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Translation

The Keeler Pulsair Intellipuff Tonometer is designed and built-in conformity with Directive 93/42/EEC, Regulation (EU)

2017/745 and 1SO 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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1. INDICATIONS FOR USE

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

A The Pulsair IntelliPuff 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 BRIEF DESCRIPTION OF THE INSTRUMENT
It is an “air puff’ Tonometer designed to accurately measure Intra Ocular Pressure (IOP) without
making contact with the surface of the eye.

This device is intended to be used by a trained healthcare professional only in a healthcare
environment. Air impulse tonometry is a variant of the general applanation tonometry in which
a portion of the cornea is flexed by mechanical stimuli in which the force / pressure required to
produce the flexing effect is related to the intraocular pressure.

The air puff technique requires directing a calibrated quantized packet of air towards the
central portion of the cornea, and the detection of the pre-defined deformation of the cornea
through optical means and reflections from the corneal surface.

12 INTENDED USE / PURPOSE OF INSTRUMENT

The Pulsair IntelliPuff Non-Contact Tonometer is indicated for measuring intraocular pressure
without contacting the eye to aid in the screening and diagnosis of glaucoma.

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.

e Do not remove the labels covering the key holes unless wall mounting the Pulsair
IntelliPuff.

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

e 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.

e This product should not be immersed in fluid.

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

A CAUTION

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

e Keep out of the reach of children.
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e To prevent condensation from forming, allow instrument to come to room temperature
before use.

e Only mount on wall according to Keeler Instructions.
e This product should be used in a room with low / dimmed lighting.

e Before using the Pulsair IntelliPuff Tonometer, press the Demo button for 1 second
to dispel any minute particles of dust or moisture which may have settled whilst the
instrument was not in use.

e Forindoor use only (protect from moisture).

e There are no user serviceable parts inside. Contact authorised service representative for
further information.

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

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.

3. CLEANING INSTRUCTIONS
3.1 CLEAN THE PUFF TUBE LENS ON A WEEKLY BASIS:
1. Moisten a cotton bud with Isopropyl Alcohol.

2. Move the tip of the bud around the lens in a
circular motion.

3. 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: 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 CLEANING TONOMETER BODY

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.

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 optical surfaces.

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. POWER SUPPLY ASSEMBLY

41 SETPLUG

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

5. WALL MOUNTING
Your Pulsair IntelliPuff is supplied with a sturdy wall mounting bracket.
1. The bracket has four holes allowing it to be securely fixed to an
appropriate wall or vertical surface.

2. Choose carefully the intended location for your IntelliPuff with
particular consideration to health and safety aspects, for example, the
routing of the power lead, and its position in regard to the user and
the patient. |

3. Use the wall mounting bracket as a template and clearly mark the
position of the holes in the wall. Ensure that there are no live utilities ‘
where you are to drill. ‘

Drill the appropriate size holes for the screws and rawplugs supplied.
Attach the plate securely to the wall.
Remove labels covering the key holes.

Carefully locate the mounting pegs of the plate to the key holes on the back of your
Pulsair IntelliPuff and lower into its final and secure position.

N o voA

6. TONOMETRY, PRESSURE VARIATIONS IN THE HUMAN EYE

The Keeler Pulsair IntelliPuff Tonometer measures intra-ocular pressure by automatically
releasing a gentle puff of air onto the cornea. This is known as an event.
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Assingle reading can sometimes be misleading as the IOP will vary because of pulse, respiratory
and diurnal fluctuations. In addition, blinking, squeezing, fluid intake, physical activity, body
position and even the direction of gaze can influence IOP.

Up to 4 readings may be required to reduce the impact of these variants to obtain a constant IOP.

Pulsair IntelliPuff Tonometer software will recognise the readings and emit a sound notification
when two consecutive readings are +/-1mmHg of each other indicating that further
measurements may not be required.

7. NAMES OF CONTROLS AND COMPONENTS

o On / Off Push Button

To turn the Pulsair IntelliPuff on or off, push the On / Off button — a green LED will indicate the
unit is on.

e Test Eye
This is useful for user training; it will not return an 10P measurement.

e Printer Active LED

When lit, this indicates the printer is activated; replacing the handset in the cradle will start the
print. Alternatively, a print can be made at any time using the print button on the handset.
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0 Printer Cover

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 Cover.

9 Serial Port

The Serial Port is used for calibration, systems checking and data output (located on rear of
instrument).

G Power Input
Insert the low voltage power lead (located on rear of instrument) using only Keeler power
supplies.

0 Forehead Rest
Push to release or push to return the Forehead Rest to its discrete position.

e Right (OD) / Left (0S) Indicators
These will indicate the eye to be measured; the OD / OS button will toggle between these
indicators.

Hand Unit

(Pulsalr i)
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e Display
The display shows the recorded I0P reading and the averaged I0P reading.

After the first reading is taken the display shows the measured IOP. After each of the
consecutive reading is taken the display shows the average of the readings taken so far, i.e.
the first figure displayed is the actual reading, the second figure is an average of the first two
readings etc., up to a maximum of 4 readings per eye.

Note: The displayed figure is rounded to the nearest whole number or displayed to one
decimal place depending on the user setting accessed via the User Menu Options.

The displayed average is based on the readings which are taken to one decimal place. For
example, readings of 15.4, 16.3, 14.2 and 16.9 are averaged by adding them together which
equals 62.8 and dividing by the number of readings taken, 4. This gives a final figure of 15.7 or
16 depending on user settings.

When all the required readings have been taken the figure displayed is the I0P that is
recorded for the patient. When two consecutive readings are within TmmHg an audible sound
will be heard indicating that sufficient readings have been taken.

@ Print / Menu button

A press of less than one second will print the acquired data; press and hold for more than 3
seconds to access the User Menu Options. Refer to page 14 for full instructions on the User
Menu Options.

@® Review Button / Easy Pulse Button
The 'R’ Review button is dual function:

e Review — It allows the reader to review readings taken.

e Easy Pulse Mode — In the event of difficulties in firing.For example with a damaged or
scarred cornea, it will override the firing parameters to ease taking the measurement.

