoni asgjé né portén e lidhjes pérveg njésisé sé dorés dhe mbéshtetéses sé ballit.

e "TonoCare" nuk éshté menduar té pérdoret me teknologjiné me valé. Mos futni zgjatues me valé
né portén USB né portén e lidhjes.

e Spina elektrike éshté mjeti pér izolimin e pajisjes nga furnizimi me energji elektrike. Sigurohuni qé
celési i energjisé dhe spina elektrike té jené gjithmoné té aksesueshme.

*  Mos e poziciononi pajisjen né ményré gé ta keni té véshtiré té higni spinén nga priza né mur.

o Pérdorimi i pajisjes jashté specifikimeve ose kur ka njé defekt mund té ¢ojé né goditje
elektrike, mbinxehje dhe/ose djegie.

e Vendosni kabllot e energjisé né ményré té sigurt pér té eliminuar rrezikun e pengesés
ose léndimit té pérdoruesit.

A e Mos e vendosni adaptorin e rrymés né njé prizé té démtuar.

99



"TonoCare” nga KEELER

A KUJDES

o Pérdorni vetém pjesé dhe aksesoré origjinal nga Keeler ndryshe siguria dhe performanca e
pajisjes mund té komprometohet.

e Té mbahet larg fémijéve.

e Saktésia e matjeve té I0P-sé njihet se ndikohet nga variacionet dhe ndryshimet né ngurtésiné e
kornesé pér shkak té diferencave né trashésiné e kornesé, faktoréve té brendshém strukturoré
ose kirurgjisé refraktive té kornesé. Rekomandohet qé kéta faktoré té merren parasysh gjaté
matjes sé |OP-sé.

e Pér té parandaluar kondensimin, prisni qé instrumenti té vijé né temperaturén e dhomés para
pérdorimit.

e Shtoni etiketat e vrimave té montimit gé t& mbulojné vrimat e celésave, pérveg rasteve kur "TonoCare"
e montoni né mur.

e Montojeni vetém né mur sipas udhézimeve té Keeler.

e "TonoCare" nuk mund té pérdoret prané burimeve té njohura qé shkaktojné térhegje
elektromagnetike (imazhe me rezonancé magnetike, tomografi kompjuterike, identifikim me
radiofrekuencé, detektoré metali, mbikéqyrje elektronike té artikujve dhe sisteme té tjera té
sigurisé me pajisje elektromagnetike).

e Mbajeni dritaren e pérparme dhe zonén e grykés larg ambienteve me pluhur ose me grimca té imta.

e Ky produkt duhet té pérdoret né njé dhomé me ndricim té ulét / té zbehté.

e Pajisja do té kérkojé karikim pér té paktén 12-oré pérpara pérdorimit pér heré té paré.

e Pajisja do té kérkojé disa cikle karikimi 12-oréshe pérpara se bateria té funksionojé né ményré
optimale.

e Pérpara se té pérdomi "TonoCare", shtypni butonin "Shkrepje manuale" pér té larguar ¢cdo
grimcé té vogél pluhuri ose lagéshtie gé mund té keté gjaté kohés gé instrumenti nuk ka gené
né pérdorim.

e Kontrolloni funksionin e pajisjes né pérputhje me udhézimet né seksionin 6 pérpara se ta
pérdorni te pacienti.

e Pacienti nuk duhet té jeté né aférsi té portés sé lidhjes.

e Mos prekni njékohésisht kontaktet elektrike né portén e lidhjes dhe pacientin.

o Mbéshtetja e ballit éshté prej alumini dhe éshté e vetmja pjesé gé mund té preké pacientin.
Foleja e instrumentit éshté e pérbéré nga PC-ABS. Mos i prekni kéto pjesé nése keni njé alergji té
njohur ndaj ndonjé prej materialeve.

e Mos pérdorni mbéshtetésin e ballit né portén e lidhjes pér asnjé instrument tjetér, pérndryshe
performanca e produktit mund té rrezikohet.

e Duhet té shmanget kontakti i zonés sé dritares sé pérparme / grykés sé "TonoCare" me syrin e
pacientit. Nése ndodh kontakt aksidental, pastroni dritaren e pérparme dhe zonén pérreth sipas
udhézimeve t8 pastrimit né seksionin 3.1.

e Gjithmoné verifikoni gé printimi té pérputhet me leximet né njésiné e dorés.

e Vetém pér pérdorim né ambiente té brendshme (mbrojtje nga lagéshtira).

o Né kété instrument nuk ka pjesé té cilat mund té riparohen nga pérdoruesi. Kontaktoni
pérfagésuesin e autorizuar té shérbimit pér informacione té métejshme.
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¢ Ndigni udhézimet pér pastrimin/ mirémbajtjen rutiné pér té parandaluar [éndimin personal/
démtimin e pajisjeve.

e Mosrealizimi i mirémbajtjes sé rekomanduar rutiné sipas udhézimeve né kété Manual Pérdorimi
mund té zvogélojé jetégjatésiné operacionale té produktit.

*  Nése pajisja nuk pérdoret rregullisht, duhet té rikarikohet pér té paktén 12 oré né muaj pér té
siguruar jetégjatési optimale té baterisé.

o Né fund té jetés sé produktit hidhni né pérputhje me udhézimet lokale mjedisore (WEEE).

Mirémbajtja

e Pérté ruajtur performancén e pajisjes dhe pér té garantuar siguriné dhe efektivitetin e saj, duhet
té kryhen shérbimet e mirémbajtjes né pérputhje me udhézimet né seksionin 9.

e Dekontaminoni / pastroni vetém né pérputhje me udhézimet e dhéna né seksionin 3.1.

e Nése pajisja nuk pérdoret rregullisht, duhet té rikarikohet pér té paktén 12 oré né muaj pér té
siguruar jetégjatési optimale té baterisé.

2.3 KUNDERINDIKACIONET

Nuk ka asnjé kufizim pér numrin e pacientéve qé mund té pérdoret kjo pajisje pérveg atyre qé

parashikohen né kundérindikacionet e pérmendura mé poshté.

Saktésia e matjeve t& I0P-sé njihet se ndikohet nga variacionet dhe ndryshimet né ngurtésiné e kornesé

pér shkak té diferencave né trashésiné e kornesé, faktoréve té brendshém strukturoré ose kirurgjisé

refraktive té kornesé. Rekomandohet gé kéta faktoré té merren parasysh gjaté matjes sé IOP-sé.
"TonoCare" i Keeler nuk duhet té pérdoret te pacientét me astigmatizém té larté té kornesé (> 3D).

3. UDHEZIMET E PASTRIMIT

KUJDES: Pér kété tonometér duhet té pérdoret vetém pastrimi manual pa zhytje
si¢ pérshkruhet. Mos e fusni né autoklavé ose ta zhysni né Iéngje pér pastrim.
Gjithmoné shképutni furnizuesin e rrymés nga burimi i energjisé para pastrimit.

3.1 PASTROJINI LENTET E TUBIT ME AJER GDO JAVE:
1. Lagni njé tampon pambuku me ujé té dejonizuar/solucion detergjent (2% detergjent sipas
véllimit).
Luani majén e tamponit rreth lentes me njé lévizje rrethore.
3. Pas njé lévizjeje rrethore, tamponi duhet té hidhet pér té shmangur njollosjen e lentés.
4. Kontrolloni lentet e tubit me ajér nga ana e pacientit, nése ende mund té dallohen gjurmé té
shtresés sé lotit, pérséritni hapat e mésipérm derisa té pastrohet.

Shénim: Duhet treguar kujdes gé té mos démtoni montimin e tubit me ajér gjaté pastrimit.

ﬁ KUJDES: Duhet treguar kujdes qé té mos démtoni montimin e tubit me ajér
gjaté pastrimit. Asnjéheré mos pérdorni njé tamponé ose peceta pambuku té
thaté pér té pastruar lentet e tubit me ajér. Asnjéheré mos pérdorni njé lecké
ose njé peceté té ngopur me silikon pér té pastruar lentet e tubit me ajér.
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3.2 PASTRONI NJESINE E DORES CDO DITE DHE PAS GDO PACIENTI

1. Fshijeni sipérfagen e jashtme me njé copé té pastér thithése, jo té lagur shumé, té njomur me
tretésiré me ujé té jonizuar / detergjent (detergjent 2% sipas véllimit) ose tretésiré uji / alkooli

izopropil (70% IPA sipas véllimit). Shmangni pérdorimin e tretésirés sé ujit t& dejonizuar /
alkoolit izopropil me sipérfagen e lenteve si dritarja e pérparme. Kéto duhet té pastrohen
vetém me ujé té dejonizuar / solucion detergjent

2. Sigurohuni qé tretésira e tepért té mos depértojé né instrument. Béni kujdes dhe sigurohuni gé
copa té mos jeté e ngopur me tretésiré.

3. Sipérfaget duhet té thahen me kujdes me doré duke pérdorur njé copé té pastér jo shumé té
lagur.

4. Hidhini né ményré té sigurt materialet e pérdorura té pastrimit.
4. INSTALIMI

Ky seksion ju ofron udhézime se si té shpaketoni dhe té pérgatitni "TonoCare" pér pérdorim.

KUJDES: Kur té hapni paketimin, kontrolloni se mos ka ndonjé démtim ose
defekt té jashtém, vecanérisht démtim té kasés. Nése dyshoni se ka dicka qé
nuk shkon me tonometrin, kontaktoni prodhuesin ose shpérndarésin.

Zévendésojeni pllakén mbrojtése me pérshtatésin e duhur té spinés sé energjisé nése nevojitet, ose
pérdorni lidhésin IEC 60320 TYPE 7 (nuk furnizohet).

4.1 INSTRUMENTET E NEVOJSHME
e Thika e sigurisé

Pér montim né mur:

e laps

e Nivelues

e Trapan elektrik

e Kacavidé PH1

4.2 PERMBAJTJA E PAKETIMIT

"TonoCare" juaj vjen sé bashku me:

¢ Njé njési dore me bateri té instaluar paraprakisht pér matjen e pavarur té I0P-sé.

e Njé porté lidhjeje pér funksionet e printimit, eksportimit té té dhénave dhe karikimit.

o Njé pllaké metalike pér montim né mur me 4 vida dhe 4 upa plastike pér montimin né mur té
portés sé lidhjes.

e Njé furnizim me energji elektrike pér té karikuar drejtpérdrejté njésiné e dorés (né transport)
ose népérmjet portés sé lidhjes.

e Njé top me letér termike pér ta pérdorur né printerin qé ndodhet né portén e lidhjes.
e Njé pajisje USB gé pérmban udhézimet pér pérdorimin.
e Njé mbéshtetése balli gé¢ mund té zgjatet.
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e Njé kabllo USB pér té lidhur portén e lidhjes me njé kompjuter (nuk ofrohet) pér eksportimin e
té dhénave.

¢ Njé mbrojtése fytyre té tonometrit pér té siguruar njé shtresé mbrojtjeje midis pacientit dhe
pérdoruesit.

4.3 INSTALIMI | SYPRINES SE TAVOLINES
1. Pozicionojeni paketimin e produktit né ményré gé shigjeta té tregojé lart
2. Pérdomi njé thiké sigurie pér té preré shiritin gé mbyll kutiné né pjesén e sipérme dhe higni
shtresén e polistirenit gé mbulon pérmbajtjen e paketimit.

ﬁ Kini kujdes qé té shmangni démtimet nga skajet e mprehta kur pérdorni thikén
e sigurisé dhe skajet e kartonit té pambyllur.

3. Ngrijeni portén e lidhjes nga paketimi dhe vendoseni né njé zoné té pastér té destinuar pér
karikimin e "TonoCare" kur nuk éshté né pérdorim.

ﬁ Njésia e dorés e "TonoCare" nuk duhet té pérdoret né aférsi té portés sé
lidhjes.

4. Fusni topin e letrés termike té dhéné sipas udhézimeve né seksionin 8.

Higeni njésiné e dorés nga paketimi dhe léreni qé doreza té futet né prerjen e poshtme né
portén e lidhjes dhe dritaren e matjes dhe té rréshgasé né pjesén e sipérme té portés sé
lidhjes. Para pérdorimit, higni shtresén mbrojtése gé mbulon ekranin e "TonoCare", dritaren e
pérparme dhe dritaren IR.

6. Mermi mbéshtetésen e ballit nga paketimi dhe léreni t& mbahet nga magnetet e veté né pjesén
e sipérme té portés sé lidhjes, né zonén e parashikuar pér té.

7. Shképuteni furnizimin me energji elektrike nga paketa, futeni né pjesén e pasme té portés sé
lidhjes dhe pasi té vendosni pérshtatésin e duhur pér vendin tuaj, lidheni me prizén e energjisé
elektrike AC.

Vendosni kabllot e energjisé né ményré té sigurt pér té eliminuar rrezikun e
pengesés pér pérdoruesin, ose [éndimit té pajisjes.

8. Drita treguese LED né njésiné e dorés tani duhet té ndizet té tregojé se bateria e "TonoCare"
po karikohet.

9. Pérdorni kabllon USB pér té lidhur portén e lidhjes me njé kompjuter (nuk ofrohet) pér
eksportimin e té dhénave. Kompjuteri duhet té jeté né pérputhje me EN 60601-1 (shih
seksionin 12)

4.4 INSTALIMI ME MONTIM NE MUR
1. Zgjidheni me kujdes vendndodhjen e synuar pér portén e lidhjes sé "TonoCare", duke pasur
parasysh vecanérisht drejtimin e kabullit té energjisé dhe pozicionin se nga do té ekzaminohet
pacienti. Sigurohuni qé spina e energjisé elektrike té jeté e aksesueshme gjaté gjithé kohés,
pasi ky éshté mjeti kryesor & mund té shképutni energjiné elektrike.
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Njésia e dorés e "TonoCare" nuk duhet té pérdoret né aférsi té portés sé

& lidhjes. Porta e lidhjes nuk duhet té fiksohet mbi pajisje me energji elektrike,
pasi procesi i shpimit mund té ndérpresé furnizimin e pajisjes me energji dhe té
shkaktojé Iéndime. Lartésia e rekomanduar éshté 1,2 m (4 kémbé).

2. Pérdomi pllakén metalike si shabllon pér t& shénuar pozicionin e vidave mbajtése me njé laps,
duke mbaijtur njé nivel né bazén e pllakés pér té garantuar vendosjen né njé drejtim horizontal.

3. Shponi me trapan vrimat me madhésiné e duhur duke ndjekur shenjat e mbetura nga hapi i
méparshém.

ﬁ Kini shumé kujdes kur pérdorni trapanin, duke ndjekur udhézimet e dhéna me
instrumentin.

4. Futni upat plastike né vrimat e shpuara né hapin e méparshém dhe fiksoni pllakén metalike né
mur me vidat e ofruara, duke pérdorur njé kacavidé PH1.

5. Vendoseni portén e lidhjes né pllakén e montimit né mur, né ményré qé 2 kunjat mbajtése né
pllakén metalike té rréshqasin né vrimat né pjesén e pasme té folesé dhe pllaka ta mbéshtesé
njésiné nga poshté.

6. Tani mund ta futni kabllon e energjisé né portén e lidhjes dhe ta lidhni me energjiné elektrike.
Porta e lidhjes do té pulsojé dy heré kur ndizet. Sapo té ndizet, vendosni kokén

5. PERDORIMI | "TONOCARE"

Né kété seksion jepen udhézime pér pérdoruesin se si té interpretojé kontrollet dhe treguesit e
"TonoCare" dhe si té kryejé matjen e I0P te njé pacient duke pérdorur pajisjen.

Njihuni me udhézimet pér matjen e 10P duke pérdorur "TonoCare" pérpara se
ta pérdorni instrumentin te njé pacient.