Press the Review button. The display shows the readings taken in the order they were taken,
the final figure displayed is the cumulative average, the IOP.

The Pulsair memory retains a rolling four readings, per eye. New readings automatically replace
the oldest.

To review the other eye, press the OD / OS button once and then press the Review button.

To clear the memory you can either replace the Hand Unit in the holster and remove again or
press the Demo button.

To initiate Easy Pulse Mode hold the Review button for greater than one second; the display
will show “easy’, it will beep once and the Pulsair Intellipuff tonometer will be ready to use on
the difficult eye. Pressing any button, returning the Hand Unit to the Cradle, or performing a
manual reset by pressing the button in the Cradle Well, will return the Pulsair IntelliPuff to its
previous settings.
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@ Demo Button

To reassure the patient, you can demonstrate the procedure, using the Demo button, on the
back of the patient’s hand prior to taking a reading.

® oD/ 0s Button ‘Menu Change Button’

This toggles between recording data for the left or right eyes. This button is also used to toggle
through the User Menu Options when in Menu Mode, refer to page 14 for full instructions
on the User Menu Options.

@ Eyepiece
The Eyepiece allows the user to view the patient’s eye and align the targeting system.

@ Puff Tube and Lens

The Puff Tube and Puff Lens are the parts of the Pulsair
IntelliPuff through which the Pulsair IntelliPuff is aligned and
a gentle puff of air is emitted.

[16) Alignment LEDs

The two green LEDs located on the front of the Hand Unit act
as a guide when you are lining up the patient’s eye to take

a reading.

8. MEASUREMENT PROCEDURE

81 PREPARING THE DEVICE

1. Plug in the Power Supply Cord to
the tonometer. The Power Socket is
located at the rear of the tonometer.

2. Turn the tonometer on using the On /
Off push switch located on the front
of the tonometer.

3. Lift the Hand Unit from the cradle.

. Remove the red protective dust cap
from the Puff Tube.

5. When the Hand Unit is removed from
the holster the two green LEDs on the
front illuminate, and the pump starts,
the Pulsair IntelliPuff will perform a
system check, when complete the
display will read 'OK’, refer to Section
9 for a full list of display data.
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6. Before using the Pulsair IntelliPuff press the Demo button to dispel any minute particles
of dust or moisture which may have settled whilst the Pulsair IntelliPuff was not in use.
8.2 PREPARING THE PATIENT

Before using the Pulsair IntelliPuff 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. Ask the patient to remove their contact lenses or spectacles if worn and to blink and
breathe normally.
2. Ensure that the patient is comfortable and in a relaxed position.

3. To reassure the patient, you can demonstrate the procedure, using the Clear / Demo
button, on the back of the patient’s hand prior to taking a reading.

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 IOP.

4. Throughout the reading process, you should allow the patient to blink at intervals to
maintain the corneal tear film.
8.3 TAKING THE READING
Once the Pulsair IntelliPuff and the patient are prepared, you are ready to take a reading.
1. The Pulsair IntelliPuff 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 / OS button on the hand unit.
2. Lift the Hand Unit, the pump starts and the two green LEDs illuminate.

3. From a distance of about 30 cm (12 4. Slowly move closer to the patient,
inches), look through the eyepiece and maintaining alignment. Support the
locate the patient’s eye. Pulsair IntelliPuff against your free hand

and/or use the ‘pop out’ Forehead Rest.

-
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5.

7.

Note: For quick alignment reference, please refer to
the short form instructions located at the rear of the
instrument and accessed by using the pull out tab on
the back left hand side.

. If the unit does not fire, repeat step 3-7.

Continue to move in slowly towards the 6. Continue to move closer, a red reflex
patient, two green dots will appear. appears.

Move closer. At a distance of
approximately 15mm, a black cross on
red or 'bow tie" image appears. Centre
this image (on the central bar) and the
Pulsair IntelliPuff fires automatically.

Once you have taken a reading, remain in the operating position; wait a few seconds for
the air chamber to refill. When the 'bow tie’ image appears the Pulsair IntelliPuff takes

a subsequent reading. When two successive readings within TmmHg of each other are
recorded, a sound may be emitted (if sounds are enabled in the User Menu Options). If
successive readings of within TmmHg of each other are not obtained, Keeler recommend
taking up to four readings.

When two consecutive readings are within TmmHg an audible sound will be heard
indicating that sufficient readings may have been taken.

. If a reading is recorded as a non-event or bad event, a long high pitch tone will be

heard.

. The first reading will be the measured value; successive readings will display the running

average IOP. Outlying or spurious readings will automatically be excluded from the
calculation.

. At any time pressing the Review button will

allow you to view the individual readings.
y 9 Pulsair @IZD

To measure the other eye, press the 0D / 0S
button on the Hand Unit and repeat processes
3-7.

pull
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9. DISPLAY EXAMPLES

Standby
The tonometer will display STBY when power is on.

System Initialisation

The unit will display WAIT for one second while the system
initialises.

oK

When no fault is found, OK is displayed and the tonometer
defaults to measure the right eye OD.

Shows first reading of 14mmHg.
The LED OD / OS indicator shows which eye the reading
relates to.

Reading to 0.1 significant figure

If 0.1 significant figure is selected using the menu options.
In this case there is no indication on the display that the
reading is the first or average of more than 1.

I0P greater than 25mmHg

When a pressure (I0P) of greater than 25mmHg is detected,
the unit will display >25, the puff intensity will automatically
be increased from the soft puff to the normal puff level for
subsequent measurements.

Self-test

The unit will perform regular Self-tests — if a possible
discrepancy in operating parameters is suspected the ‘RUN
TEST" message will be displayed for up to 15 seconds. To
continue to use the tonometer press the OD / OS button
to clear the message. The results displayed thereafter may
be suspect. Refer to the User Menu Options section in this
manual for guidance on running the Self-test.

Error
Display shows error. (Signified by a long high pitch sound).
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10. PRINTING

The results can be printed by pressing the Print button on the Hand Unit, or if the user menu is
set to automatically print by replacing the Hand Unit in the cradle.

10.1 SAMPLE PRINT

The reading in brackets (20) indicates a discarded value (not Keeler
taken into account in the average calculations). Name:
The Name, Date and Time fields are to be manually written in f,::
by the operator. Right Eye:
The average IOP is printed to one decimal place ‘xx.x". A
Data: (20), 10, 10510\
The last four individual readings are printed to zero decimal LeftEye:
places xx'. Avg 10P: 10.5 mmHg

Data: 10, 11, 10510\

1. REPLACING THE PRINTER PAPER

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 Cover.
Remove the empty paper roll.

2. Place the new roll of paper into the paper holder, making sure the free end is loose at
the top of the roll, otherwise it won't print.

3. Feed the free end of paper through the gap in the Cover.
Close the Cover.

12. USER MENU OPTIONS

1. With the tonometer switched on and the Hand Unit removed, press and hold Print /
Menu button for more than 3 second to enter the User Menu Options.

2. The Display will show the first User Menu Option and the current selection i.e.. PRNT ON
or PRNT OFF.
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To change the User Option, press the OD 0S
/'Menu Change’ button once, 'toggling’ the
0D 0S /'Menu Change' button will cycle
through the option(s).

Pressing the Print / Menu button will move
you forward to the next User Option, in this
case the Buzzer Control.

Use the OD OS / ‘Menu Change’ button to
make your preferred selection.

Note: to run the Self-test, press the DEMO Print / Menu
button, not the OD OS / ‘Menu Change' button
button.

Continue to repeat steps 4 and 5 until ‘OK"is 1 o/ mrenu
displayed. Your Pulsair IntelliPuff Tonometer is  change’ button
now ready to use with your preferred settings.

Menu Option Display Change Options
Printer Control PRNT OFF / ON

Buzzer Control BUZ ON / OFF

|OP Format XX/ XXX

Full Self-test RUNTEST TEST / WAIT

The last choice above ‘Run Test' (selected by pressing DEMO button) would start a Self-
test program (around 45 seconds), the result of which should be printed.

13. CALIBRATION, MAINTENANCE AND INSPECTION

Keeler recommends this routine maintenance be carried out by the user
frequently 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.

131 REGULAR INSPECTION
Inspect your power supply unit and cable for damage regularly.
Before inspecting, disconnect the power supply from the Pulsair IntelliPuff Tonometer and the

If the outer insulation of the cable appears to be damaged discontinue use immediately.
Contact your local dealer for a replacement.

15
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13.2 GENERAL
Keep the tonometer free from dust.

If the Pulsair IntelliPuff Tonometer 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.

14. SERVICING AND CALIBRATION

Keeler recommends an annual calibration for the Tonometer. Do not modify this equipment
without authorisation of the manufacturer.

This must be performed by an authorised Pulsair service centre or distributor. The unit performs
a self function check when switched on and will indicate if a fault is found.

There are no user serviceable parts in this instrument. Service manuals will be available to
authorised Keeler service centres and Keeler trained service personnel.

15. 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.

16. SPECIFICATIONS AND ELECTRICAL RATINGS

The Keeler Pulsair IntelliPuff Tonometer 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.
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161 ELECTROMAGNETIC EMISSIONS

Guidance and manufacturer’s declaration — electromagnetic emissions

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

Emissions test

Compliance

Electromagnetic environment — guidance

emissions IEC 61000-3-3

RF emissions CISPR 11 Group 1 The Keeler Pulsair IntelliPuff Tonometer 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.

RF emissions CISPR 11 Class A The Keeler Pulsair IntelliPuff Tonometer is suitable for use
in all establishments including domestic establishments

Harmonic emissions and those directly connected to the public low-voltage

IEC 61000-3-2 power supply network that supplies buildings used for

Voltage fluctuations / flicker | Complies domestic purposes.

16.2 ELECTROMAGNETIC IMMUNITY

Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity test | IEC 55015 Test | Compliance Electromagnetic

level level environment — guidance
Electrostatic + 8 kV contact + 8 kV contact Floors should be wood, concrete
discharge (ESD). + 15KV air £ 15KV air or ceramic tile.

IEC 61000-4-2 If floors are 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
[EC61000-4-4 | +1kVforinput/ | 1KVforinpuy | NOsPital environment.
output lines output lines
Surge. + 1kV line(s) to + 1kV line(s) to Mains power quality should be
IEC 61000-4-5 line(s) line(s) ;hat gfla typjcal commercial or
+ 2kV line(s) to + 2 kV line(s) to ospital environment.
earth earth
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Immunity test

IEC 55015 Test
level

Compliance
level

Electromagnetic
environment — guidance

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

Ur=0% 0.5 cycle
(0, 45, 90, 135, 180,
225, 270, 315°)
Ur=0%; 1 cycle

Ur=10% 0.5 cycle

Mains power quality should be

that of a typical commercial or

(0, 45, 90, 135, 180, ; i
hospital environment.

225, 270, 315°)
Ur=0%; 1 cycle

If the user of the Keeler Pulsair
IntelliPuff Tonometer requires

IEC 61000-4-11 Ur = 70%; Ur =70%; continued operation during
o o power mains interruptions, it is
25130 cydles (@0°) | 25/30 cydles (@ 0°) recommended that the charger be
Ur=0%; Ur = 0%; powered from an uninterruptible
250/300 cycle 250/300 cycle power supply.
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
61000-4-8 ' 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
Pulsair IntelliPuff Tonometer, including cables, than
the recommended separation distances calculated
from the equation applicable to the frequency of
the transmitter.

Recommended separation distance

Conducted | 6Vrms 6V d=124p

RF IEC

61000-4-6

Radiated 10 V/m 10 V/m d=1.2p 80MHz to 800 MHz

RF IEC 80MHz to _

6100043 | 2.7GHz d=2.3p800MHz to 2.7GHz

Where p is the maximum output power rating of the
transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation
distance in metres (m).

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey',
should be less than the compliance level in each
frequency range.?

Interference may occur in the vicinity of
equipment marked with this symbol.
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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 Pulsair IntelliPuff Tonometer
is used exceeds the applicable RF compliance level above, the Keeler Pulsair IntelliPuff Tonometer 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 Pulsair IntelliPuff Tonometer.