5.1 KONTROLLET DHE TREGUESIT °—0
Njésia e dorés

Pamje nga lart a
Montimi i mbéshtetéses sé ballit 9

Aktivizuesi manual

Butoni "OD/OS" o—.
Treguesi me drita LED e o
Ekrani digjital

Ndiz/Fik
Butoni "Printo" o/ \e

Butoni "Menu"
Butoni "Ktheu"
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Shénim: Drita treguese LED né "TonoCare" pulson kur karikohet dhe mbetet e forté kur karikohet
plotésisht

Pamje izometrike nga pérdoruesi dhe nga ana e majté

@ Mbéshtetésja e ballit @_. f

m Lenta okulare

Pamje nga poshté tonometrit
@ Pikat e kontaktit té karikimit
@ Furnizimi me energji

@

Pamje e pacientit
@ Tubi me ajér dhe dritarja ®/

@ Treguesi me drita LED
@ Transmetuesi me rreze infra té kuge

Porté lidhjeje

Pamje nga pas

Pikat e kontaktit té karikimit
Marrési me rreze infra té kuge
Dera e printerit

Vrima pér montim
né mur

6660

~e
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Pamje nga poshté @
@ Furnizimi me energji
@ Ndérfagja e USB-sé — Lejon gé tonometri té lidhet me

njé kompjuter pér té ngarkuar té dhénat e
papérpunuara.

d—

Pamja pér té treguar
pozicionin e njésisé sé
dorés me portén e lidhjes

5.2 HARTA E MENUSE

Shtyp buronin e menusé pér té hapur menuné e softuerit. Kur té jeni futur né menuné e softuerit,
pérdorni butonin "Menu" pér té ndryshuar zgjedhjen tuaj, butonin "Printo" pér té konfirmuar dhe
butonin "Kthehu" pér té kaluar né menuné e méparshme. Ndigni hartén e menusé né figurén né
fagen 14 pér udhézim.

Rishikimi i softuerit shfaget gjaté
Konfirmo (Butoni "Printo") konfigurimit

Ndrysho pérzgjedhjen (Butoni "Menu")

Kthehu né menuné e méparshme
(Butoni "Kthehu")
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Menuja
kryesore

Drita

@

Ndiz/Fik

s:;’:; Koha Data Rezolucioni CcCcT Ndrigimi t:settien;i‘
Ndiz/Fik Alarmi/ Ndiz/Fik Ndiz/Fik
MM MM XXX Ndiz/Fik
v

6. PROCEDURA E MATJES
6.1 KONTROLLET RUTINE DHE TESTIMET FUNKSIONALE
1. Pérpara pérdorimit té pérditshém, kontrolloni me sy njésiné e dorés dhe portén e lidhjes, duke
kérkuar se mos ka ndonjé shenjé démtimi té dukshém. Nése dyshoni se tonometri ka pésuar
ndonjé goditjeje ose hyrje lagéshtie, mos e pérdorni até. Kontaktoni Keeler ose gendrén tuaj
lokale té shérbimit pér késhilla.

2. Keeler rekomandon kryerjen e njé vetétestimi javor té njésisé sé dorés pér té konfirmuar
funksionalitetin. Kjo verifikon funksionimin e sistemit té gjenerimit ajrit dhe sensorit té
presionit. Pér té aksesuar objektin e vetétestimit, ndigni kéto hapa:

a)
b)
q
d)
e)
f)
9
A\
A\

Ndizni tonometrin, duke u siguruar gé té jeté i lidhur me rrjetin elektrik.

Vendoseni tonometrin anash né njé sipérfage té sheshté, si p.sh. mbi tavoliné. Mos e
mbani né doré tonometrin.

Shtypni dhe mbani shtypur butonin "Menu" dhe lévizeni derisa ikona té shfaget né
ekran.

Duke pérdorur butonin "Printo" ose "Kthehu" vendoseni né "NDEZUR".

Shtypni dhe mbani shtypur butonin "Menu" pérséri pér té dalé nga menuja (aférsisht 2
sekonda).

Tonometri do té fryjé ajér disa heré dhe do té shfagé disa numra ndérkohé qé kryhet testi.

Pasi té pérfundojé vetétestimi, tonometri do té tregojé né ekran nése vetétestimi ka kaluar
apo ka déshtuar.

Mos harroni té pérgatisni pacientin pérpara se té filloni matjen. Ankthi i
pacientit mund té vonojé matjen dhe té ndikojé negativisht né saktésiné e saj.

Njé lexim i vetém mund té mos jeté i sakté pasi IOP do té ndryshojé né
pérgjigje té luhatjeve té pulsit, frymémarrjes dhe dités. Faktoré té tjeré mund
té ndikojné né 0P, si pulitja e syve, shtrydhja e syve, léngjet e marra, aktiviteti
fizik, pozicioni i trupit, etj. Mund té duhen deri né 4 lexime pér té reduktuar
ndikimin e kétyre varianteve pér njé 10P konstante. Keeler ju rekomandon
pérdorimin e mesatares sé katér leximeve né vend té ¢do leximi individual.
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Softueri i "TonoCare" do té njohé leximet dhe do té Iéshojé njé njoftim zanor kur dy lexime té
njépasnjéshme jané brenda 1 mmHg nga njéra-tjetra, duke treguar se mund té mos duhet té kryhen
matje té tjera.

6.2 PERGATITJA E PAJISJES

1.

Pérpara se té ngrini njésiné e dorés nga porta e lidhjes, kontrolloni qé treguesi me drité LED
té jeté vazhdimisht i ndezur pér té siguruar kapacitet té ploté té baterisé. Njé bateri e karikuar
ploté do té zgjasé deri né 2 dité po té pérdoret intensivisht. Performanca do té pérkegésohet
me kalimin e kohés.

Higeni njésiné e dorés nga porta e lidhjes dhe shtypni butonin "Ndiz". Njésia e dorés do té
hyjé né modalitetin "Né pritje" nése nuk pérdoret pér mé shumé se 90 sekonda.

6.3 PERGATITJA E PACIENTIT

Pérpara se té pérdorni tonometrin "TonoCare", duhet ta béni pacientin tuaj té ndihet i geté dhe
té siguroheni gé ai té jeté ulur né njé vend leximi optimal, mundésisht me kokén e mbéshtetur. Kjo
duhet pér shkak se shqetésimi dhe nervozizmi mund té ndikojné negativisht né leximet e marra.
Ndigni pikat e pérshkruara mé poshté pér ta arritur kété:

1.
2.

Sigurohuni gé pacienti té jeté komod dhe né njé pozicion té relaksuar.

Kérkojini pacientit té hegé lentet e kontaktit ose syzet nése i ka té véna dhe té marré frymé
normalisht. Syté e pacientit duhet té jené plotésisht té hapur dhe ai duhet té pulisé normalisht
syté gjaté gjithé procedurés sé ploté té matjes.

Pér té getésuar pacientin, mund t'ia tregoni procedurén e matjes duke pérdorur butonin

" Aktivizo manualisht" te gishti i pacientit. Rindizni (shtypni gjaté OD/OS) tonometrin pas
demonstrimit.

Pérpara se té béni njé lexim duhet gé:

1.
2.

T'i kérkoni pacientit t& pulisé syté qé té keté njé shtresé loti té miré dhe reflektuese.

Sigurohuni gé syté e pacientit dhe lentet e tonometrit t& mos jené vendosur né ndricim té
drejtpérdrejté (d.m.th. né drité ose rrezet e diellit).

Sigurohuni gé syté e pacientit té jené hapur plotésisht. Kjo ndihmon né parandalimin e
shtrydhjes, ku pacienti né ményré té pandérgjegjshme tendos gepallat dhe rrit IOP-né.

Gjaté gjithé procesit té leximit, duhet ta lejoni pacientin té pulisé syté né intervale té caktuara
pér té ruajtur shtresén e lotit sé kornesé.

6.4 MARRJA E LEXIMIT
Pasi "TonoCare" dhe pacienti té jené pérgatitur, ju jeni gati té béni leximin.

1.

Nése nuk e keni béré até né hapin e méparshém, pérdorni butonin "Aktivizo manualisht/
demo" pér té larguar ¢do grimcé té vogél pluhuri ose lagéshtie gé mund té keté gjaté kohés gé
"TonoCare" nuk ka gené né pérdorim.

Q “TonoCare" éshté konfiguruar qé té zgjedhé automatikisht syrin e djathté si

syrin e paré gé do té matet. Nése déshironi té zgjidhni syrin e majté, shtypni
butonin OD/0S. Sigurohuni qé po regjistroni matjen pér syrin e synuar.
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2. Mbajeni njésiné e dorés me dorén dominante dhe vendoseni tonometrin né ményré gé té jeté
né njé linjé me syrin e pacientit nga njé distancé prej rreth 30 cm ose 12 ing.

3. Lévizeni tonometrin drejt pacientit derisa mbéshtetésja e ballit té mbéshtetet né ballin e tij/
saj. Mund té zgjidhni té mbéshtetni gishtat né mbéshtetésen e ballit pér té fituar mé shumé
stabilitet.

4. Kérkojini pacientit té fokusohet né objektivin e gjelbér brenda tonometrit.

Duke pérdorur syrin tuaj té preferuar, shikoni pérmes lentes okulare né ményré qé té mund té
shihni syrin e pacientit. Vazhdoni ta lévizni tonometrin pérpara, ndérkohé qé drejtoni unazén
e pozicionimit me limbusin e pacientit. Nuk éshté nevoja té duket i gjithé irisi pasi mund té
mbulohet nga qepalla. Vendosni né gendér zonén e matjes dhe pupilén e syrit té pacientit dhe
vini re gjysméhénat e reflektuara LED. Edhe ato duhet té jené né gendér té pupilés.

6. Kur tonometri ndodhet aférsisht 15 mm (0,5 ing) larg syrit & pacientit, do té shfaget njé kryq pér t&
treguar pozicionin e tonometrit né lidhje me syrin. Lévizeni tonometrin né ményré qé skajet e kryqit
té jené vetém brenda qosheve té kllapave té matjes.

Kryqi nuk duhet té jeté mé i madh se zona e matjes, pasi kjo do té thoté qé
tonometri éshté shumé prané syrit.

7. Pasi kryqi té arrijé pozicionin e duhur té drejtimit, njé impuls i buté ajri do té aktivizojé leximin
e |OP-sé. Sigurohuni qé gepallat dhe gerpikét t& mos duken né kllapat e matjes pér té marré
rezultate té sakta.

Nése gjaté fryrjes sé ajrit nuk regjistrohet asnjé aplanacion, do té dégjohet njé
tingull i ulét (nése tingujt jané aktivizuar né cilésimet e menysé) dhe dy yje (**)
do té shfagen né ekranin e brendshém.

8. Sigurohuni gé ¢do lexim IOP té regjistrohet né tonometér.

*Pozicioni dhe madhésia e sakté
e kryqit né zonén e matjes

9. Lévizni ngadalé tonometrin prapa dhe Iéreni syrin e pacientit
té pushojé pér disa sekonda, duke ruajtur pozicionin e
drejtimit.

10. Kur pacienti té jeté gati pér njé lexim tjetér, afrojeni tonometrin derisa té shfaget pérséri kryqi i
drejtimit dhe té aktivizohet njé lexim tjetér.

11. Pérséritni hapat e méparshém pér lexime té tjera derisa rezultati mesatar i matjeve nga leximet
individuale té jeté i pranueshém.

12. Kur dy lexime té njépasnjéshme jané brenda vlerés 1 mmHg, do té dégjohet njé alarm i larté
zanor gé tregon se mund té jené marré lexime té mjaftueshme (nése sinjali "Buzzer" éshté
aktivizuar né opsionet e menusé sé pérdoruesit). Nése leximet e njépasnjéshme nuk jané
brenda 1 mmHg nga njéra-tjetra, Keeler rekomandon marrjen e deri né katér leximeve dhe
pérdorimin e mesatares sé rezultateve té tyre.

13. Shtypni butonin "OD/OS" pér té kaluar nga syri i majté né té djathtin, ose anasjelltas.
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14.
15.

Shtypni dhe mbani shtypur butonin "OD /OS" pér t& fshiré té gjitha leximet.

Shtypja e butonit "Printo" do t& prodhojé njé letér té printuar nga printeri i instaluar né portén
e lidhjes. Dritarja me rreze infra té kuge né portén e lidhjes dhe njésiné e dorés duhet té mos
keté pengesa dhe té jeté drejtuar brenda 1 m (3 kémbé). Drita LED e portés sé lidhjes do té
dridhet gjaté transmetimit té té dhénave IR dhe mé pas do té fiket gjaté printimit.

. Nése porta e lidhjes éshté e lidhur me njé kompjuter, kur shtypni buronin "Printo" do té

eksportohen té dhénat e papérpunuara né kompjuter, pér sa kohé gé porta seriale té jeté
aktivizuar si¢ pérshkruhet mé poshté.

6.5 KORRIGJIMII CCT

1.

shtypni dhe mbani shtypur butonin "Menu" pér té hapur menuné e softuerit. Ndigni hartén

e menusé né seksionin 5.2 né fagen 14 pér tu siguruar gé funksioni korrigjimit t& CCT té jeté
aktivizuar.

Ndigni udhézimet né seksionin 6.4 né fagen 108 pér t& marré njé matje té IOP-sé. Pasi té
merret njé lexim mesatar i pérshtatshém, ndigni rrjedhén e punés té CCT té treguar mé poshté.
Grupi CCT i zgjedhur pér pacientin duhet té korrespondojé me até t& matur vecmas me njé
pakimetér. Pérdorni butonin "Menu" pér té konfirmuar zgjedhjen tuaj.

Ekrani CCT do té tregojé grupin CCT dhe korrigjimin e aplikuar nén syrin pérkatés.
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Rrjedha e punés CCT e "TonoCare"

Merrni lexime
pér njérin ose té
dy syté

v
=] ©FY [

Butoni "Menu" Butoni "Menu"
Shtypje e Shtypje e
shkurtér shkurtér

Dialogu CCT Dialogu CCT
(listae (listae
zgjedhjes) zgjedhjes)

Butoni "Ktheu"

Butoni "Ktheu" Shfaq skranin

v

OD|

Kunjat e butonit "OD/
os™:

1.0D
2.0D+CCT
3.08
4.0S+CCT

ﬁ Saktésia e matjeve té IOP-sé dihet se ndikohet nga variacionet dhe ndryshimet
né ngurtésiné e kornesé pér shkak té diferencave né trashésiné e kornesg,

faktoréve té brendshém strukturoré ose kirurgjisé refraktive té kornesé.
Rekomandohet qé kéta faktoré té merren parasysh gjaté matjes sé 10P-sé.
Vetité biomekanike té njé korneje individuale mund té ndryshojné, duke sjellé
ndryshime té sertésisé ose ngurtésisé relative té kornesé dhe duke ndryshuar
matjen. ndér faktoré té tjeré qé duhen marré parasysh pérfshihen edema e
kornesé dhe anomalité e tjera té kornesé qé mund té ndikojné né ngurtésiné
(p.sh., keratokoni, transplanti i kornesé, ndérlidhja) pérvec faktoréve
strukturoré té brendshém dhe kirurgjisé refraktive té kornesé.
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7. PRINTIMI

Rezultatet mund té printohen duke shtypur butonin "Printo" né njésiné e dorés.
Kjo do té pérfshijé automatikisht datén dhe orén (nése éshté caktuar).

Eshté pérfshiré njé hapésiré pér regjistrimin manual t& emrit té pacientit.

Katér leximet e fundit individuale jané shtypur si numra té ploté "XX".
Mesatarja e IOP-sé llogaritet dhe éshté shtypur m presje dhjetore "XX,X".

"TonoCare Export" té pérputhen me leximet né njésiné e dorés.

Printeri né portén e lidhjes pérmban njé teh té mprehté té dhémbézuar pér té
ndihmuar qé té presé letrén. Tregoni kujdes qé té shmangni kontaktin me kété
teh sa heré gé zévendésoni topat e letrés sé printerit ose grisni printimet nga

Q Gjithmoné verifikoni qé té dhénat né printim dhe té dhénat né aplikacionin

pajisja.

Porta e lidhjes "TonoCare" mund té lidhet edhe me "TonoCare
Export" pérmes portés USB né njé kompjuter. Té dhénat e matjes YEELER
mé pas mund té transferohen nga njésia e dorés né aplikacion
népérmjet portés sé lidhjes. Name :

o Date: DD/MM/YY
Referojuni udhézuesit té instalimit té aplikacionit "TonoCare Time: HH:MM
Export" EP59-47228 pér detaje se si ta instaloni aplikacionin né
kompjuterin tuaj. Udhézuesi i shpejté i referencés sé aplikacionit Eve: t R
"TonoCare Export" EP59-47333 pérshkruan té gjitha vecorité e pata: Pl 8
aplikacionit dhe si ta pérdorni até. g g
Kur shtypni butonin "Printo", rezultatet dérgohen né printer dhe ] @
né portén USB. Avg_I0P: .0 0.8
8. ZEVENDESIMI | LETRES SE PRINTERIT " Shembull printimi

1. Aksesi né letrén e printerit béhet pérmes kapakut té printerit. Térhigni buzén né pjesén e
sipérme té kapakut dhe pastaj térhigeni lehté drejt jush pér té hapur folené e printerit.

2. Higeni topin e letrés bosh.
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3. Vendoseni tipin e ri té letrés né mbajtésen e letrés, duke u siguruar qé skaji i liré té jeté i liré né
pjesén e sipérme té topit té letrés dhe té orientohet sic tregohet.