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

16.3 RECOMMENDED SAFE DISTANCES

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

The Keeler Pulsair IntelliPuff Tonometer is intended for the use in an electromagnetic
environment in which radiated RF disturbances are controlled. The customer or the user of

the Keeler Pulsair IntelliPuff Tonometer can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment
(transmitters) and the Keeler Pulsair IntelliPuff Tonometer 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 3.8 3.8 73
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended
separation distance d in metres (m) can be 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.
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17. TECHNICAL SPECIFICATIONS

Console dimensions

260 x 215 x 220mm (H x D x W)

Hand Unit dimensions

315x 150 x 46mm (H x D x W)

Console weight

2.465Kg

Hand Unit weight

0.890Kg

Calibrated range

5mmHg to 50mmHg

Repeatability
(Average coefficient of variation)

<5%

Accuracy

+/-5mmHg (95% confidence level)*

Working distance

20mm from surface of patient’s cornea to front surface of
first lens. This equates to a nominal distance of 15mm from
the front of the puff tube shroud to the front surface of the
patient's cornea

Displayed scale

4 character dot matrix scrolling

Illumination system

LED infra-red

Length of umbilical cord

2m

Complies with

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

Power Supply Unit

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

*In a clinical study, the Pulsair IntelliPuff Tonometer appeared to slightly underestimate I0P relative to the
Goldmann Tonometer at pressures above 30mmHg but these differences were not clinically significant.

Environmental Conditions:

USE

35°C

10°C 30%

(2 89

90% 1060 hPa

800 hPa

Shock (without packing)

‘ 10 g, duration 6 ms

20
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STORAGE CONDITIONS
95% 1060 hPa
_/H/ 55°C
~ @

-10°C 10% 700 hPa

TRANSPORT CONDITIONS
95% 1060 hPa
RS @

-40°C 10% 500 hPa

Vibration, sinusoidal 10 Hz to 500 Hz: 0.5g

Shock 30 g, duration 6 ms

Bump 10 g, duration 6 ms

18. ACCESSORIES AND SPARES

Item Part Number
Printer paper roll 2208-L-7008
Intellipuff wall mounting kit 2414-P-7011
Pulsair Intellipuff dust cover EP39-70304
Tonometer face shield 2415-P-7038

19. 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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Tham khéo huwéng dén st dung

Ky hiéu canh bao chung

Ngay san xuét

Canh bao: Blrc xa khong ion hoa

Tén va dia chi cia Nha san xuat

Cénh bao: Dién

Quéc gia san xuét

Cénh bao: Birc xa quang hoc

Téi ché Thiét bi Dién va Dién ter
Thai (WEEE)

B> B BB

Canh bao: Chuwéng ngai vat
trén san

Hwéng Ién trén

Gilr kho réao

> BIMERREE

Thiét bi tiép xuc loai BF

D& v&

Gidi han nhiét do

@ e ¥

Khong st dung néu bao bi bj
hw hai

c
DR &<

2N
)
S

Nhéan Danh gia Sv phu hop cla
Vuong Quéc Anh, ciing ma sb
clia Co quan Chirng nhan dbi
véi SGS clia Vwong qudc Anh

e}
m

1639

Chiing nhén CE, ciing ma s6 ctia
Co quan Chirng nhan doi voi
Cong ty TNHH SGS cua Bi

Dai dién uy quyén cta Uy ban
Chéau Au

Dai dién uy quyén tai Thuy S§

(e e
Ma danh myc @ Thiét bi Loai Il
36 séri 69 Gii han ap suat mai truong
Thiét bi y t& Gi¢i han d6 am

[A1>[s] | Ban dicn

May do nhan ap Keeler Pulsair Intellipuff dwoc thiét ké va xay dung theo Chi thi 93/42/EEC, Quy
dinh (EU) 2017/745 va Hé thdng Quan ly Chét lwgng Thiét bj Y t& 1ISO 13485.

Phan loai:

CE / UKCA: Loai lla
FDA: Loai Il

Khong dugc sao chép toan bo hay mot phan thong tin trong Tai liéu hwéng dan nay khi chua
c6 sy ddng y truérc bang van ban clia nha san xuét. La mot phan trong ch|nh sach lién tuc phat
trién san pham oua minh, ching toi, v&i vai trd la nha cung cap, cé quyen thwe hién nhirng
thay dbi vé thong s6 ky thuat va céc thong tin trong tai liéu nay ma khong can thdng bao trudc.
IFU nay ciing sén co trén cac website ctia Keeler UK va Keeler USA.

Ban quyén © Keeler Limited 2023. Céng bd tai Vwong quc Anh vao ndm 2023.
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May do nhan ap Pulsair Intellipuff cia KEELER

1. CHIi BINH KHI SU’ DUNG

Thiét bj dwoc thiét ké dé chi dwoc phép st dung b&i nhirng chuyén gia cham soc strc
khoé da dwoc uy quyén va dao tao bai ban.

Chi nhirng nhan vién da dwoc dao tao bai ban méi dwoc phép str dung
May do nhan ap khéng tiép xtic Pulsair IntelliPuff. Luat phap Lién bang Hoa
Ky da han ché viéc mua ban thiét bi nay bé&i hoac theo yéu cau ctia bac si.

1.1 MO TANGAN GON VE THIET B|

Day la mot may do nhan &p ‘phun khi’ duoc thiét ké dé do Ap luc ndi nhan (IOP) ma
khong can phai tiep xdc voi be mat mat.

Thiét bi nay duoc thiét ké dé chi duoc siv dung bdi chuyén gia cham séc strc khoé da duoc
dao tao trong mét mai trwdng cham soc stre khoé. Do nhan ap bang xung khi 1a mét bién
thé clia do nhan &p théng thudng khi mét phan giac mac dugc lam cong béi kich thich co
hoc ma & do lwc/ap suét can dé tao ra hidéu qua lam cong gén lién vai ap luc ndi nhan.