4. Térhigni disa centimetra letre nga foleja. Duke e mbajtur fundin e letrés, mbylini kapakun duke
e shtyré butésisht buzén né pjesén e sipérme drejt portés sé lidhjes derisa té mbyllet plotésisht
dhe té klikojé.

Printeri né portén e lidhjes ka njé teh té mprehté té dhémbézuar pér té
ndihmuar qé té presé letrén. Tregoni kujdes qé té shmangni kontaktin me kété
teh sa heré gé zévendésoni topat e letrés sé printerit ose grisni printimet nga
pajisja.

8.1 SITE KARIKONI "TONOCARE"
Kur nuk éshté né pérdorim, Keeler rekomandon qé ta vendosni "TonoCare" tuaj né portén e lidhjes,
né ményré gé té mbahet plotésisht i karikuar dhe gati pér pérdorim.

LED né "TonoCare" pulson kur karikohet.

Pasi té jeté karikuar plotésisht, drita LED do té jeté
vazhdimisht e ndezur.

Drita LED né portén e lidhjes nuk do té ndryshojé kur njésia e dorés e "TonoCare" té vendoset né
portén e lidhjes.

9. MIREMBAJTJA

Keeler rekomandon qé pérdoruesi té kryejé shpesh mirémbajtjen rutiné dhe
njé shérbim vjetor té "TonoCare" tuaj nga inxhinierét e shérbimit té Keeler
pér té siguruar matje té sigurta dhe té sakta. Né rast se pajisja éshté jashté
tolerancave té kalibrimit, éshté e réndésishme ta dérgoni pajisjen pérséri te
Keeler Ltd. ose te shitési tuaj lokal pér riparim dhe rikalibrim.

Nuk ka pjesé qé mund té zévendésohen nga pérdoruesi brenda pajisjes, duke pérjashtuar edhe
baterité. Bateria duhet té zévendésohet vetém nga personel i trajnuar i shérbimit, duke ndjekur
udhézimet né Manualin e Shérbimit.

Nése véreni njé ulje té ndjeshme té performancés sé baterisé, kontaktoni Keeler ose shpérndarésin
tuaj té autorizuar pér zévendésimin e saj.

Nése "TonoCare" rrézohet aksidentalisht, e njéjta gendér shérbimi ose shpérndarés mund té verifikojé
nése pajisja éshté ende e kalibruar.

Njésia kryen njé vetékontroll té funksionit kur ndizet, dhe do té tregojé nése identifikohet ndonjé
defekt. Nga menuja mund té aktivizohet njé vetétestim tjetér (referojuni seksionit 6.1).

Gjithmoné inspektoni produktin pérpara pérdorimit, duke kontrolluar konfigurimin normal.

Mos u pérpigni té kryeni gmontimin, rimontimin ose riparimin e produktit. Kéto duhet té béhen

vetém nga personeli i trajnuar dhe i kualifikuar nga Keeler, duke ndjekur udhézimet né Manualin e
Shérbimit.
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Mos e mbani produktin né njé mjedis me pluhur, pasi pluhuri mund té hyjé né sistemin e ajrit dhe té
shpémdahet né syrin e pacientit gjaté pérdorimit.

Nése "TonoCare " nuk do té pérdoret pér njé kohé té gjaté, shtypni butonin "Ndiz/Fik", kalojeni te
"Fik" dhe higeni nga priza. Pérdorni mbulesén e pluhurit pér ta mbrojtur tonometrin.

Q Mos u pérpigni té kryeni riparime té paautorizuara, pasi kjo mund té rrezikojé
produktin dhe pacientét. Mos lejoni gé té vendosni pjesé té paautorizuara né
produktin tuaj.

Me kérkesé, Keeler do té sigurojé diagramet e nevojshme té qarkut, listat e pjeséve pérbérése,
pérshkrimet dhe udhézimet e kalibrimit pér té ndihmuar personelin e shérbimit né riparimin e pajisjes.

Etiketa MOD RECORD né pjesén e pasme té pajisjes pérdoret pér té treguar statusin e pajisjes sa i
pérket ndryshimeve té réndésishme.

9.1 KODET E DEFEKTEVE

Nése né ekran shfaget njé kod gabimi nga 00 deri né 34, ndizeni sérish tonometrin dhe kontrolloni
funksionimin e tij. Nése tonometri nuk fshin té dhénat, kthejeni até né gendrén tuaj mé té afért té
autorizuar t& shérbimit té Keeler.

10. GARANCIA

Produkti juaj Keeler ka garanci 2 vjecare dhe do té zévendésohet, ose riparohet falas, né varési té sa
vijon:

e (do defekt pér shkak té prodhimit me defekt.

e Instrumenti dhe aksesorét jané pérdorur né pérputhje me kéto udhézime.

e Fatura e blerjes shogéron ¢do kérkesé.

A Prodhuesi refuzon ¢do pérgjegjési dhe mbulim té garancisé nése né instrument
éshté béré ndérhyrje né cfarédo lloj ményre ose nése mirémbajtja rutiné nuk

éshté kryer ose éshté kryer né ményra, té cilat nuk jané né pérputhje me kéto
udhézime té prodhuesit.
N&é kété instrument nuk ka pjesé, té cilat mund té riparohen nga pérdoruesi.
Cdo shérbim ose riparim duhet té kryhet vetém nga Keeler Ltd. ose nga
shpérndarés té autorizuar dhe té trajnuar né ményré té pérshtatshme. Manualet
e shérbimit do té jené té disponueshme pér gendrat e autorizuara té shérbimit
Keeler dhe pér personelin e trajnuar té shérbimit Keeler.

1. SPECIFIKIMET DHE KLASIFIKIMET ELEKTRIKE
"TonoCare" i Keller éshté njé instrument elektrik mjekésor. Instrumenti kérkon kujdes té vecanté

114



"TonoCare” nga KEELER

lidhur me pérputhshmériné elektromagnetike (EMC). Ky Seksion pérshkruan pérshtatshmériné e tij
pér sa i pérket pérputhshmérisé elektromagnetike té kétij instrumenti. Kur instaloni ose pérdorni kété
instrument, ju lutemi lexoni me kujdes dhe zbatoni até cka pérshkruhet kétu.

Njésité e komunikimit me frekuencé radiofonike portative ose té lévizshme mund té kené efekt
negativ né instrument, duke rezultuar né mosfunksionimin e kétij té fundit.

1.1 EMETIMET ELEKTROMAGNETIKE

Udhézimet dhe certifikata e prodhuesit — emetimet elektromagnetike

"TonoCare" i Keeler synohet té pérdoret né mjediset elektromagnetike té specifikuar né vijim. Klienti
ose pérdoruesi duhet té sigurohet qé ai do té pérdoret né kété mjedis.

Testimi i emetimeve | Pajtueshméria__ | Mjedisi elektromagnetik — udhézime

Emetimet RF té CISPR 11 Grupi 1 "TonoCare" i Keeler pérdor energjiné RF vetém pér
funksionin e tij té brendshém. Pér pasojé, emetimet e tij

RF jané shumé té uléta dhe nuk ka gjasa té shkaktojné
ndonjé ndérhyrje né pajisjet elektronike aty prané.

Emetimet RF té CISPR 11 Klasa B "TonoCare" i Keller éshté pérshtatshém pér pérdorim né
té gjitha institucionet, pérfshiré institucionet shtépiake

Emetimet harmonike N/A, Klasa A < 75W dhe ato té lidhura drejtpérdrejt me rrjetin publik té

1EC 61000-3-2 furnizimit me energji té tensionit té ulét gé furnizon

Luhatjet e tensionit / N/A, Klasa A < 75W ndértesat e pérdorura pér qéllime shtépiake

emetimet e dridhjeve IEC

61000-3-3

1.2 IMUNITETI ELEKTROMAGNETIK

Udhézimet dhe certifikata e prodhuesit — imuniteti elektromagnetik

"TonoCare" i Keeler synohet té pérdoret né mjediset elektromagnetike té specifikuar né vijim. Klienti
ose pérdoruesi duhet té sigurojé qgé ai do té pérdoret né até mjedis.

Testimi i IEC 60601 Niveli i Mijedisi elektromagnetik
imunitetit Niveli i testimit | pérputhshmérisé |- udhézime
Shkarkimi + 8 kV kontakt + 8 kV kontakt Dyshemeté duhet té jené prej druri,
elektrostatik (ESD). + 15 KV ajr + 15KV ajér zetﬁni ose me ‘pl\flkabqelramike. Nése
IEC 61000-4-2 yshemete jan té mbuluara me
material sintetik, lagéshtia relative
duhet té jeté té paktén 30%.
Kalim/shpérthim i + 2 kV pér linjat e + 2 kV pér linjat e Cilésia e lidhjeve té energjisé
shpejté elektrik. furnizimit me energji furnizimit me energji elektrike duhet té jeté ajo e njé
IEC 61000-4-4 elektrike elektrike miedisi tipik tregtar ose spitalor.
+ 1kV linja pér linjat | = 1kV linja pér linjat
hyrése/dalése hyrése/dalése
Frekuenca e pérséritjes
100kHz
Impuls. + 1kVnga linja(ty né | +1kV nga linja(t) né | Cilésia e lidhjeve té energjisé
IEC 61000-4-5 neutral neutral elektrike duhet té jeté ajo e njé
miedisi tipik tregtar ose spitalor.
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energjisé (50/60 Hz)
Fusha magnetike.
IEC 61000-4-8

Testimi i 1EC 60601 Niveli i Mijedisi elektromagnetik
imunitetit Niveli i testimit | pérputhshmérisé |- udhézime
Uljet e tensionit, <5% Ur Ur=0% 0,5 cikle Cilésia e lidhjeve té energjisé
ndérprerjet e 95% dio né U pér | (0 45 90 135 180, | elekirike duhet € jeté ajo e njé
shkurtra dhe E)>5 dk/ll; ip né Uy) pér (2 2 2 A '3 "% | miedisi tipik tregtar ose spitalor.
iaci ' 5,270, 315°
variacionete <5% U o .,) Nése pérdoruesi i Keeler kérkon
tensionit né linjat - ! Ur=0%; 1 cikél dhe | funksionim té vazhdueshém gjaté
?yregg 1 njesise se | (> 95% dip né Ur) pér | 5 cikle ndérprerjeve té rrymés elektrike,
eﬁz!{ﬂ?; me energjl | 1 cikél 40% Ur Uy = 70%; rekomandohet qé instrumenti té
: (60% dip né Uy) pér 5 ) ... | furnizohet me ané té njé njésie
IEC 61000-4-11 cikle 701‘)}, Ur Ve is/g‘?) cikde (Faze teke: | fynigim te pandérpreré me energji.
(> 30% dip né Uy) pér _nop-
500ms UTM’ 0%
ikli 250/
<5% Ur Cikli 250/300
(>95% dip né Ur)
pér 5s
Frekuenca e 30 A/m 30 Alm Fushat magnetike té frekuencés sé

energjisé duhet té jené té njé niveli
karakteristik pér njé vendndodhje
tipike né njé mjedis tipik institucioni
profesional té kujdesit shéndetésor.

Shénim: Ur éshté tensioni i rrymés sé dhomés sé pasme para zbatimit té nivelit té testimit.

Testimii | IEC 60601 | Niveli i Mijedisi elektromagnetik — udhézime
imunitetit | Niveli i pérputhshmérisé
testimit
Pajisjet portative dhe té lévizshme té komunikimit
RF nuk duhet té pérdoren prané ndonjé pjese té
"TonoCare" té Keeler, duke pérfshiré kabllot, pra jo
mé prané se distancat e rekomanduara té ndarjes
té pérllogaritura nga ekuacioni i zbatueshém pér
frekuencén e transmetuesit.
Distanca e rekomanduar e ndarjes
RF e kryer [EC | 3 Vrms 3V d=12yp
61000-4-6 150 kHz deri
né 80 MHz
RFe 3V/m 3Vim d = 1,2 p 80 MHz deri né 800 MHz
rrezatuar IEC | 80 MHz deri _ o
£1000-4-3 06 2,7 Gz d=2,3p800 MHz deri né 2,7 GHz
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Ku p éshté energjia dalése maksimale e vlerésuar

e transmetuesit né vat (W) sipas prodhuesit té
transmetuesit dhe d éshté distanca e rekomanduar e
ndarjes né metra (m).

Fugité e fushés nga transmetuesit statiké

RF, si¢ pércaktohet nga njé studim i fushés
elektromagnetike', duhet té jené mé té vogla se niveli
i pérputhshmérisé né cdo interval frekuence.?

‘ Ndérhyrja mund té ndodhé né aférsi té
pajisjeve té shénuara me kété simbol.

Shénim 1: Né 80 MHz dhe 800 MHz, zbatohet intervali mé i larté i frekuencés.

Shénim 2: Kéto udhézime mund té mos aplikohen pér té gjitha situatat. Pérhapja elektromagnetike ndikohet nga pérthithja
dhe reflektimi nga strukturat, objektet dhe njerézit

"Intensitetet e fushés nga transmetuesit statik, si telefoni i stacioneve bazé (celular / me valé) dhe radiot e lévizshme
tokésore, radio amator, transmetimi radio AM dhe FM dhe transmetimi televiziv teorikisht nuk mund té parashikohen me
saktési. Pér té vlerésuar mjedisin elektromagnetik pér shkak té transmetuesve statiké RF, duhet té merret parasysh njé studim
i fushés elektromagnetike. Nése intensiteti i matur i fushés né vendin né té cilin pérdoret "TonoCare" i Keeler tejkalon
nivelin e zbatueshém té pérputhshmérisé RF mé sipér, "TonoCare" i Keeler duhet té vézhgohet pér té verifikuar funksionimin
normal. Nése vérehet njé performancé jonormale, mund té jené té nevojshme masa shtesg, si ri-orientimi ose zhvendosja e
"TonoCare" té Keeler.

2 Mbi intervalin e frekuencés 150kHz deri 80 MHz, intensiteti i fushés duhet té jeté mé pak se 10 V/m.

11.3 DISTANCAT E SIGURTA TE REKOMANDUARA

Distancat e rekomanduara té ndarjes ndérmjet pajisjeve portative dhe té lévizshme té
komunikimit RF dhe "IntelliPuff" té Keeler.

"TonoCare" i Keeler synohet pér pérdorim né njé mjedis elektromagnetik né té cilin kontrollohen
crregullimet e rrezatuara RF. Konsumatori ose pérdoruesi i "TonoCare" té Keeler mund té ndihmojé
né parandalimin e ndérhyrjeve elektromagnetike duke ruajtur njé distancé minimale midis pajisjeve
té komunikimit RF portabél dhe té lévizshém (transmetuesve) dhe "TonoCare" té Keeler sic
rekomandohet mé poshté, sipas fugisé maksimale té daljes sé pajisjeve té komunikimit.

Energjia dalése maksimale e Distanca e ndarjes sipas frekuencés sé
vlerésuar e transmetuesit (W) transmetuesit (m)
150 kHz deri né 80 MHz deri né 800 MHz deri né
230 MHz 800 MHz 2,7 GHz
d=1.2/p d=12/p d=23/p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 38 38 73
100 12 12 23
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Pér transmetuesit té vlerésuar né njé fugi maksimale dalése & nuk jané shénuar mé sipér, distanca d
e rekomanduar e ndarjes né metra (m) mund té pércaktohet duke pérdorur ekuacionin e zbatueshém
pér frekuencén e transmetuesit, ku p éshté vlerésimi maksimal i fugisé sé daljes sé transmetuesit né
vat (W) sipas prodhuesit té transmetuesit.

Shénim: 1 Né 80 MHz dhe 800 MHz, zbatohet intervali mé i larté i frekuencés.

Shénim 2: Kéto udhézime mund té mos aplikohen pér té gjitha situatat. Pérhapja elektromagnetike ndikohet nga pérthithja
dhe reflektimi nga strukturat, objektet dhe njerézit.

12. SPECIFIKIMET TEKNIKE

Njésia e dorés sé "TonoCare"

Pérmasat e njésisé sé dorés

220 x 136 x 206mm (L x GJ x TH)

Pesha e njésisé sé dorés
Klasifikimi i IP

Intervali i kalibrimit

1,044 Kg
IPX0

7 mmHg deri né 50 mmHg

Saktésia e IOP-sé

Distanca e punés

Rezolucioni i ekranit

+/- 5 mmHg (95% nivel besimi)

11 mm larg nga sipérfagja e kornesé sé pacientit né sipérfagen e
pérparme té dritares.