Ky thuat thdi khi yéu cau viéc dwa tdi khi da lwgng t&r hoa va hiéu chudn hwong vé phia
trung tam ca gidc mac va can phat hién sy bién dang da xac dinh clia gidc mac bang cac
phwong tién quang hoc va phan chieu tir be mat giac mac.

1.2 MUC BICH SU DUNG/ MUC BICH CUA THIET B

May do nhan &p Khong tlep xuc Pulsair IntelliPuff duoc chi dinh dé do ap luc ndi nhan ma
khong can tiép xtc véi mét dé& hd trg sang loc va chan doan bénh cuom nuwéc.

2. TiNH AN TOAN
2.1 DOC TINH QUANG HOC

THAN TRONG: Anh sang phat ra tir thiét bj nay cé nguy co’ gay nguy
hiém. Thi gian tiép xtc cang lau thi rii ro gay ra cho mat cang Ién.

Du chwa phat hién ra nhirng nguy co’ vé birc xa quang hoc cép tinh tir cac
May do nhan ap Keeler, nhwng chiing téi khuyén cao moi nguoi hay gitr
mirc cwong dd anh sang téi vong mac & mirc thap nhat cé thé, vira du dé
chén doan. Tré em va nhirng ngw®i mic chirng thiéu thuy tinh thé va cac
bénh vé mat 1a nhitng ngwei c6 nhiéu nguy co’ rii ro nhat. Rui ro sé ngay
cang Ién néu vong mac tiép xtic véi ngudn sang cua ciing thiét bj hodc
mét thiét bi twong tw trong vong 24 gi®. Dic biét, can ap dung diéu nay
néu vong mac da dwoc chup bang viéc str dung béng dén truwéc do.

Céng ty TNHH Keeler sé cung cap cho ngwi ding theo yéu cau, mét ban
do thj thé hién quang phé dau ra twong (#ng cta thiét bi.
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May do nhan ap Pulsair Intellipuff cia KEELER

2.2 CANH BAO VA THAN TRONG

Vui Iong chu ¥ rang thiét bi chi dam bao hoat dong mot céch chinh xac va an toan néu ca
thiét bj va phu kién clia chiing duoc cung cap ddc quyén tir Cong ty TNHH Keeler. Viéc
st dung cac phu kién khac c6 thé khién thiét bi gay ra mirc phat xa dién tir cao hoic giam
kha n&ng mién nhiém dién ti, tir d6 d&n dén hoat dong khong chinh xac.

Hay tuan thi cac bién phap phong ngtra sau d& dam bao thiét bj hoat dong an toan.

AX CANH BAO
. Khong dwoc phép st dung thiét bi néu phat hién nhitng hw hai trc quan va phai dinh

ky kiém tra nhitng dau hiéu hw hdng va st dung sai cach.

e Hay kidém tra san phdm Keeler d& biét nhirng d&u hiéu hw hai khi van chuyé&n/bao
quan trwéc khi str dung.

e Luat phap Lién bang Hoa Ky da han ché viéc mua ban thiét bi nay b&i hodc theo yéu
cAu clia bac si va ngudi hanh nghé.

o Thiét bj dwoc thiét ké dé& st dung trong cac méi trwdng 1am sang chdng han nhw bénh
vién, phong kham mét va cac hoat dong do mat.

e Chi st dung ngudn dién EP29-32777 dwoc Keeler phé duyét, néu khong, thiét b co
thé bj tryuc trac.

e Khdng g& nhan dan che céc 16 khoa triv khi can gan Pulsair IntelliPuff 1én tuong.

o Chu thiét bi co trach nhiém dao tao, huan luyén nhan vién dé co thé st dung thiét bi
dung cach.

. Khong bao gi&r dwoc st dung thiét bi néu nhiét do mai trwdng, ap suét khong khi, va/hoac
d6 &m twong dbi ndm ngoai pham vi gisi han dugc néu trong tai liéu hwéng dan nay.

o Khong str dung khi co khi gas/chat 1dng dé& chay, hodc trong méi truéng cé mirc oxy cao.

o Thiét bi dwoc thiét ké dé chi dwoc st dung bdi nhitng chuyén gia cham séc strc khoé
da dwoc uy quyén va dao tao thich hop.

e Khdng nhing san phdm nay xuéng nwéc.

e Phich cAm ngudn la phwong tién cé Iap thiét bj voi ngudn dién lwei. Hay dam bao
ludn c6 thé tiép can ca cdng téc ngudn va phich cdm ngudn.

o Khong dét thiét bi & noi ma kho co thé thao phich cdm ngudn ra khéi & cdm.
e Khdng cam bd chuyén déi ngudn dién vao mét 6 cdm bj hong.

A e Diday ngudn mét cach an toan dé ngan chan rii ro vap ngé hoac ton hai cho
nguoi dung.

A THAN TRONG

e  Chi slr dung cac bd phan va phu kién chinh hang dwoc Keeler phé duyét, néu khéng,
c6 thé gay anh hudng dén tinh an toan va hiéu suét cda thiét bj.

e Tranh xa tam tay tré em.
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Dé tranh xay ra ngwng tu, hay dé thiét bi v& lai nhiét do phong truwéc khi stv dung.
Chi gén/treo thiét bj trén twong theo hwéng dan clia Keeler.
San phdm nay phai dwoc st dung trong phong cé mirc anh sang thap/mo.

Trwéc khi st dung May do nhan &p Pulsair IntelliPuff, hay nh&n nit Demo (Chay thir)
trong 1 gidy dé loai bd moi hat bui hodc hoi &m c6 thé dong lai khi thiét bi khong dwoc
str dung.

Chi st dung trong nha (tranh do am).

Khéng ¢ bd phan nao bén trong ma ngwoi ding cé thé bao dwéng. Hay lién hé dai
dién bao dwdng dwoc uy quyén dé biét thém thang tin.

Hay thyc hién theo huvong dan vé sinh/bdo tri dinh ky dé tranh nhitng thwong tich ca
nhan/hw hai cho thiét bi.

Viéc khéng thwe hién bao tri dinh ky duoc khuyén nghi theo huéng dan trong IFU nay
6 thé lam giam tudi tho hoat déng clia san pham.

Khi hét tudi tho st dung, san pham phai dwoc xt ly thai theo huéng dan vé& moi
trwdng dia phwong (WEEE).

CHONG CHI BINH

Khoéng c6 gi¢i han vé sé lugng bénh nhan, thiét bi nay cé thé dwoc st dung cuing cac
thiét bj khac ngoai cac thiét bi duoc néu trong cac chdng chi dinh bén duwoi.

Do chinh xac clia cac phép do IOP duoc biét dén la bi anh hwdng boi nhirng bién thé va
thay ¢ ddi ctia do clrng giac mac do s khac nhau vé do day giac mac, cac yeu t6 bam sinh
vé& cAu tric hodc phau thuat khic xa giac mac. Nhiing yéu t6 nay duoc khuyén céo la can
dwoc xem xét danh gia trong qua trinh do IOP.

3.
3.1

1.
2.

HUONG DAN VE SINH
VE SINH THAU KINH ONG PHUN HO'I MOI TUAN:
Lam &m tam bong bang Coén Isopropyl.

Di chuyén du que tam bdng xung quanh

thau kinh theo hinh tron.

Vit bd tam bong sau méi 1an lau dé tranh

lam bén thAu kinh. |
Nhin vao thau kinh ong phun hoi tlr phia j 9
bénh nhan, néu van thdy du hiéu cia &

mang nuwéc mét, th] hay thwc hién lai cac

thao tac trén cho dén khi nhin ré.

Chu y: Cha y khong lam hw hai cum Ong phun
hoi trong qua trinh vé sinh.

ﬁ THAN TRONG: Khéng bao gi® dwgc sir dung tim bong hoac gié kho dé

vé sinh thau kinh Ong phun hoi. Khéng bao gi® dwec siv dung vai hodc
khén tam silicon dé vé sinh thau kinh 6ng phun hoi.
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3.2 VE SINH THAN MAY DO NHAN AP

Chi thire hién vé sinh khéng nhung nwéc theo phwong thire tha cong nhw da mo ta déi
v6i may do nhén ap nay. Khong hép tiét tring hay nhing s&n pham vao céc dung dich vé
sinh. Lu6n ngét ngudn dién triedc khi tién hanh vé sinh.

1. Laubé mat bén ngoai bdng mot thm vai sach khong tham nuwéc va khong rung l6ng,
dwoc lam dm bang nuoc khtr ion/dung dich tay rira (chat tay rira chiém 2% thé tich)
ho&c nwéc/dung dich cdn isopropyl (IPA chiém 70% thé tich). Tranh tiép xtc véi cac
bé mét quang hoc.

2. Dam bao khdéng dé phan nwéc duw thiva chay vao thiét bi. Than trong khong dé vai
lau bi thdm dung dich.

3. Cac bé mét phai dwoc lau kho bing mot tAm vai sach khong rung long.
X ly thai cac vat liéu vé sinh da qua st dung mot cach an toan.

4. CUM BO CAP NGUON

4.1 THIET LAP PHICH CAM
Thay thé tdm phai bang bd chuyé&n di phich cdm ngudn thich hop néu can, hodc st dung
bo két néi IEC 60320 LOAI 7 (khong tang kem).

5. GAN/TREO TREN TUONG
May do nhan &p Pulsair IntelliPuff dwoc cung cip cung mét gia gén twdng chéc chan.
1. Gia d& co bdn 16 dé c6 dinh chéc chén vao twdng hodc bé mat
thang ding.
2. Hay cén than lya chon vi tri dat Thiét bj IntelliPuff clia ban khi da
xem x_ét ky Iujc"mg vé cac khia canh strc khoé va an toan, vi du, di
day dan nguon va xac dinh vj tri lién quan t&éi ngudi dung va bénh
nhan.

3. S dung gia gén twdng nhw mét khudn mau va danh dau rd rang
vi tri cac 16 trén twéng. Dam bao khéng co thiét b tién nghi cé dién
& noi ban sé khoan.

Khoan céc 16 ¢6 kich thwéc thich hop dé 18p vit va mé neo.
Gén khudn mau chéc chan vao twong.
Théo céac nhan che 16 khoa ra.

N o o~

Hay cén than dwa cac chét gén clia tm do vao dung céc 16 khoa & phia sau May
do nhan ap Pulsair IntelliPuff va ha xudng vi tri ¢ dinh va cudi cling cta no.

6. PHU'ONG PHAP DO NHAN AP, NHI'NG THAY BOI VE AP
SUAT TRONG MAT NGU'OI

May do nhan ap Keeler Pulsair IntelliPuff do ap lwc ndi nhan béng céach xa ra mét hoi nhe
vao giac mac. Bay duwoc xem la mét trwong hop.
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G& nhan dan

Viéc do dir lisu mét 1an doi luc cb thé khong chinh xac vi IOP thay dbi theo cac dao dong
vé mach, hé hap va nhirng thay déi xuyén sudt mot ngay. Ngoai ra, viéc chép mat, nheo
mét, uéng nuoc, hoat dong thé chét, vi tri co thé va tham chi la huong nhin ciing ¢6 thé
anh hwdng dén két qua I0P.

C6 thé can toi 4 1an do dii liéu dé giam thiéu tac dong clia nhitng sy bién thién nay nham
dat dwoc mot IOP khong ddi.

Pha&n mém clia May do nhan ap Pulsair IntelliPuff s& ghi nhan di¥ liéu va phat ra théng
bao khi hai di¥ liéu lién tiép chénh nhau +/~1mmHg, c6 nghia 1a khéng can thém céc lan
do khac.

7. TEN CAC BO BIEU KHIEN VA BO PHAN

© nNutNhan On/ Off (Bat/ Tat)

D& bat hoac tat Pulsair IntelliPuff, hdy nh&n nat On / Off (Bat / Tét ) — dén LED mau xanh
luc cho biét thiét bi dang bat.