Rezolucioni i ekranit me 1 shifér pas presjes dhjetore p.sh. 12,3

Shfaq né ekran
Sistemi i ndricimit

Mbrojte ndaj goditjeve elektrike

OLED 0,95"
LED, té bardha dhe me infra té kuge

Klasa Il (ose gé ndizet sé brendshmi)

Né pérputhje me

Siguria e Pajisjeve Elektrike (Mjekésore) [EC 60601-1 IEC
60601-1-2

BS EN SO 15004-1

Spina e rrjetit éshté mjeti pér izolimin e pajisjes nga furnizimi me energji elektrike — sigurohuni gé spina e rrjetit té jeté e

aksesueshme gjaté gjithé kohés.

Shénim 1: Nése lidhni "TonoCare" me njé kompjuter, kompjuteri duhet té pérputhet me kérkesat e EN 60601-1:

Shénim 2: Sa heré qé pajisja lidhet me pajisje té tjera, kombinimi duhet té jeté né pérputhje me kérkesat e EN 60601-1:

Pajisja ME pérfshin njésiné e dorés, portén e lidhjes, mbéshtetésen e ballit dhe furnizimin me energji elektrike.
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Pérmasat e portés sé lidhjes

153 x 155 x 183mm (L x GJ x TH)

Pesha e portés sé lidhjes
Mbrojte ndaj goditjeve elektrike

Klasifikimi i IP

0,725Kg
Klasa Il

IPX0

Njésia e furnizimit me energji

Prodhimi i njésisé sé furnizimit me
energji

Modaliteti i celésit, lloji me shumé priza (1
350-700 mA

Né pérputhje me: EN 60601-1, EN 61000-6-2, EN 61000-6-3

30 VA(12V DC 2.5A)

Frekuenca 50/60 Hz
Kushtet mjedisore:
PERDORIMI
90%

/Y 35°C
10°C 30%

Goditje (jashté paketimit)
KUSHTET E RUAJTJES

@

63

1060 hPa
800 hPa—! I

10 g, kohézgjatja 6 ms

J/ 55°C
-10°C 10%

KUSHTET E TRANSPORTIT

/H/ 70°C
-40°C 10%

*&Q

95%

&)

1060 hPa
700hPa,

1060 hPa
SOOhPa,

95%

)

Dridhje, sinusoidale
Goditje

Pérplasje

10 Hz deri né 500 Hz: 0,59
30 g, kohézgjatja 6 ms
10 g, kohézgjatja 6 ms
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13. AKSESORET DHE PJESET E KEMBIMIT

Artikulli Numri i pjesés
Porta 2418-P-5002
Mbéshtetésja e kokés 2418-P-7000
Kompleti i furnizimit me energji EP29-32777
Canta ku mbahet "TonoCare" 3418-P-7000
Mbrojtésja e fytyrés sé tonometrit 2415-P-7038
Tipi i letrés sé printimit 2208-L-7008

14. INFORMACIONE PER PAKETIMIN DHE ASGJESIMIN

Asgjésimi i pajisjeve té vjetra elektrike dhe elektronike

Ky simbol né produkt ose né paketimin dhe udhézimet e tij tregon se ky produkt
nuk trajtohet si mbetje shtépiake.

Pér té zvogéluar ndikimin né mjedis té WEEE (Mbetjet e Pajisjeve Elektrike

dhe Elektronike) dhe pér té minimizuar véllimin e WEEE gé hyjné né landfill,
. inkurajojmé qé né fund té jetégjatésisé sé produktit, kjo pajisje té riciklohet dhe

ripérdoret.

Nése keni nevojé pér mé shumé informacion mbi ripérdorimin dhe riciklimin e
mbledhjes, ju lutemi kontaktoni Departamentin e Pajtueshmérisé B2B né numrin 01691
676124 (+44 1691 676124). (Vetém né Mbretériné e Bashkuar).

Cdo incident i réndé qé ka ndodhur né lidhje me pajisjen duhet t'i raportohet prodhuesit
dhe autoritetit kompetent té Shtetit tuaj Anétar.
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15. SHTOJCA

15.1 PERSERITJA DHE RIPRODHIMI

Pérséritja dhe riprodhimi i "TonoCare" u vlerésuan duke matur njé sy testues té kontrolluar né ményré
manometrike.

Pérséritia u mat duke pérdorur njé pajisje té vetme "TonoCare" dhe njé seri prej aférsisht 50 leximesh
individuale pér secilén nga 5 vlerat e presionit, té ndara né ményré té barabarté mes intervalit té
punés 5 deri né 50 mmHg. Referencat e leximeve u verifikuan me njé matés presioni referencé dhe njé
pajisie "Pulsair IntelliPuff". Leximet e déshtuara u refuzuan dhe u llogaritén mesataret e 3 leximeve
té mépasshme pér té dhéné njé set prej aférsisht 16 matjesh né secilén nga 5 vlerat e presionit.
Rezultatet déshmojné devijime standarde gé variojné nga 0,14 mmHg né 1,11 mmHg brenda
intervalit t& presionit 5 deri né 50 mmHg pérkatésisht.

Riprodhimi u vlerésua duke analizuar matjet nga tre njési té ndryshme "TonoCare" nga dy operatoré
té ndryshém né 5 vlera presioni té ndara né ményré té barabarté mes intervalit té punés 5 deri né

50 mmHg. Dy matje (mesatarisht 4 lexime) né 5 vlerat e presionit jané marré pér secilén nga gjashté
rastet e testimit (¢do operator duke pérdorur secilén nga tre pajisjet "TonoCare").

Njé Analizé e Variancés (ANOVA) qé u krye pér té dhénat tregon njé vleré p mé pak se 0,05 dhe njé
vleré R né katror prej 98% ose 99%, gé nénkupton riprodhim té shkélgyer midis operatoréve dhe
pajisjeve.

15.2 TE DHENAT E PERFORMANCES KLINIKE

Pérmbledhje

Tonometri pa kontakt "TonoCare" (NCT) i Keeler u krahasua me Tonometrin e aplanacionit "Perkins"
(AT) pér té vlerésuar nése "TonoCare" plotéson kérkesat e 1SO 8612 (té krahasueshme me ANSI
780.10) né testimin e pérputhshmérisé sé dizajnit.

"Perkins AT" pérdor té njéjtin parim bazé si "Goldmann AT", domethéné, ndryshimin e forcés sé
aplikuar pér té aplanuar njé zoné fikse té kornesé. Té dy instrumentet kané njé "kon" té aplanuar té
pérbéré nga dy prizma me maja té bashkuara pér té aplikuar njé forcé té jashtme né kornené pér té
identifikuar dhe sheshuar sipérfagen e saj.

Ka disa artikuj shkencoré gé u referohen té dy instrumenteve si tonometra standardé referencé dhe
vecanérisht Perkins AT si pajisja e njéjté portative e Goldmann AT (Wessels, I.F et al., 1990), (Carlos
Garcia-Resua et al 2006), i dobishém pér vizita né banesa dhe pér pacientét me probleme me lévizjen.

Dy vézhgues me pérvojé morén té dhéna nga 144 sy té kualifikuar, duke matur IOP-té qé varionin
nga 7 mmHg-23 mmHg né 50 pjesémarrés dhe IOP-té mé té médha se 23 mmHg né 22 pjesémarrés.
Rezultatet e studimit déshmojné se matjet e IOP té marra me "TonoCare NCT" kur krahasohen me
tonometrin referecné "Perkins (AT)" nuk e kalojné tolerancén +5 mmHg né tre intervalet e IOP né
143 sy, me vetém 1 sy qé e tejkalon kété tolerancé pér IOP té matur > 23 mmHg. Kjo vleré éshté
shumé mé e ulét se kérkesa gé jo mé shumé se 5% e diferencave té ciftuara midis "TonoCare" dhe
tonometrit referencé duhet té jené jashté tolerancés + 5 mmHg né tre intervalet e IOP-sé.

Né pérgjithési, mesatarja e diferencave té I0P midis "TonoCare" dhe "Perkins AT" ishte <0,01

mmHg, me njé mesatare prej -0,2 mmHg, qé tregon se "TonoCare NCT" éshté i barasvlershém me
tonometrin e aplanacionit.
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Metodat

Studimi i kryer ishte njé studim i térthorté me njé vizité té vetme, né njé gendér té vetme, jo rastésor,
pa anonimizim té dhénash. Né kété studim u morén matje té IOP-sé né ¢do sy té kualifikuar me
"TonoCare" dhe me tonometrin standard té referencés "Perkins".

Subjektet u rekrutuan sipas kritereve té méposhtme té kualifikimit dhe pérjashtimit.

Kriteret e kualifikimit
e Subjektet duhet té jené mbi 18 vjec
e Subjektet duhet té kené kornea té shéndetshme pa kundérindikacione pér matjet e IOP-sé

Kriteret e pérjashtimit

e Subjektet me vetém njé sy funksional

e Subjektet me njé sy gé kané fiksim t& dobét ose té ekscentrik

e Astigmatizém i larté korneal (> 3D)

e Carje té kornesé, kirurgji té kornesé (pérfshiré kirurgjiné e kornesé me lazer)

e Mikroftalmozé

e Buftalmosé

e Pérdoruesit e lenteve té kontaktit

e Sytéthaté

e Shtrydhés té gepallave

e Nistagmus

e Keratokonus

e (do patologji ose infeksion tjetér i kornesé ose konjuktivés

U rekrutuan gjithsej 74 pjesémarrés té kualifikuar, me 2 pjesémarrés (2,7%) té pérjashtuar. Arsyeja
e pérjashtimit té dy pjesémarrésve ishte pér shkak té pulitjes sé tepért té syrit ose ankthit gé shkaktoi
qé pacientét t& mbanin frymén. Nga 72 pjesémarrésit e pérfshiré, IOP u mat né té dy syté e té gjithé

pjesémarrésve me "TonoCare" dhe "Perkins AT", duke nxjerré matje té ciftuara té I0P-sé pér njé
total prej 144 sysh.

Rezultatet

Tabela 1 mé poshté jep njé pérmbledhje té karakteristikave té IOP-sé té grupit, duke treguar se matjet
kané shpérndarje té ngjashme.
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Tabela 1: Pérmbledhje e matjeve té 10P-sé nga "TonoCare" dhe "Perkins AT".

"TonoCare" Perkins AT
N, syté (pacientét) 144 (72) 144(72)
|0P mesatare, mmHg 21,2 21,2
|0P mesatar, mmHg 18,0 17,0
SD*, mmHg 79 8,0
Intervali, mmHg 11,8 deri né 46,3 11,0 deri né 41,0
IOP 7 deri né 16 mmHg, 42(29,2) 51(35,4)
n (%)’
IOP 17 deri né 23 mmHg, 58 (40,3) 49 (34,0)
n (%)
I0P >23 mmHg**, n (%) 44.(30,6) 44.(30,6)

Asnjé strukturé ciftimi nuk éshté pérmbledhur né kété tabelé. *Devijimi standard.
' Pér analizat e néngrupeve pérdoren vetém kategorité e IOP-sé nga "Perkins AT", n éshté dhéné pér sa i pérket syve.

** Pér té marré matje né kété interval, u krye njé proceduré pérmbysjeje né njé néngrup pjesémarrésish gjaté marrjes sé
matjeve té |OP-sé.

Tabela 2 kategorizon ndryshimet absolute midis matjeve té IOP-sé me "TonoCare" dhe "Perkins AT"
>5 mmHg né pérgjithési, dhe brenda 3 néngrupeve té IOP-sé. Njé ndryshim mé i madh se toleranca
prej + 5 mmHg u vu re né 1 (0,7%) sy nga 144, shumé mé poshté nivelit maksimal prej 5% sipas
standardit.

Tabela 2: Dallimet midis matjeve té IOP-sé me "TonoCare" dhe "Perkins AT" >5 mm Hg
né pérgjithési, dhe brenda 3 néngrupeve té 10P-sé.

Grupi i IOP-sé*

7 deri né 17 deri né ox .
Diferenca* 16 mmHg 23 mmHg >23 mmHg Totali
Nuk e tejkalon 51 49 43 143
+5mm Hg
E tejkalon 0 0 1 1
+5mmHg
Totali 51 49 44 144

* 10P me "TonoCare" — 0P me "Perkins AT". 'Bazun né IOP-né e matur me "Perkins AT".

** Pér té marré matje né kété interval, u krye njé proceduré pérmbysjeje né njé néngrup pjesémarrésish gjaté marrjes sé
matjeve té IOP-sé.
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Parametrat pérmbledhés té diferencave midis cifteve t& matjeve té IOP-sé me "TonoCare" dhe
"Perkins AT" jané dhéné né tabelén 3 mé poshté, pér kampionin e ploté dhe sipas secilit grup té
IOP-sé. Né pérgjithési, mesatarja e diferencave té I0P-sé midis "TonoCare" dhe "Perkins AT" ishte
<0,01 mmHg, me njé mesatare prej -0.2 mmHg. Kufijté 95% té marréveshjes, bazuar né mesataren
e diferencave té I0P-sé +1.96 x devijimi standard i diferencave té IOP-sé ishte -3,4 mmHg né +3,4
mmHg.

Tabela 3: Matjet pérmbledhése té diferencave té IOP-sé té marra me matjet me
"TonoCare" dhe "Perkins AT", té pérmbledhura né pérgjithési dhe brenda 3 néngrupeve
té I0P-sé.

Grupi i IOP-sé"

e | e | e | wpis
[mmHg] (n=51) (n=49)

Mesatare 0,3 0,2 -0,6 0,0
Mesatar 0,2 0,2 0.9 -0,2

SD* 13 1,5 2,1 1,7

IQRS -0,4dering 1,2 | -0,8dering1,0 | -1,8deriné0,1 | -1,0 deriné 1,0
Intervali 3deriné4 | -4,0dering4,0 | -38deriné6,2 | -4,0 dering6,2

" Bazuar né IOP té matur me "Perkins AT". *Devijimi standard. *Intervali ndérkuartilor.
** Pgr té marré matje né kété interval, u krye njé proceduré pérmbysjeje né njé néngrup pjesémarrésish gjaté marrjes sé
matjeve té IOP-sé.

U arrit né pérfundimin nga investiguesit se nuk ka dallime domethénése klinike né matjet e I0P midis
tonometrave dhe se "TonoCare" éshté né pérputhje me standardin e detajuar.
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Kullanim talimatlarina basvurun Genel uyari isareti

Uyart: Iyonlastirici olmayan

Uretim tarihi
radyasyon

Uretici adi ve adresi

(13
oM]
wd
Uretilen ke
i

Uyart: Elektrik

Uyari: Optik radyasyon

Atik Elektrikli ve Elektronik
Cihazlanin (WEEE) geri
donistimii

o e

Uyari: Zemin seviyesinde engel

Bu taraf Uste gelmelidir Kuru tutun

BF tipi tatbiki parca Hassas

/H/ Sicaklik siniri
Avrupa Toplulugunda yetkili
E temsilci

UK  |United Kingdom Conformity Conformité Européene ve SGS
CRA | Assessed ve SGS UK'nin Belgium NV'nin Onaylanmig
0120 | Onaylanmis Kurulug numarasi Kurulus numarasi

Katalog numarasi

@ Seri numarasi
Tibbi cihaz

@9@ Ceviri

Keeler TonoCare; 93/42/EEC Direktifi, 2017/745 Yonetmeligi (AB) ve 1SO 13485 Tibbi Cihazlar Kalite Yonetim Sistemlerine
uygun olarak tasarlanmis ve Gretilmistir.
Siniflandirma:  CE/UKCA: Sinif lla

FDA: Sinif Il
Bu el kitabinda yer alan bilgilerin tamami veya bir kism, tireticinin daha 6nceden yazili izni olmaksizin cogaltilamaz.
Surekli Uriin gelistirme politikamiz kapsaminda (retici olarak bu belgede yer alan teknik bilgilerde ve diger bilgilerde
o6nceden haber vermeksizin degisiklik yapma hakkimizi sakli tutariz.
Bu IFU (Kullanim Kilavuzu) ayrica Keeler BK ve Keeler ABD web sitelerinde de yer almaktadir.
Telif hakki © Keeler Limited 2023. 2023'de Birlesik Krallik'ta yayimlanmistir.

Ambalaj hasar gormusse
kullanmayin

P @

Isvicre'de yetkili temsilci
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Sinif Il ekipman

Atmosferik basing sinirlamasi

Nem siniri
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Kontrollerde ve ekranda kullanilan semboller
Bu semboller calistirma sirasinda cihazda ve ekranda kullanilacaktir.

Cihaz Kontrolleri

Ekran Sembolleri

Aciklama

Acik/Bekleme Istk Aydinlatma LED'lerini A¢/Kapa

diigmesi m

Menii diigmesi m Ses isitilebilir uyanlan Ac/Kapa

Geri digmesi Saat Sistem saatini ayarla

Manuel tetik @ Tarih Sistem tarihini ayarla

OD/0S dugmesi m IOP Formati | I0P formatini se¢ (XX / XX, X)

Yazdirma diigmesi Pakimetri Pakimetri secenekleri KAPALI/

F‘! ACIK/TETIK
("TRIGGER (TETIK)" olarak
Sesler ayarlanirsa pakimetri secenegi
DUSUK | K&til veya gegersiz yalp|zca olctilen 10P degeri
TONDA okumalgr ge¢ 1? ten buyuk oldugunda
gosterilir)
Parlaklik Ekranlar icin parlakligi ayarla
Tiz Elde edilen m (1 ve 15 arasinda deger)

Slciimleri i

oimierin geer Kendi Sistemde kendi kendine test

seti X

Kendine baslat
Test
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1. KULLANIM ENDiIKASYONLARI

Bu cihazlarin, yalnizca uygun egitimi almis ve yetkili saglik hizmetleri profesyonelleri tarafindan
kullaniimast amaglanmistir.

A TonoCare Non Kontakt Tonometre yalnizca egitimli personel tarafindan
kullaniimalidir. ABD Federal Yasasi uyarinca bu cihaz yalnizca bir hekim
tarafindan veya bir hekimin talimatiyla satilabilir.

11 KULLANIM AMACI/QALI§MA PRENSIBI

Keeler TonoCare Tonometre kornea astigmatizmasi 3D'den az olan insan gézlintin goz ici basincini
(I0P) 8lgmek icin tasarlanmig, elde kullanilan ve bataryayla calisan non kontakt bir tonometredir.

Keeler TonoCare, kornea astigmatizmasi yiiksek (>3D) hastalarda kullanilmamalidir.

Keeler TonoCare Tonometre, genel aplanasyon tonometresinin bir cesidi olan ancak géziin
ylizeyiyle dogrudan temas gerektirmeyen hava uyarimli tonometri ilkesiyle calisir.

Aplanasyon tonometresi, Imbert- Fick kanununun dogrudan uygulamasi olan mekanik uyaricilar
araciligiyla korneanin tanimli bir alanini dtizlestirmek icin gerekli gtictin es degeri olarak IOP'yi
dogru sekilde dlcmeye yonelik bir teknolojidir.

Hava uyarim tekniginde sinirli basinca ve hacme sahip bir miktar hava korneanin merkezine
yonlendirilmeli ve kornea ylizeyinden yansiyan bir isin demetinin elektriksel dlcimi araciliiyla
korneanin dnceden tanimlanmis diizlesmesi tespit edilmelidir.

2. GUVENLIK
21 FOTOTOKSISITE

ﬁ DIKKAT: Bu cihazdan yayilan isik potansiyel olarak tehlikelidir. Maruz kalma
stiresi ne kadar uzun olursa okiiler hasar riski de o kadar biiyiik olur.

Keeler Tonometreler icin herhangi bir akut optik tehlike saptanmamis olsa
da ilgili tani icin hastanin retinasina ulasan 1sigin yogunlugunu miimkiin
olan en disiik diizeyde tutmanizi dneriyoruz. Cocuklar, afaki g6z rahatsizhgi
ve goz rahatsizliklan olanlar daha fazla risk altindadir. Ayni yiiksek risk,
retinanin 24 saat icinde goriiniir bir 1sik kaynagina sahip ayni veya benzer
bir cihaza maruz kaldiginda da gecerlidir. Bu dzellikle retinanin 6nceden bir
flas ampulii ile fotograflanmasi durumunda gecerlidir.

Keeler Ltd., talep edilmesi halinde kullaniciya aletin ilgili spektral ¢iktisini
gosteren bir grafik temin edecektir.

2.2 UYARILAR VE ONLEMLER

Cihazlanmizin dogru ve gtivenli calismasi icin, ancak cihaz ve aksesuarlarinin Keeler Ltd'e ait
olmasi durumunda garanti verilebilecegini litfen unutmayin. Baska aksesuarlarin kullaniimasi,
elektromanyetik emisyonlarin artmasina veya cihazin elektromanyetik bagisikliginin azalmasina
yol acabilecedi gibi hatali calismaya neden olabilir.
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Cihazlarin giivenli bir sekilde calistigindan emin olmak icin asagidaki dnlemleri uygulayin.

A UYARILAR

e Gorlinir bir hasar varsa cihazi kesinlikle kullanmayin ve herhangi bir hasar belirtisi veya yanlis
kullanima kars cihazi diizenli olarak kontrol edin.

e Kullanim 6ncesinde Keeler Griintinliziin taginma/saklama asamalarinda hasara ugrayip
ugramadigini kontrol edin.

e ABD Federal YasasI uyarinca bu cihaz yalnizca bir hekim tarafindan veya bir hekimin
talimatiyla satilabilir.

e Cihazin hastane, goz klinikleri ve optometri uygulamalar gibi cesitli klinik ortamlarinda
kullanilmasi amaclanmistir.

e Yalnizca onaylanmig Keeler gli¢ kaynagi EP29-32777 kullanin. Aksi takdirde cihaz diizgiin
calismayabilir.

e TonoCare 10°C'nin altindaki sicakliklarda taginacaksa cihazi kullanmadan dnce oda
sicakligina alismasi icin en az U saat bekletildiginden emin olun.

e Dogru kullanimi ile ilgili personeli egitmek cihazin sahibinin sorumlulugundadir.

e Ortam sicakligl, atmosfer basinci ve/veya bagil nem bu el kitabinda belirtilen sinirlarin disinda
oldugunda cihazi hichir zaman kullanmayin.

e Yanial gazlarin/sivilarin olmasi halinde veya oksijenin bol oldugu bir ortamda kullanmayin.

e Bu cihazin, yalnizca uygun egitimi almis ve yetkili saglik hizmetleri profesyonelleri tarafindan
kullaniimasi amaglanmistir.

e Bu cihaz herhangi bir siviya batinimamalidir.
e Yerlestirme Istasyonunun tizerine El Unitesi ve Alin Desteginden baska hicbir sey koymayn.

e TonoCare kablosuz teknolojiyle kullaniimak {izere tasarlanmamistir. Yerlestirme Istasyonunun
lizerindeki USB portuna kablosuz donanim takmayin.

o Elektrik fisi, cihazin sebekeyle baglantisini kesmek icin kullanilir. Gli¢ anahtarinin ve elektrik
fisinin her zaman erisilebilir olmasini saglayin.

e Cihaz, elektrik fisini duvardaki prizden ¢ikarmayi zorlastiracak bir pozisyonda yerlestirmeyin.

o Sebeke glic adaptorini hasarli bir elektrik prizine takmayin.

o Cihazin teknik ozelliklere aykir kullaniimasi veya bir ariza olmasi elektrik
f carpmasina, fazla isinmaya ve/veya yaniklara yol acabilir.
L]

Takilip diisme ve kullaniciya zarar verme riskini ortadan kaldirmak icin elektrik
kablolarini gtivenli bir sekilde bir araya toplayin.

A\ DiKkaT

e Sadece Keeler tarafindan onaylanmis orijinal parca ve aksesuarlari kullanin; aksi takdirde
cihaz glivenligi ve performansi tehlikeye disebilir.
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Cocuklarin ulasamayacagi yerde muhafaza edin.

10P 6lctimlerinin dogrulugunun; kornea kalinligindaki farkliliklar, dogal yapisal faktérler veya
refraktif kornea cerrahisi nedenleriyle kornea rijiditesindeki farkliliklardan ve degisikliklerden
etkilendigi bilinmektedir. IOP dl¢iimii esnasinda bu faktorlerin dikkate alinmasi tavsiye edilir.

Yogusma olusmasini dnlemek icin kullanmadan 6nce aletin oda sicakligina gelmesini
bekleyin.

TonoCare'i duvara monte etmeyecekseniz montaj deliklerini kapatan etiketler yapistirin.
Yalnizca Keeler Talimatlarina uygun olarak duvara monte edin.

TonoCare; elektromanyetik bozulmaya neden oldugu bilinen kaynaklarin (manyetik
rezonans goriintiileme, bilgisayarli tomografi, radyo frekansi ile tanimlama, metal
dedektorleri, elektronik esya gozetimi ve diger elektromanyetik givenlik sistemleri) yakininda
calistinimamalidir.

On pencereyi ve baglik alanini bilyiik miktarda tozdan veya kiiciik partikiillerden uzak tutun.
Bu Grtin, 1siklandirmanin az/los oldugu bir ortamda kullaniimalidir.
Cihaz ilk kullanimdan énce en az 12 saat sarj edilmelidir.

Bataryanin ideal seviyede fonksiyon géstermesi igin 12 saatlik dongiiler halinde birkag kez
sarj edilmesi gerekecektir.

TonoCare kullaniimazken icinde birikmis olabilecek toz partikiilleri veya nemi dagitmak icin
cihazi kullanmadan 6nce Manuel Ategleme diigmesine basin.

Hasta tizerinde kullanmadan 6nce cihazin islevlerini Bolim 6'daki talimatlara gore kontrol
edin.

Hasta Yerlestirme Istasyonunun yakininda olmamalidir.

Yerlestirme istasyonundaki elektrik temas noktalarina ve hastaya ayni anda dokunmayin.
Alin Destegi aliminyumdan yapilmistir ve hastayla temas edebilecek tek parcadir. Cihazin
muhafazasi PC-ABS'den yapilmistir. Bu materyallerden herhangi birine alerjiniz oldugunu
biliyorsaniz bu parcalara dokunmayin.

Yerlestirme istasyonundaki Alin Destegini baska bir cihaz icin kullanmayin; aksi takdirde
uriintin performansi tehlikeye disebilir.

TonoCare 6n pencere/baglik alaninin hastanin goziyle temas etmesinden kaginiimalidir.
Yanliglikla temas etmesi durumunda 6n pencereyi ve cevresindeki alani Boliim 3.1'de yer alan
temizleme talimatlarina gdre temizleyin.

Ciktilarin EI Unitesindeki okuma degerleriyle eslestigini daima kontrol edin.

Yalnizca kapalr alanlarda kullanim icin uygundur (nemden koruyun).

icerisinde kullanici tarafindan onarilabilecek parcalar bulunmamaktadir. Daha fazla bilgi icin
yetkili servis temsilcisi ile iletisime gegin.

Kisisel yaralanma veya ekipmanin hasar gérme riskini dnlemek icin temizlik/rutin bakim ile
ilgili talimatlara uyun.

Bu kullanim kilavuzunda yer alan talimatlara gore tavsiye edilen rutin bakimin
gergeklestirilimemesi driiniin calisma émriini kisaltabilir.
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e Cihazin diizenli olarak kullanilmamasi durumunda optimum batarya émri icin her ay en az
12 saat boyunca sarj edilmelidir.

e Kullanim stiresi bittiginde yerel cevre kilavuzlarina (WEEE) gore bertaraf edin.

Bakim

e Cihaz performansini sirdtirmek, giivenligini ve etkililigini saglamak igin Bolim 9'daki
talimatlara uygun onarimlar gergeklestiriimelidir.

®  Yalnizca Bélim 3.1'de verilen talimatlara gére zararli maddelerden arindirin/temizleyin.

e Cihazin diizenli olarak kullanilmamasi durumunda optimum batarya émri icin her ay en az
12 saat boyunca sarj edilmelidir.

2.3 KONTRAENDIKASYONLAR

Bu cihazin, asagida belirtilen kontrendikasyonlarda aciklananlar disinda kullanilabilecegdi hasta

popiilasyonu ile ilgili herhangi bir kisitlama yoktur.

I0P 6lctimlerinin dogrulugunun; kornea kalinligindaki farkliliklar, dogal yapisal faktérler veya
refraktif kornea cerrahisi nedenleriyle kornea rijiditesindeki farkliliklardan ve degisikliklerden
etkilendigi bilinmektedir. IOP dl¢iimi esnasinda bu faktorlerin dikkate alinmas tavsiye edilir.
Keeler TonoCare, kornea astigmatizmasi yiiksek (>3D) hastalarda kullanilmamalidir.

3. TEMIZLIK TALIMATLARI

DiKKAT: Bu tonometre yalnizca tanimlandigi sekilde elle ve herhangi bir
siviya batirmadan temizlenmelidir. Otoklav yapmayin veya temizleme
sivilarina batirmayin. Temizlemeden dnce mutlaka gii¢ kaynaginin
baglantisini kesin.

3.1 HAVA UFLEME BORUSUNDAKI LENSi HAFTADA BIR KEZ TEMIZLEYIN:
1. Kulak temizleme cubugunu deiyonize su/deterjan soliisyonuyla slatin (hacim olarak %2
deterjan).
2. Cubudun ucunu lensin etrafinda daireler cizerek hareket ettirin.
Lensin lekelenmesini dnlemek icin ilk daire hareketinden sonra cubuk atilmalidir.

4. Hava Ufleme Borusundaki lense hastanin tarafindan bakin. Gézyas film tabakasinin izleri
hala gorilebiliyorsa temizlenene kadar yukaridaki adimlar tekrarlayin.

Not: Temizleme esnasinda Hava Ufleme Borusu diizenegine zarar vermemeye 6zen gésterilmelidir.

DIKKAT: Temizleme esnasinda Hava Ufleme Borusu diizenegine zarar
vermemeye ozen gosterilmelidir. Hava Ufleme Borusundaki lensi hicbir
zaman kuru bir kulak temizleme cubugu veya bezle temizlemeyin. Hava
iifleme borusundaki lensi hicbir zaman silikon icerikli kumas veya bezle
temizlemeyin.
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3.2 EL UNITESINi HER GUN VE HER HASTADAN SONRA TEMIZLEYIN.

1. Dis yiizeyini deiyonize su/deterjan soliisyonu (hacim olarak %2 deterjan) veya su/izopropil
alkol soltisyonu (hacim olarak %70 IPA) ile nemlendirilmis temiz, emicj, tliy birakmayan
bir bezle silin. On pencere gibi optik yiizeylerde deiyonize su/izopropil alkol soliisyonu
kullanmaktan kaginin. Bu ylizeyler yalnizca deiyonize su/deterjan soliisyonuyla temizlenmelidir.

2. Cihaza agini soliisyon girmemesine dikkat edin. Bezde agin miktarda ¢ézelti olmamasi igin
temkinli davranin.

Yiizeyler, temiz ve tlly birakmayan bir bezle, dikkatlice elle kurulanmalidir.
4. Kullanilmis temizlik malzemelerini glivenli bir sekilde bertaraf edin.

4. KURULUM
Bu boliim, TonoCare'i ambalajindan ¢ikarma ve kullanima hazirlama talimatlarini icermektedir.

DIKKAT: Ambalaji actiginizda harici hasar veya kusur olup olmadigin,
ozellikle muhafazada hasar meydana gelip gelmedigini kontrol edin.
Tonometrede bir sikinti oldugundan siiphelenirseniz iiretici veya
distribiitorle irtibata gecin.

Gerekirse kapama plakasini uygun elektrik fisi adaptériiyle degistirin veya IEC 60320 TiP 7
konektorii (birlikte verilmez) kullanin.

4.1 GEREKLI ALETLER
*  Maket bicag

Duvara montaj icin:

e Kursun kalem

e Suterazisi

o Elektrikli matkap

e PH1 tornavida

4.2 PAKETIN iCINDEKILER

TonoCare cihazinizla birlikte sunlar temin edilmistir:

o Bagimsiz IOP 8lciimleri icin 6nceden takilmis bataryali El Unitesi.

e Yazdirma, verileri disa aktarma ve sarj etme fonksiyonlari icin Yerlestirme istasyonu.

*  Yerlestirme Istasyonunun duvara monte edilmesi icin 4 vida ve 4 diibelle birlikte metal
duvara montaj plakasi.

 El Unitesini dogrudan (taginirken) veya Yerlestirme Istasyonu araciligiyla sarj etmek icin gii¢
kaynag.

*  Yerlegtirme Istasyonundaki yazicida kullaniimak iizere istya duyarl kagit rulosu.

e Kullanim Talimatlarini iceren USB cihazi.
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e Genisletilebilir Alin Destegi.

o Verileri ice aktarmak iizere Yerlegtirme Istasyonu ile bilgisayar (temin edilmez) arasinda
baglanti icin USB kablosu.

e Hastayla kullanici arasinda koruma katmani olusturmak icin Tonometre Yiiz Siperi.