O «iém tra Mat
Ré&t htru ich trong cong tac dao tao ngudi dung; né sé khong tra két qua do IOP.

o Dén LED bao hoat dong cua May in

Khi dén nay sang, né cho biét la may in dang dwoc bat; viéc thay thé may thu phat trén
gia sé khai dong qua trinh in. N6i cach khac, c6 thé in bat civ khi nao bang cach siv dung

nut Print (In) trén may thu phat.
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o Nap may in
Tiép can khu dé gidy may in qua N&p May in, kéo phan go trén ciing clia nap 1én va nhe
nhang kéo vé hudng ctia ban d& mé vé may in ra.

e Cbng néi tiép
Cdng néi tiép dwoc str dung dé hiéu chuén, kiém tra hé thdng va xuét di¥ liéu (ndm & sau
thiét bj).

e PAau vao ngudn dién

Chi I4p day dan ngudn dién ap thap (ndm & sau thiét bi) bang nhirng nguén cap dién clia
Keeler.

0 Twa dau
Nhén dé thao hodc dwa Twa dau vé vj tri riéng cla no.

© cac chibao bén Phai (OD) / Trai (OS)
Chi bao nay cho biét méat s& dwoc do; nut OD / OS sé chuyén ddi qua lai gitra nhirng chi
bao nay.

Thiét bi cam tay

Pulsair Qi)
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© WMan hinh
Man hinh hién thj s6 do IOP da ghi nhan va IOP trung binh.

Sau lan do dau dwoc thuc hién, man hinh sé hién thi két qua IOP da do. Sau méi lan do
trong nhirng 1&n do di liéu lién tiép dwoc thyc hién, man hinh sé hién thi két qua trung
binh ctia s6 do cho téi thoi diém do, ti 1a gia tri dau tién duoc hién thj la s6 do thue té, gia
tri th( hai la két qua trung binh clia hai s do dau tién, v.v., én t&i tbi da 4 s& do m&i mét.

Chu y: Gia trj dwoc hién thi duoc lam tron téi sb nguyén gan nhét hodc mét chir sb thap
phan, tuy thudc vao cai dat ngwoi dung, truy cap bang cac Tuy chon Menu Nguwoi dung.
Gia trj trung binh dwoc hién thi 1a dua trén céac sb do duoc lay téi mot chir sb thap phan.
Vi du, cac sb do 15,4, 16,3, 14,2 va 16,9 1a gia tri trung binh khi lay tdng clia ching 1a 62,8
va chia cho sé 1an do la 4. N6 cho ra gia tri cudi cuing 1a 15,7 hodc 16, tuy thudc vao cai
dat nguwoi dung.

Khi tat ca phép do yéu cau da duoc thuwe hién, thi gia tri dwoc hién thi 1a két qua IOP
dwoc ghi nhan ciia bénh nhjém. Khi hai di¥ liéu do lién tiép nam trong mirc TmmHg, mét
am thanh sé phat ra, cho biét da du di liéu do duwgc thyc hién.

@ Nut Print/ Menu (In / Menu)

Viéc nhan duéi 1 gidy sé in di liéu thu dwoc; nhan va gite trén 3 giay dé truy cap vao cac
Tuy chon Menu Ngu&i diing. Tham khao trang 98 dé biét day di hudng dan vé cac Tuy
chon Menu Nguwoi dung.

0 Nut Review (Xem lai) / Nut Easy Pulse (Xung Nhe)

Nut Review ‘R’ la mét chirc nang kép:

e Review — N6 cho phép ngudi doc danh gia, xem xét div liéu do vira thue hién.

e Ché do Easy Pulse (Xung Nhe) — Trong trwéng hop gép kho khan khi kich hoat. Vi dy

nhw véi giac mac bi thwong tdn hosc seo, thi n6 sé ghi dé 1én cac thong sb kich hoat
dé dé& dang thuc hién phép do.

Nhén nat Review (Xem lai). Man hinh s& hién thi dir liéu do vira thuc hién theo thir ty, gia
tri cudi cung dwoc hién thi la gia tri trung binh tich lug, chinh |a IOP.

BO nh¢ clia Pulsair ¢6 thé luu lai 4 div liéu do méi mét. D liéu do méi s& tw dong thay thé
d@ liéu cl nhat.

D& danh gia va xem xét méat con lai, hdy nhan nat OD / OS mét 1an va nhan nut Review
(Xem lai).

Pé& x6a bd nhé, hoic la ban co thé thay thé Thiét bi cm tay trong bé may va thao ra hoac
1& nhé&n nat Demo (Chay thr).

D& khoi chay Ché do Easy Pulse (Xung Nhe), hay gitr nut Review (Xem lai) trén 1 giay;
man hinh s& hién thj 'easy’ (d&), n6 sé phat ra tiéng bip 1 Ian va may do nhan ap Pulsair
Intellipuff s& san sang d& st dung cho nhirtng méat phirc tap. Nhan bat ky nit nao, dat
Thiét bi cAm tay vé lai Gia, hoac thuc hign dat lai thi cong bang cach nhén nut trong Gia,
sé dwa May do nhan ap Pulsair IntelliPuff ve lai cai dat trwdc do.
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@® Nut Demo (Chay thir)
D& trén an bénh nhan, ban co thé thuc hién quy trinh bang nat Demo (Chay thi) trén mu
ban tay clia bénh nhan trwéc khi tien hanh do dir liéu.

@ Nut OD / OS ‘NGt Menu Change (Thay d6i Menu)’

Nt nay sé& chuyén dbi qua lai gitka viéc ghi dir liéu cho mét trai va phai. NUt nay ciing
dugc st dung dé chuyén ddi qua lai théng qua Tuy chon Menu Nguoi dung, tham khéo
trang 98 dé biét day du hwéng dan vé cac Tuy chon Menu Nguoi ding.

@ Thikinh

Thi kinh cho phép ngwdi diing xem mét clia bénh nhan va cén chinh hé théng dinh tam.

® 6ng phun hoi va Ong kinh

Ong phun hoi va Ong kinh & nhitng bd phan ctia May do
nhéan ap Pulsair IntelliPuff ma thong qua do, May do nhan
ap Pulsair IntelliPuff sé dwoc can chinh va Iu5ng khi nhe
sé dwoc xa ra.

@ oen LED can chinh

Hai d&n LED xanh luc nam & phia trwéc clia Thiét bi cam
tay dong vai tro chi dén khi ban dang can chinh mat cta
bénh nhan dé tién hanh do.