4.3 MASAUSTU KURULUMU
1. Uriin ambalajini ok yukaryr isaret edecek sekilde yerlestirin.

2. Kutunun Ust kismini mihirleyen bandi kesmek ve ambalajin icindekileri kaplayan strafor
katmanini ¢lkarmak icin maket bicagi kullanin.

Maket bicagini kullanirken keskin kenarlarinin ve miihiirlenmemis karton
kenarlarinin yaralanmaya sebep olmamasina dikkat edin.

3. VYerlestirme istasyonunu kaldinp ambalajdan cikarin ve TonoCare kullaniimazken sarj etmek
istediginiz temiz bir alana yerlestirin.

Q TonoCare El Unitesi, Yerlestirme istasyonunun yakininda kullaniimamalidir.

4. Temin edilen istya duyarl kagit rulosunu Boltim 8'deki talimatlara gore takin.

El Unitesini ambalajdan cikarin, sapini Yerlestirme Istasyonunun alt kismindaki bosluga
yerlestirin, Olglim Penceresini de Yerlestirme Istasyonunun Gst kismina dogru kaydirin.
Kullanmadan 6nce TonoCare ekranini, On Pencereyi ve IR Pencereyi kaplayan koruyucu filmi
¢gikarin.

6. Alin Destegini ambalajdan cikarin ve Yerlestirme istasyonunun tizerinde bu parca icin
ayrilmis alana miknatislarla tutturun.

7. Giic kaynagini ambalajdan cikarin ve Yerlestirme istasyonunun arka tarafina takin. Ulkeniz
icin uygun adaptdri taktiktan sonra AC girisine baglayin.

Kullanicinin takilip diisme ve cihaza zarar verme riskini ortadan kaldirmak
icin elektrik kablolarini giivenli bir sekilde bir araya toplayin.

8. El Unitesindeki LED gdsterge, TonoCare bataryasinin sarj oldugunu géstermek icin
yanmalidir.

9. Verileri ice aktarmak (izere Yerlestirme istasyonu ile bilgisayar (temin edilmez) arasinda
baglanti icin temin edilen USB kablosunu kullanin. Bilgisayar EN 60601-1 uyumlu olmalidir
(bkz. Bolim 12).

4.4 DUVARA MONTAJ KURULUMU
1. Ozellikle elektrik fisinin yoninii ve hasta tarama pozisyonunu degerlendirerek TonoCare
Yerlestirme Istasyonunuzu kullanmak istediginiz yeri dikkatle secin. Ana gli¢ baglantisini
kesmeye yarayan elektrik fisinin her zaman erisilebilir oldugundan emin olun.
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TonoCare El Unitesi, Yerlestirme istasyonunun yakininda kullaniimamalidir.
Matkapla delme siireci tesisata zarar verebilecegi ve yaralanmalara
neden olabilecegi icin Yerlestirme istasyonu aktif tesisatin iizerine monte
edilmemelidir. Onerilen yiikseklik 1,2 metredir (4 fit).

2. Tespit vidalarinin konumunu kursun kalemle isaretlemek icin sablon olarak metal plakayi
kullanin. Yatay hizalama saglamak icin su terazisini plakanin tabaninda tutun.

3. Onceki adimdan kalan isaretleri izleyerek uygun boyutta delikleri matkapla delin.

Matkapla calistirirken ¢ok dikkatli olun ve cihazla birlikte temin edilen
talimatlara uyun.

4. Onceki adimda deldiginiz deliklere diibelleri takin ve PH1 tornavida kullanarak temin edilen
vidalarla metal plakayr duvara sabitleyin.

5. Metal plakadaki 2 tespit pimi muhafazanin arka kismindaki deliklere girecek ve
plaka Gniteyi asagidan destekleyecek sekilde Yerlestirme Istasyonunun duvara montaj
plakasindaki konumunu belirleyin.

6. Artik giic kablosunu Yerlestirme istasyonuna takabilir ve sebekeye baglayabilirsiniz.
Yerlestirme Istasyonunun glicti agildijinda iki kez 151k yanip sdnecektir. Giig agildiginda el
Unitesini yerlestirin.

5. TONOCARE'i KULLANMA

Bu boliim, TonoCare kumandalari ve gdstergelerinin nasil yorumlayacagi ve cihazi kullanarak
hastalarda nasil I0P dl¢iimii yapilacadi konusunda kullaniciya talimatlar vermektedir.

Cihazi hastalar iizerinde kullanmadan 6nce TonoCare kullanarak I0P 6l¢iim
yapma talimatlariyla ilgili bilgi edinin.

5.1 KUMANDALAR VE GOSTERGELER '—o
El Unitesi

Ustten gériiniim ©
Alin Destegi montaji e

Manuel Tetik

0D/0S diigmesi 0o—
LED gosterge e 9

Dijital Ekran

Ac¢ma/Kapama

Yazdirma diigmesi o/ \e
Menii diigmesi

Geri diigmesi

000000000
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Not: TonoCare Uzerindeki LED gésterge sarj olurken yanip soner ve tamamen sarj oldugunda

sabit kalir.

Kullanicr agisindan ve sol taraftan goriiniim

® Ain Destegi
o—

m Goz Mercegi

Tonometrenin altindan goériiniim
Sarj temas noktalari

@ Glg girisi

@

\® o
Hasta acisindan goriiniim /-
@ Hava Ufleme Borusu ve penceresi (16]
@ LED gosterge
@ Kizil6tesi verici

Yerlestirme istasyonu
Arkadan goriiniim

Sarj temas noktalari
@ KizilGtesi alici

® vaza kapagi

@ Duvara montaj
delikleri

~e

/0
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Alttan goriiniim
@ Glg girisi @
@ USB arayiizi — Tonometrenin ham veri yiiklemek

amaayla bir PC'ye baglanmasini saglar.

El Unitesinin Yerlestirme
Istasyonundaki
konumunun goriiniimi

5.2 MENU HARITASI

Yazilim Men(isiinG agmak icin Meni digmesine basin. Yazilim Menisiindeyken seciminizi
degistirmek icin Menii diigmesini, onaylamak icin Yazdirma diigmesini ve dnceki meniiye gitmek
icin Geri dtigmesini kullanin. Rehberlik icin 14. sayfadaki sekilde gosterilen Menii Haritasini
kullanin.

e Baslatma sirasinda yazilm
Onayla (Yazdirma diigmesi) degisikligi gériintillenir

Secimi degistir (Menii diigmesi)

Onceki meniiye geri don
(Geri diigmesi)
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Isik Sesli ikaz Saat Tarih Goziinirliik ccT Parlaklik Ke"z?:: iTest
~QN = B9 EN D
Agmal Agmal Agmal Agmal Agmal
Kapama Kapama DD AA XXX Kapamal Kapama Kapama

" Tetik
Yy

6. ('.')L(;UM PROSEDURU
6.1 RUTIN KONTROLLER VE FONKSIYONEL TESTLER
1. Ginlik kullanimdan énce El Unitesi ve Yerlestirme Istasyonunda gézle inceleme yaparak
gorlntr hasar belirtileri olup olmadigini kontrol edin. Tonometrenin herhangi bir darbeye
maruz kaldigindan veya icine nem girdiginden siipheleniyorsaniz tonometreyi kullanmayin.
Oneri icin Keeler veya yerel hizmet merkezinizle irtibata gecin.

2. Keeler, EI Unitesinin calistigini teyit etmek icin her hafta kendi kendine test yapilmasini
tavsiye etmektedir. Boylece hava plskirtme sisteminin ve basing sensoriiniin calistigi teyit
edilir. Kendi kendine test zelligine erismek icin su adimlari izleyin:

Tonometrenin sebeke glic kaynagina takildigindan emin olun ve giicii agin.

Tonometreyi masa gibi diiz bir ylizeye yanlamasina yerlestirin. Tonometreyi elinizde
tutmayin.

Meni diigmesine basili tutun ve ekranda simgesi gdriinttilenene kadar
kaydirarak ilerleyin.

Yazdirma veya Geri diigmesini kullanarak ACIK olarak ayarlayin.
Mentiden ¢ikmak icin tekrar Menti diigmesine basili tutun (yaklasik 2 saniye).

Test devam ederken tonometre birkag kez hava plskirtecek ve ekranda bir dizi sayi
goriintlilenecektir.

Kendi kendine test tamamlandiginda tonometrenin basarili veya basarisiz oldugu
ekranda goriintilenecektir.

olmasi dl¢iimii geciktirebilir ve dogrulugunu olumsuz etkileyebilir.

Nabiz, solunum ve giinliik hayattaki dalgalanmalar karsisinda 10P farklilik
gosterebilecegi icin tek bir okuma degeri yanhs yonlendirici olabilir. Goz
kirpma, gozleri kisma, sivi alimy, fiziksel aktivite, viicudun konumu gibi diger
faktorler de I0P'yi etkileyebilir. Bu degiskenlerin sabit bir I0OP iizerindeki
etkisini azaltmak icin okuma degerini 4 kereye kadar 6lcmek gerekebilir.
Keeler, bagimsiz okumalar yerine dort okumanin ortalamasini kullanmayi
tavsiye eder.

a)
b)
9
d)
e)
f)
9
Q Olciimii baslatmadan énce hastayi hazirlamayi unutmayin. Hastanin kaygili
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TonoCare yazilimi okuma degerini algilar. Arka arkaya iki okuma degeri TmmHg icerisindeyse
daha fazla 6lctime gerek olmayabilecegini belirten isitilebilir bir bildirim sesi ¢ikarir.

6.2 CIHAZIN HAZIRLANMASI

1.

El Unitesini Yerlestirme Istasyonundan kaldirmadan batarya kapasitesinin tam
dolulugundan emin olmak icin LED géstergenin sabit oldugunu kontrol edin. Tam dolu bir
batarya, 2 giinliik yogun kullanima yetecektir. Zamanla performans bozulacaktir.

El Unitesini Yerlestirme Istasyonundan kaldirin ve Giic Acma diigmesine basin. El Unitesi 90
dakikadan uzun stire kullaniimazsa Bekleme Moduna girecektir.

6.3 HASTANIN HAZIRLANMASI

TonoCare tonometreyi kullanmadan énce hastanin kendini rahat hissetmesini saglamalisiniz

ve tercihen baglari desteklenerek optimum okuma konumunda olduklarindan emin olmalisiniz.
Clinki kaygr ve gerginlik elde edilen okuma degerlerini olumsuz etkileyebilir. Bunu basarmak icin
asagida belirtilen adimlari izleyin:

1.
2.

Hastanin rahat ve kendini serbest biraktigi bir pozisyonda durmasini saglayin.

Kontakt lensler ve gtizliik camlari yipranmigsa hastadan bunlari ¢ikarip normal bir sekilde
nefes alip vermelerini isteyin. Olciim prosediirii boyunca hastanin gézleri tam acik olmali ve
normal sekilde g6z kirpmalidir.

Hastay! rahatlatmak icin hastanin parmaklarindan birinde Manuel Tetik digmesini
kullanarak 6l¢tim prosediir(inii gosterebilirsiniz. Gosterdikten sonra tonometreyi sifirlayin
(OD/0S diigmesine uzun basarak).

Okuma degerini almadan dnce:

1.
2.

Iyi ve yansitici bir gdzyasi filmi elde etmek icin hastadan gézlerini kirpmasini istemelisiniz.
Hastanin ve tonometre optiginin dogrudan isik (yani spot isiklar veya giines 151g1) altinda
yer almadigindan emin olmalisiniz.

Hastanin gézlerin tamamen agik oldugundan emin olmalisiniz. Bu hastanin géz kapaklarini
gerdigi ve IOP'yi artirdigi g6z kisma hareketini engellemeye yardimai olur.

Okuma islemi boyunca kornea gozyasi filminin devamliligini saglamak icin hastanin ara sira
g0z kirpmasina izin vermelisiniz.

6.4 OKUMA DEGERINi ALMA
TonoCare ve hasta hazirlandiktan sonra okuma degeri almak icin hazirsiniz demektir.

1.

Onceki adimda yapmadiysaniz cihaz kullanilimazken icinde birikmis olabilecek toz
partikiilleri veya nemi dagitmak icin cihazi kullanmadan 6nce manuel tetik/demo
diigmesine basin.

TonoCare, dlgiilecek ilk géz olarak sag gézii otomatik olarak sececek sekilde
ayarlanmistir. Sol gozii se¢mek istiyorsaniz 0D/OS diigmesine basin. Istenen
g6z icin 6lciimii kaydettiginizden emin olun.
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7.

8.

El Unitesini baskin elinizde tutun ve yaklasik 30 cm (12 ing) mesafeden hastanin géziiyle
hizalanacak sekilde konumlandirin.

Alin Destedi hastanin alnina degene kadar tonometreyi hastayr dogru itin. Daha sabit
olmasi icin parmaklarinizi Alin Destegine dayayabilirsiniz.

Hastadan tonometrenin icindeki yesil hedefe odaklanmasini isteyin.

Tercih ettiginiz g6ziintizle hastanin géziinii gérebilecediniz sekilde goz merceginden bakin.
Konumlandirma halkasini hastanin limbusuna hizalarken tonometreyi ileri dogru hareket
ettirmeyi stirdiriin. Irisin tamaminin gériinmesi gerekmez, ¢iinkii géz kapagiyla kapanmig
olabilir. Olciim alanini hastanin gézbebegine odaklayin ve hilal seklinde yansiyan LED'leri
not edin. Bunlar da gézbebegi izerinde merkezi bir konumda olmalidir.

Tonometre hastanin gézline yaklasik 15 mm (0,5 ing) mesafede oldugunda tonometrenin
gdze gore konumunu gdsteren bir carpi isareti ortaya ¢ikar. Carpi isaretinin kenarlan, élcim
parantezlerinin kdselerinin hemen icerisinde olacak sekilde tonometreyi hareket ettirin.

Carpi isareti 6lciim alanindan daha biiyiik olmamalidir, ¢iinkii bu
tonometrenin goze fazla yakin oldugunu gosterir.

Carpi isareti dogru hizalama konumuna ulastiginda hafif bir hava uyarimiyla IOP okumasi
tetiklenir. Dogru sonuglan elde etmek icin gdzkapaklari ve kirpiklerin dlciim
parantezlerinden uzak oldugundan emin olun.

Hava iifleme sirasinda aplanasyon kaydedilmezse diisiik tonda bir ses
duyulur (menii ayarlarinda sesler etkinlestirilmisse) ve dahili ekranda iki
yildiz (**) goriintilenir.

Tonometrede bir I0P okuma degeri kaydedildiginden emin
olun.

*Carpi isaretinin 6lciim alanindaki
dogru konumu ve boyutu

Tonometreyi yavasca arkaya dogru hareket ettirin ve
hizalama pozisyonunu koruyarak hastanin birkag saniye
goziinii dinlendirmesine izin verin.

. Hasta baska bir okuma icin hazir oldugunda hizalamayi gdsteren carpi isareti tekrar ortaya

cikana ve tekrar okuma tetiklenene kadar tonometreyi yakinlastirin.

. Bagimsiz okumalardan alinan ortalama 6lgtim kabul edilebilir hale gelene kadar daha fazla

okumalar yapmak icin dnceki adimlari tekrarlayin.

. Art arda yapilan iki okuma degeri TmmHG icerisindeyse yeterli sayida okuma degerinin

alinmis olabilecedini belirten tiz bir ses duyulur (Kullanici Menisii Seceneklerinde Sesli
ikaz etkinlestirilmisse). Art arda iki okuma degeri birbirinin 1 mmHg icerisinde degilse
Keeler dort kereye kadar okuma degeri almayi ve bunlarin ortalamasini kullanmay tavsiye
etmektedir.
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13. Sol gdzden sag goze veya sag gozden sol gdze gegmek icin OD/OS diigmesine basin.
14. Tiim okuma degerlerini temizlemek icin OD/OS diigmesine basili tutun.

15. Yazdirma diigmesine basildiginda Yerlestirme istasyonuna takili yazicidan kagit cikti alinir.
Yerlestirme istasyonundaki ve EI Unitesindeki kizilitesi pencereler engellenmemeli ve
birbirlerine 1 m (3 fit) mesafede hizalanmis olmalidir. Yerlestirme Istasyonunun LED 1511 IR
veri aktarimi sirasinda yanip soner ve yazdirma sirasinda tamamen soner.

16. Yerlestirme istasyonu bir bilgisayara bagliysa Yazdirma diigmesine basildiginda (asagjida
aciklandigi sekilde seri port etkinlestirildigi stirece) ham veriler bilgisayara aktarilir.

6.5 CCT DUZELTME
1. Yazilim mentistini agmak iin Menii digmesine basili tutun. CCT diizeltme fonksiyonunun
etkinlestirildiginden emin olmak icin 14. sayfadaki Boliim 5.2'de verilen Men(i Haritasini
kullanin.

2. BirIOP 6l¢limiindi bulup getirmek icin sayfa 6.4/139. boliimdeki talimatlari izleyin. Uygun
bir ortalama okuma degeri elde edildiginde asagida gosterilen CCT is akisini takip edin.
Hasta icin secilen CCT grubu, pakimetre araciligiyla ayri olarak dlciilen grupla eslesmelidir.
Seciminizi dogrulamak icin Men digmesini kullanin.

3. CCT ekraninda ilgili gdziin altinda CCT grubu ve uygulanan diizeltme gdsterilir.
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TonoCare CCT Is Akisi
Gozlerden biri
veya her ikisi igin
okuma degerlerini
elde edin
0D/0S
n < Diigmesi > n
Menii diigmesi Menii diigmesi
Kisa basin Kisa basin
CCT iletisi CCT iletisi
(segim listesi) (segim listesi)

CCT ekranini
goster:

v

OD|

Geri diigmesi Geri diigmesi

0D/0S diigmesi
gegisleri:
1.0D
2.0D+CCT
3.08
4.08+CCT

10P 6lgiimlerinin dogrulugunun; kornea kalinhigindaki farkhhklar, dogal
yapisal faktorler veya refraktif kornea cerrahisi nedenleriyle kornea
rijiditesindeki farkliliklardan ve degisikliklerden etkilendigi bilinmektedir.
10P 6lciimii esnasinda bu faktorlerin dikkate alinmasi tavsiye edilir. Her
korneanin biyomekanik 6zellikleri farkhilik gésterebilir; bu da korneanin
nispi sertligi veya rijiditesinde ve dlciimde degisikliklere neden olabilir.
Dikkate alinmasi gereken diger faktorlerden bazilari kornea 6demi

ve rijiditeyi etkileme potansiyeli olan diger kornea anormallikleri (6r.
keratokonus, kornea nakli, capraz baglama) ile dogal yapisal faktorler veya
refraktif kornea cerrahisidir.
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7. YAZDIRMA

El Unitesindeki Yazdirma diigmesine basilarak sonuclar yazdinlabilir.

Tarih ve saat otomatik olarak dahil edilir (ayarlanmissa).

Hastanin isminin manuel olarak kaydedilmesi icin bir bosluk da birakilir.

Son dort bagimsiz okuma degeri tam say olarak (“XX") yazdirilir.

Ortalama IOP hesaplanir ve bir ondalik hanesi olacak sekilde (XX,X) yazdirilir.

ﬁ Ciktidaki ve TonoCare Export uygulamasindaki verilerin El Unitesindeki
okuma degerleriyle eslestigini daima teyit edin.

Q Yerlestirme istasyonundaki yazicida kagit kesmeyi kolaylastirmak icin tirtikli
ve keskin bir bicak mevcuttur. Yazici kagidi rulolarini degistirirken veya
cihazdan baskilari keserken bu bicaga temas etmemek icin dikkat edin.

TonoCare Yerlestirme Istasyonu, PC'deki USB portu kullanilarak

TonoCare Export uygulamasina da baglanabilir. Daha sonra KEELER

olclim verileri Yerlestirme Istasyonu araciligiyla El Unitesinden

uygulamaya aktarilabilir. g:;”z DDA
Uygulamayi PC'nize nasil kuracaginiza dair ayrintilar icin EP59- Time: HH:MM

47228 TonoCare Export Uygulama Kurulum Kilavuzu'na bakin. Eye: L R
Uygulamanin tiim dzelliklerini ve nasil kullanilacagi EP59-

47333 TonoCare Export Uygulama Hizli Basvuru Kilavuzu'nda Pata: g g
aciklanir. FE—
Yazdirma diigmesine basildiginda sonug hem yaziciya hem de Ave_TOP: g.a g_a
USB portuna gonderilir. i
8. YAZICIKAGIDINI YERLESTIRME Baski Ornegi

1. Yazia kagidina Yazici Kapagini kullanarak ulasabilirsiniz. Yazic muhafazasini agmak igin
Kapagin tizerindeki parcayi kaldirin ve hafifce kendinize dogru cekin.

2. Bos kagt rulosunu gikarin.
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3. Yeni k&gt rulosunu kagit tutucuya yerlestirin ve agik ucun rulonun dst kisminda ve
gosterildigi yonde yer aldigindan emin olun.

4. Kagidin birkag santimetresini muhafazadan disari cekin. Bir yandan kagidin ucunu tutarken
listte yer alan parcay,, Kapak tamamen kapanana ve yerine yerlesene kadar Yerlestirme
Istasyonuna dogru hafifce bastirin.

Yerlestirme istasyonundaki yazicida kagit kesmeyi kolaylastirmak igin tirtikli
ve keskin bir bicak mevcuttur. Yazici kagidi rulolarini degistirirken veya
cihazdan baskilari keserken bu bicaga temas etmemek icin dikkat edin.

81 TONOCARE'INIZIN SARJ EDILMESI
Keeler, TonoCare'inizi kullanmazken tam olarak sarj edilmesi ve kullanima hazir hale gelmesi icin
Yerlestirme Istasyonunda tutmanizi tavsiye eder.

TonoCare sarj olurken iizerindeki LED yanip soner.

Tamamen sarj olduktan sonra LED siirekli olarak yanar.

TonoCare el {initesi Yerlestirme Istasyonuna konuldugunda Yerlestirme Istasyonundaki LED
degismeyecektir.

9. BAKIM

ﬁ Keeler, giivenli ve dogru dlciimler elde etmek icin TonoCare rutin bakiminin
kullania tarafindan diizenli olarak yapilmasini ve yillik servisin Keeler
Servis Miihendisleri tarafindan gerceklestirilmesini tavsiye eder. Cihazin
kalibrasyon sinirlan disinda olmasi halinde onarim ve yeniden kalibrasyon
islemleri icin cihazi Keller Ltd.'ye veya yerel bayinize geri gondermek
oldukca onemlidir.

Cihazin icinde kullanici tarafindan degistirilebilecek parcalar yoktur (batarya déhil). Batarya
yalnizca egitimli servis personeli tarafindan Servis Kilavuzunda yer alan talimatlara gore
degistirilmelidir.

Batarya performansinda onemli bir dists fark ederseniz degistirilmesi icin Keeler ile veya yetkili
distribiitorinizle irtibata gegin.

TonoCare kazara distriltirse ayni hizmet merkezi veya distriblitor cihazin kalibrasyonunun hala
devam edip etmedigini dogrulayabilir.

Unite aclldiginda otomatik kontrol islemi baglatacak ve bir ariza buldugunda bunu gésterecektir.
Ayrica meniden kendi kendine test etkinlestirilebilir (bkz. Bélim 6.1).

Uriinti kullanmadan 6nce daima inceleyin ve normal sekilde baglayip baslamadigini kontrol edin.

Uriini monte etmeye, demonte etmeye veya onarmaya calismayin. Bunlar yalnizca Keeler egitimli
ve vasifli personel tarafindan Servis Kilavuzunda yer alan talimatlara gére yapiimalidir.
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Uriinii tozlu bir ortamda muhafaza etmeyin. Toz cihazin hava iifleme sistemine girebilir ve
kullanim sirasinda hastanin goziine dagilabilir.

TonoCare belirli bir stire kullaniimayacaksa A¢ma/Kapama Diigmesine basarak “Kapali” konuma
getirin ve glic kaynagini gikarin. Tonometreyi korumak icin toz kapagini kullanin.

Q Yetkili olmadiginiz onarimlar yapmaya calismayn; bu iiriinii ve hastalari
tehlikeye atabilir. Yetkilendirilmemis parcalarin iriiniiniize takilmasina izin
vermeyin.

Keeler, cihazin onariminda servis personeline yardimci olacak gerekli devre
semalarini, bilesen parca listelerini, tanimlari ve kalibrasyon talimatlarini talep
lizerine temin edecektir.

Cihazin arka tarafindaki MOD RECORD (MOD KAYDI) etiketi, cihazin 6nemli
dedgisikliklerle ilgili durumunu gdstermek icin kullanilir.

9.1 ARIZA KODLARI

Ekranda 00-34 arasinda bir Ariza Kodu gériliirse tonometreyi yeniden baslatin ve calismasini
kontrol edin. Tonometre diizelmezse en yakin yetkili Keeler Hizmet Merkezine iade edin.

10. GARANTI

Keeler Griintinliz 2 yil garantilidir ve asagidakilere tabi olarak iicretsiz olarak degistirilir veya
onarilir:

e Hatali tretimden kaynaklanan herhangi bir defo.
e Cihaz ve aksesuarlar bu talimatlara uygun sekilde kullanilmis olmalidir.
e Her tirll talep icin kanit olarak satin alma belgesinin ibrazi.

é Uretici, cihaza herhangi bir sekilde miidahale edilmesi veya rutin bakim
islemlerinin ihmal edilmesi veya iretici talimatlarina uygun sekilde
yapilmamasi halinde tiim sorumlulugu ve garanti kapsamini reddeder.

Bu cihaz kullaniai tarafindan onarilabilecek parcalar icermemektedir. Tiim
bakim ve onarim islemleri, yalnizca Keeler Ltd. tarafindan veya uygun
egitimi almis yetkili distribiitorler tarafindan gerceklestirilmelidir. Servis
el kitaplari, yetkili Keeler servis merkezlerine ve Keeler egitimli servis
personeline temin edilecektir.
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1. TEKNiK OZELLIKLER VE ELEKTRIK DEGERLERI

TonoCare elektrikli tibbi cihazdir. Bu cihazda elektromanyetik uyumluluk (EMC) g6zetilmelidir.
Bu boliimde, cihazin elektromanyetik uyumluluk agisindan uygunlugu agiklanmaktadir. Bu cihazi
kurarken veya kullanirken, bu bélimde verilen bilgileri dikkatlice okuyun ve uygulayin.
Tasinabilir veya mobil tip radyo frekansina sahip iletisim dniteleri, bu cihaz tizerinde olumsuz etki
yaratarak arizaya neden olabilir.

1.1 ELEKTROMANYETIK EMISYONLAR

Kilavuz ve iireticinin beyani - elektromanyetik emisyonlar

Keeler TonoCare asagida belirtilen elektromanyetik ortamlarda kullaniimasi amaclanmistir. Misteri
veya kullanici, cihazin béyle bir ortamda kullanildiindan emin olmalidir.

Emisyon testi Uygunluk Elektromanyetik ortam - kilavuz

RF emisyonlari CISPR 11 Grup 1 Keeler TonoCare RF enerjisini yalnizca kendi dahili
fonksiyonlari icin kullanmaktadir. Bu nedenle RF

emisyonlarr cok diistiktiir ve civarindaki elektronik
ekipmanlarda herhangi bir parazite neden olmaz.

RF emisyonlari CISPR 11 B Sinifi Keeler TonoCare, konutlar ve konut amacli kullanilan

binalari besleyen kamuya acik dusiik voltajli glic kaynagi
Uyumlu emisyonlar Gegerli degil, A | agina dogrudan bagli olanlar da dahil olmak tizere tim
IEC 61000-3-2 Sinifi < 75W kurumlarda kullanima uygundur.

Voltaj dalgalanmalari/titrek | Gegerli degil, A
emisyonlar IEC 61000-3-3 | Sinifi < 75W

1.2 ELEKTROMANYETIK BAGISIKLIK

Kilavuz ve Ureticinin beyani - elektromanyetik bagisiklik
Keeler TonoCare'in agagida belirtilen elektromanyetik ortamlarda kullaniimasi amaglanmistir.
Misteri veya kullanici, cihazin boyle bir ortamda kullanildigindan emin olmalidir.

Bagisiklik testi | IEC 60601 Uygunluk Elektromanyetik ortam
Test seviyesi seviyesi - kilavuz
Elektrostatik + 8 kV temas + 8kV temas Zemin ahsap, beton veya seramik
bosalma (ESD). +15kV hava + 15 kV hava fayans olmalidir. Zemin sentetik
IEC 61000-4-2 - - materyalle kapliysa bagil nem en az
%30 olmalidir.
Elektriksel hizli Glig kaynagr hatlan Gli¢ kaynag hatlar Sebeke gig kalitesi, standart
gecis/patlama. icin = 2 kV icin £ 2kV bir ticari isletme veya hastane
IEC 61000-4-4 Girislcikis hatlan icin | Giris/cikis hatlan igin | ©Ttamindaki ile ayni olmalidir.
+1kv +1kv
100kHz tekrar
frekans
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Bagisiklik testi

IEC 60601
Test seviyesi

Uygunluk
seviyesi

Elektromanyetik ortam
- kilavuz

Gerilim darbesi.
IEC 61000-4-5

Giig kaynag giris
hatlarindaki voltaj
dtistsleri, kisa
kesintiler ve voltaj
degisiklikleri.

IEC 61000-4-11

Hattan nétr alana
+1kV

<%5 Ur

0,5 dongti icin (Us'de
> %95 diistis)

<%5 Ur

1 dongi icin %40 Uy
(Ur'de > %95 dustis)

Hattan notr alana
+1kV

Ur = %0 0,5 devir
(0, 45, 90, 135, 180,
225,270, 315°)

Ur = %0; 1 dongti ve
5 dongti

Sebeke glic kalitesi, standart
bir ticari isletme veya hastane
ortamindaki ile ayni olmalidr.

Sebeke glic kalitesi, standart
bir ticari isletme veya hastane
ortamindaki ile ayni olmalidr.

Keeler kullanicisinin, elektrik
kesintileri sirasinda kesintisiz
bir sekilde calismasi gerektigi

Ur = %70; durumlarda sarj Unitesiyle birlikte
5 déngil igin %70 Ur | 35130 dénaii (Tek lfesin_t_isiz gti¢ kaynagi kullaniimasi
(Ur'de %60 disiis) asama; Oo%e) onerilir.
500 ms icin (Ur'de _o0-
<5 Ur e
5sicin (Urde > %95
dsis)
Gig frekans 30 A/m 30 A/m Glig frekansi manyetik alanlar,
(50/60 Hz) standart bir profesyonel saglik
Manyetik alan. hizmetlgr_i tesis_indeki herhangi bir
konum icin belirlenen seviyede
IEC 61000-4-8 olmalidir.
Not: Us, test seviyesi uygulanmadan onceki alternatif akim sebeke gerilimidir.
Bagisikhik | IEC 60601 Uygunluk Elektromanyetik ortam - kilavuz
testi Test seviyesi | seviyesi
Tasinabilir ve mobil RF iletisim ekipmanlari, vericinin
frekansi icin gecerli denklemle hesaplanan tavsiye
edilen ayriklik uzakligr disinda, kablolar dahil olmak
lizere Keeler TonoCare'in hichir parcasinin yakininda
kullaniimamalidr.
Tavsiye edilen ayriklik uzakhgi
iletilen 3Vims 3V d=124yp
RFIEC 150 kHz ila
61000-4-6 80 MHz
Yayilan 3Vim 3V/m d=1.2p80MHz ila 800 MHz
RFIEC 80MHz ila _
£1000-4-3 2,76Hz d=2.3p800MHzila 2,7GHz
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Burada 'p’, verici Ureticisine gére watt (W) cinsinden
vericinin maksimum ¢ikis glicii degeri iken, 'd" metre
(m) cinsinden tavsiye edilen ayriklik uzakhgidir.

Bir elektromanyetik alan calismasi' ile belirlendigi
{izere sabit RF vericilerinin alan kuvvetleri, her frekans
araliginda? uygunluk seviyelerinden diistik olmalidir.

3 Bu sembolle isaretlenmis ekipmanlarin
civarinda parazit olusabilir.

Not 1: 80MHz ve 800MHz frekanslarda daha yiiksek bir frekans aralig gegerlidir.

Not 2: Bu kilavuz tiim durumlar icin gegerli olmayabilir. Elektromanyetik yayilim; yapilarin, nesnelerin ve insanlarin
yansima ve emilim durumlarindan etkilenmektedir.

" Baz istasyonlan (mobil / kablosuz) telefonlar ve kara mobil radyolari, amatdr radyolar, AM ve FM radyo yaymnlari

ile TV yayini gibi sabit vericilerin alan kuvvetleri teknik olarak kesin bir sekilde tahmin edilemez. Sabit RF vericiler
nedeniyle olusabilecek elektromanyetik ortami degerlendirmek icin bir elektromanyetik alan calismasi yapiimalidir.
Keeler TonoCare'in kullanildigr yerdeki 6lciilmis alan kuvveti gecerli olan RF uygunluk seviyesinin Gzerine cikarsa Keeler
TonoCare normal calisma agisindan gozlenmelidir. Anormal performans gézlenmesi hélinde Keeler TonoCare'in yerinin
veya yonlniin degistirilmesi gerekebilir.

2 150kHz ila 80 MHz frekans araliginin tizerinde alan kuvvetleri 10V/m‘den az olmalidir.

11.3 ONERILEN EMNIYET MESAFELERI

Tasinabilir ve mobil RF iletisim ekipmanlari ile Keeler IntelliPuff arasinda tavsiye
edilen ayriklik uzakliklar.

Keeler TonoCare'in yayilan RF parazitlerinin kontrol edildigi bir elektromanyetik ortamda
kullaniimasi amaclanmaktadir. Keeler TonoCare misterileri ya da kullanicilar, iletisim ekipmaninin
maksimum ¢ikis giictine gdre tasinabilir ve mobil RF iletisim ekipmanlari (vericiler) ve Keeler
TonoCare arasinda asagida Gnerilen asgari uzakligr koruyarak elektromanyetik parazitin
onlenmesine yardimci olabilirler.

Vericinin dlciilen azami Verici frekansina gore ayriklik uzakhgr (m)
cikis giicii (W)
150 kHz ila 230MHz | 80MHz ila 800MHz | 800MHz ila 2,7GHz
d=12Jp d=12/p d=23{p
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1.2 1.2 23
10 38 38 73
100 12 12 23

Yukarida listelenmeyen azami ¢ikis giiciine sahip vericiler icin metre (m) cinsinden énerilen ayriklik
uzakhgy, vericinin frekansi icin gecerli denklem kullanilarak belirlenmekle birlikte, ‘p’ degeri verici
Ureticisine gdre watt (W) cinsinden vericinin azami ¢ikis giiciidr.
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Not: 1 80MHz ve 800MHz frekanslarda (daha yiiksek olan frekans araligi gegerlidir).

Not 2: Bu kilavuz tiim durumlar icin gecerli olmayabilir. Elektromanyetik yayilim; yapilarin, nesnelerin ve insanlarin
yansima ve emilim durumlarindan etkilenmektedir.

12. TEKNIK OZELLIKLER

TonoCare El Unitesi

El Unitesi boyutlar

220 x 136 x 206mm (Y x D x G)

El Unitesi agirhg
IP derecelendirmesi

Kalibre edilen aralik

1,044 kg
IPX0
7mmHg ila 50mmHg

10P Dogrulugu
Cahisma uzakhgi

Ekran Cozinirrligu

+/-5mmHg (giivenirlilik seviyesi %95)
Hastanin kornea yizeyinden pencerenin on yiizeyine 11 mm.

1 ondalik hanesi olacak sekilde ekran ¢ozinirligd, or. 12,3

Ekran
Aydinlatma sistemi

Elektrik carpmasina karsi korunma

OLED 0,95"
LED, beyaz ve kizil6tesi

Sinif Il (veya dahili olarak saglanan giic)

Sunlarla uyumludur:

Elektrik Givenligi (Medikal) IEC 60601-1 IEC 60601-1-2
BS EN 15O 15004-1

Elektrik fisi, cihazi ana gii¢ baglantisindan izole etmeye yarar — Elektrik fisinin her zaman erisilebilir oldugundan emin

olun.

Not 1: TonoCare bir bilgisayara baglaniyorsa bilgisayar EN 60601-1 gereklilikleriyle uyumlu olmalidir.

Not 2: Cihazin baska bir cihaza baglandigi her durumda kombinasyon EN 60601-1 gereklilikleriyle uyumlu olmalidir.

ME cihazina El Unitesi, Yerlestirme Istasyonu, Alin Destedi ve gi¢ kaynagi dahildir.
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Yerlestirme istasyonu

Yerlestirme istasyonu boyutlari

153 x 155 x 183mm (Y x D x G)

Yerlestirme istasyonu agirhg
Elektrik carpmasina karsi korunma

IP derecelendirmesi

0,725kg
Sinif 1l
IPX0

Gii¢ Kaynagn Unitesi

Gii¢ kaynagi cikist

Frekans

Anahtar modu, coklu priz tipi, (110 — 240V) +/- %10,
350-700mA

Asagidakilerle uyumludur: EN 60601-1, EN 61000-6-2,
EN 61000-6-3

30 VA (12V DC 2.5A)
50/60 Hz

Cevresel Kosullar:

KULLANIM
%90 1060 hPa
(=]
~ @
10°C %30 800 hPa
Sok (ambalajsiz) 10 g, 6 ms sire
SAKLAMA KOSULLARI
%95 1060 hPa
R2S @
-10°C %10 700 hPa
TASIMA KOSULLARI
%95
70°C 1060 hPa
' '
-40°C %10 500 hPa
Vibrasyon, sinusoidal 10 Hzila 500 Hz: 0,5 g
Sok 30 g, 6 ms sire
Carpma 10 g, 6 ms sire
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13. AKSESUARLAR VE YEDEK PARCALAR

Parca Parca Numarasi
stasyon 2418-P-5002

Bas destegi 2418-P-7000

Giig kaynagr kiti EP29-32777
TonoCare tagima cantasi 3418-P-7000
Tonometre yliz siperi 2415-P-7038
Yazici kagidi rulosu 2208-L-7008

14. AMBALAJ VE iIMHA BILGILERI
Eskimis Elektrikli ve Elektronik Cihazlarin bertaraf edilmesi
— Urtiniin tizerinde veya ambalaj ve talimatlarda yer alan bu sembol, bu driiniin
W- evsel atik olarak degerlendiriimemesi gerektigini belirtir.
. WEEE'lerin (Atik Elektrikli ve Elektronik Cihazlar) cevre Uzerindeki etkilerini
—® azaltmak ve atik sahalarina giren WEEE miktarini minimuma indirmek icin
[ ] UrlnGn hizmet siresi sona erdikten sonra ekipmanin geri donustirtlmesini ve
yeniden kullaniimasini tavsiye ediyoruz.

Uriiniin toplanmasi, yeniden kullanilmasi ve geri doniistiiriilmesi konusunda daha
fazla bilgi almak isterseniz liitfen 01691 676124 (+44 1691 676124) numarali hattan
B2B Uygunluk birimi ile iletisime gecin. (Yalnizca Birlesik Krallik icin).

Cihazla ilgili meydana gelen herhangi bir ciddi olay iireticiye ve Uye Ulkenizdeki
yetkili makama bildirilmelidir.
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15. EK

15.1 TEKRARLANABILIRLIK VE YENIDEN URETILEBILIRLIK
TonoCare'in tekrarlanabilirligi ve yeniden Uretilebilirligi, manometrik kontrollii bir deney gzii
kullanilarak degerlendirilmistir.

Tekrarlanabilirlik, tek bir TonoCare cihazi ve 5 ila 50 mmHg calisma araliginda esit mesafelerde
bulunan 5 basing degerinin her biri icin yaklasik 50 bagimsiz okumadan olusan bir dizi
kullanilmistir. Okuma degerleri, referans olarak kullanilan bir basingélcer ve bir Pulsair IntelliPuff
cihaziyla capraz referanslandinlmistir. Basarisiz okumalar reddedilmis, art arda 3 okumanin
ortalamalari hesaplanarak 5 basing dederinin her biri icin yaklasik 16 élclimden olusan bir set
ortaya konmustur. Sonuglar, 5 ila 50 mmHg basing araliginda sirasiyla 0,14 mmHg ile 1,11 mmHg
arasinda degisen standart sapmalari gdstermektedir.

Yeniden Uretilebilirlik, 5 ila 50 mmHg calisma araliginda esit mesafelerde bulunan 5 basing
degerinde iki farkli kullanici tarafindan tg farkli TonoCare Unitesinde yapilan olgtimler analiz
edilerek degerlendirilmistir. Alti test durumunun her biri icin 5 basing degerinde iki 6l¢tim
alinmistir (4 okumanin ortalamasi) (her kullanic, Gig TonoCare cihazinin her birini kullanmistir).

Veriler Gizerinde gerceklestirilen Varyans Analizi (ANOVA), 0,05'ten az p-degeri ve %98 ya da %99
R-kare degerini ortaya koymakta, bu da yeniden retilebilirligin kullanicilar ve cihazlar arasinda
mitkemmel oldugunu gdstermektedir.

15.2 KLINIK PERFORMANS VERILERI

Ozet

TonoCare'in tasarim uygunluk testlerinde 1SO 8612 (ANSI Z80.10 es degeri) gerekliliklerini yerine
getirip getirmedigini degerlendirmek icin Keeler TonoCare Non Kontakt Tonometre (NCT) ve
Perkins Applanation Tonometer (AT) karsilastirimistir.

Perkins AT, Goldmann AT ile ayni temel ilkeleri kullanmakta, yani g6z ici basincini korneanin
sabit bir alanini diizlestirmek (applanate) icin gerekli giicten almaktadir. Her iki cihazda da tepe
noktalari bir araya gelerek korneanin yiizeyine bastirmak ve onu diizlestirmek icin disanidan
kuvvet uygulayan iki prizmanin olusturdugu dizlestirici “koni” vardir.

Her iki cihaza da referans standart tonometre olarak atifta bulunan ve 6zellikle Perkins AT'yi
Goldmann AT'nin taginabilir muadili olarak kabul eden (Wessels,|.F et al.,1990), (Carlos Garcia-
Resua et al 2006), bakimevi ziyaretleri ve hareket engelli hastalar icin faydali géren birgok bilimsel
makale mevcuttur.

iki tecriibeli gozlemci, uygun goriilen 144 gézden veriler elde etmis, 50 katilimcida 7mmHg ila
23mmHg arasinda degisiklik gosteren I0P degerleri ve 22 katilimcida 23mmHg'den buytik IOP
degerleri 8lgmstir. Calismanin sonuglari, TonoCare NCT ile alinan I0P élctimlerinin referans
Perkins tonometre (AT) ile karsilastinldiginda 143 gdziin iic I0P araliginda +5mmHg toleransini
asmadigin, yalnizca 1 gézlin >23mmHg olarak 6lctilen 0P degeriyle bu toleransi astigini
gostermektedir. Bu durum, TonoCare ve referans tonometre arasindaki eslestirilmis farklarin en
fazla %5'inin Ug IOP araliinda £5mmHg toleransinin altinda olmasina dair gerekliligin oldukca
altinda kalmaktadir.
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Genel olarak TonoCare ve Perkins AT arasindaki IOP farklarinin aritmetik ortalamasi <0,01 mmHg
ve ortanca degeri -0,2mmHg olmus, TonoCare NCT'nin aplanasyon tonometresi ile es deger
oldugunu gdstermistir.

Yontemler

Yiriitiile calisma tek ziyaretli, tek merkezli, rastgelelestirilmemis, maskelenmemis, eslestirilmis
capraz calismadir. Calismada her uygun g6ziin IOP degerleri TonoCare ile ve referans standart
Perkins tonometre ile elde edilmistir.

Denekler asagidaki dahil edilme ve haric tutulma kriterlerine gdre alinmigtir.

Dahil Edilme Kriterleri
e Denekler 18 yasindan blyuk olmalidir
e Deneklerin I0P dl¢limiine kontraendikasyon gdstermeyen saglikli kornealari olmalidir

Haric Tutulma Kriterleri

e Yalnizca bir g6zl islevsel olan denekler

e Bir goziinde yetersiz veya dis merkezli sabitleme olan denekler

e Yiksek kornea astigmatizmasi (>3D)

e Kornea yaralari, kornea cerrahisi (lazerli kornea cerrahisi déhil)

e Mikroftalmi

e Buftalmi

e Kontakt lens kullananlar

e Kurugdz

e Gozlerini kisanlar

e Nistagmus

e Keratokonus

e Bagska bir korneal veya konjonktival patoloji veya enfeksiyon

Toplam 74 uygun katiimar dahil edilmis, 2 katilimar (%2,7) harig tutulmustur. iki katiimanin harig
tutulmasinin nedeni, katilimcinin asiri géz kirpmas veya nefesini tutmasina yol acacak sekilde

kaygili olmasidir. Dahil edilen 72 katilimcinin her iki géziinden TonoCare ve Perkins AT ile IOP
degerleri dlciilmis, toplam 144 goz icin elestirilmis IOP dlclimleri ortaya konmustur.
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Sonuclar

Asagidaki Tablo 1'de grubun IOP ozellikleri 6zetlenmekte, Glctimlerin benzer dagilimlara sahip

oldugu gortlmektedir.

Tablo 1: TonoCare ve Perkins AT IOP dlciimlerinin 6zeti.

TonoCare Perkins AT
N, gozler (hastalar) 144 (72) 144 (72)
|OP aritmetik ortalamasi, mmHg 21,2 21,2
|OP ortanca degeri, mmHg 18,0 17,0
SD*, mmHg 79 8,0
Aralik, mmHg 11,81ila 46,3 11,0ila 41,0
IOP 7 ila 16mmHg, n (%) 42(29.2) 51(35.4)
I0P 17 ila 23mmHg, n (%)" 58 (40.3) 49 (34.0)
I0P >23mmHg**, n (%)" 44 (30.6) 44 (30.6)

Bu tabloda eglestirme yapisi 6zetlenmemistir. *Standart sapma.
" Alt grup analizleri icin yalnizca Perkins AT 0P kategorileri kullanilmistir. n gozler tizerinden verilmistir.

**Bu aralikta bir 6l¢tim elde etmek icin 10P dlciimleri alirken katilimcr alt kiimesi tizerinde inversiyon prosediir(i
gerceklestirilmistir.

Tablo 2, hepsi >5mmHg olan TonoCare ve Perkins AT IOP 6l¢iimleri arasindaki mutlak farklari 3
IOP alt grubu olarak kategorize etmektedir. 144 gézden 1'inde (%0,7) +5mmHg toleransindan
yiksek bir fark olmustur. Bu, standarda gdre maksimum %35 olmasi gereken seviyenin oldukga

altinda kalmaktadir.

Tablo 2: Hepsi >5mm olan TonoCare ve Perkins AT IOP élciimleri arasindaki mutlak
farklar, 3 10P alt grubu olarak.

10P Grubu *
7ila 17ila
Fark* 16mmHg 23mmHg >23mmHg** Toplam
+5mm Hg'yi 51 49 43 143
asmaz
+5mm Hg'yi asar 0 0 1 1
Toplam 51 49 44 144

* |0OP TonoCare — IOP Perkins AT. 'Perkins AT ile élclilen I0P degerlerine gore.

**Bu aralikta bir 6l¢tim elde etmek icin 10P dlciimleri alirken katilimcr alt kiimesi tizerinde inversiyon prosediir(i

gerceklestirilmistir.
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TonoCare ve Perkins AT I0P 6l¢lim ciftleri arasindaki farklarin 6zet parametreleri, drneklemin
tamami icin ve her IOP grubuna gére asagidaki Tablo 3'te verilmektedir. Genel olarak TonoCare
ve Perkins AT arasindaki 0P farklarinin aritmetik ortalamasi <0,01 mmHg ve ortanca degeri
-0,2mmHg olmustur. IOP 6l¢timlerinin aritmetik ortalamasi +1.96 x I0P farklarinin standart
sapmasina goére %95 kararlastirilan sinirlar -3,4mmHg ila +3,4mmHg olmustur.

Tablo 3: TonoCare ve Perkins AT ile alinan IOP farklarinin 6zet dlciimleri, 3 IOP alt
grubu olarak genel 6zet.

10P Grubu *
Ozet 6lciim 1611llmaHg Zgrzrlrl\?-lg >232'T='22)9** (.{?:')1'22')
[mmHg] (n=51) (n=49)
Aritmetik 0.3 0.2 -06 0.0
Ortalama
Ortanca Degjer 0.2 0.2 0.9 0.2
SD* 1.3 1.5 2.1 1.7
IQRS -0,4ila1,2 -0,8ila 1,0 -1,8ila0,1 -1,0ila 1,0
Aralik 3ilad -4,0ila 4,0 -3,8ila6,2 -4,0ila6,2

' Perkins AT ile 6lclilen 0P degerlerine gore. *Standart sapma. *Ceyrekler acikligi.
**Bu aralikta bir 6lciim elde etmek icin IOP 6lciimleri alirken katilimai alt kiimesi Gizerinde inversiyon prosediirii
gerceklestirilmistir.

Arastirmacilar, tonometreler arasindaki I0P él¢timlerinde klinik olarak anlamli farklar bulunmadig
ve ayrintili olarak agiklandigi gibi TonoCare'in standartlara uygun oldugu sonucuna varmistir.
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