8. QUY TRINH bO

8.1 CHUAN B| THIET Bl

1. Cam Day ngudn vao Méy do nhan
4p. O c&m ngudn ndm & phia sau
cua may do nhan ap.

2. Batmay do nhan ap bing cong
tac nhan On / Off (Bat / T&t) ndm &
phia trwdc ctia may do nhan ap.

3. Nang Thiét bi c&m tay ra khéi gia.
Thao nép chdng bui mau dé ra khéi
Ong phun hoi.

5. Khi Thiét bj cdm duoc lay ra khéi
bé, hai dén LED mau xanh luc &
phia trwdc sé phat sang, may bom
sé khéi dong, May do nhan ap
Pulsair Ir)teIIiPuff sé thyc hién kiém
tra hé thong, khi da hoan thanh,
man hinh s& phat ra am 'OK’, tham
khao Muc 9 dé& xem danh sach day
da di liéu hién thi.
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6. Trudc khi st dung May do nhan ap Pulsair IntelliPuff, hay nhdn nat Demo (Chay thtr)
dé loai bd moi hat bui hodc hoi &m c6 thé dong lai khi thiét bj khéng dwoc st dung.
8.2 CHUAN B| CHO BENH NHAN
Truwéc khi st dung May do nhan ap Pulsair IntelliPuff, ban hay dam b?o bénh nhan thay
thoai mai va & vi tri toi wu dé doc di liéu, va tot nhat la khi dau cd phan tya. Dieu nay la
do viéc lo so' va lo lang co thé gay anh hudng khong tot toi két qua thu dugc. Thuc hién
theo cac dau muc bén dwéi dé dat dwoc didu nay:
1. Hay yéu ciu bénh nhan théo kinh ap trong hodc kinh deo va chép mét cling nhw
thd mot cach binh thuwong.
2. Hay dam bao la bénh nhan cam thay thoai mai va dang & vi tri thu gian.
D& trén an bénh nhan, ban co thé thuc hién quy trinh bang nat Clear / Demo (Xoa /
Chay thtr) trén mu ban tay clia bénh nhan trwdc khi tien hanh do di liéu.

Trwée khi doc div liéu, ban nén:
1. Yéu cau bénh nhan chép méat dé dam béo co mang nuéc mét ot va co do phan
chiéu tot.
2. Dam bdo bénh nhan va phan quang hoc ctia may do nhan ap khong nam truc tiép
dwdi anh sang (ttee la den chiéu sang hoac anh sang mat troi).
3. Dam bao mét clia bénh nhan mé hét c&. Viéc nay la dé ngan tinh trang nheo mét
khi bénh nhan vé tinh cang mi mét va lam tang IOP.
4. Trong sudt qua trinh doc dr liéu, ban nén cho phép bénh nhan chép mét vai lan dé
duy tri mang nwéc mét clia giac mac.
8.3 THUC HIEN PO DU LIEU
Khi May do nhan ap Pulsair IntelliPuff va bénh nhan da dwoc chuan bj xong, gi® ban c6
thé tién hanh doc di liéu do.

1. May do nhan ap Pulsair IntelliPuff dwoc cai dat tw dong sé chon mét phai la mét
dwoc do trwée. Néu ban mudn chon mét trai, hay nhdn nat OD / OS trén thiét bi
cam tay.

2. Nang Thiét bi cAm tay Ién, may bom s& khéi dong va dén LED mau xanh luc sé sang.

3. Tw khoang cach khoang 30 cm (12 4. T tir di chuyén gan vao bénh nhan
inch), nhin qua thj kinh va dinh vi chinh déng thei van thuc hién c&n chinh.
xac mat clia bénh nhan. D& May do nhan ap Pulsair IntelliPuff

bang tay ranh va / hoéc st dung
Phan tya dau 'bat ra'.

-
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5.

7.

Chu y: D& tham khao cach can chinh nhanh, vui
ldng xem hwéng dan ngén ndm & phia sau clia
thiét bj bang cach kéo thanh & phia sau bén tay

trai.

. Néu thiét bj khong kich hoat, thyc hién cac

Tiép tuc di chuyén cham vé phia bénh 6. Tiép tuc di chuyén gan hon, mét anh
nhan, hai cham xanh sé xuat hién. sang phan chiéu mau dd xuét hién.

Tién gan hon nira. O’ khoang cach
khoang 15 mm, mét chir thap mau den
trén nén dé hoac hinh ‘cai no’ sé xuét
hién. Can tdm cho hinh anh nay (trén
thanh trung tam) va May do nhan ap
Pulsair IntelliPuff sé tw dong kich hoat.

Khi ban da thyc hién do dir liéu xong, hay & lai vi tri van hanh; doi mot vai giay dé
budng khi nap lai. Khi hinh anh ‘cai no’ xuat hién, May do nhan ap Pulsair IntelliPuff
sé& thuc hién 1an do tiép theo. Khi ghi nhan hai di liéu do lién tiép cach nhau trong
khoang 1 mmHg, s& cé mét am thanh phat ra (Néu am thanh dwoc bat trong cac
Tuy chon Menu Ngui diing). Néu céc dir liéu do lién tiép cach nhau hon 1 mmHg,
thi Keeler dé xuét thuc hién 4 an do di ligu.

Khi hai di¥ liéu do lién tiép ndm trong mrc 1 mmHg, mét &m thanh sé phat ra, cho
biét da du div liéu do dwoc thwe hién.

. Néu mét dir lieu do dwoc ghi nhan la khéng thoa man hoac khéng tét, thi mot am co

am vire cao sé phat ra.

. D liéu do dau tién sé la gia tri dwoc do; cac dir liéu do tiép theo s& hién thj gia tri

IOP trung binh. D& liéu nam ngoai pham vi hodc khéng chinh xéc sé tw dong bj loai
trr khéi phép tinh.

. Bét c khi ndo nhan nat Review (Xem lai),

ban sé co thé xem cac dir liéu do riéng 1é.

Pulsair CIEID) -
bwéc tir s6 3 dén 7. :
Pé do mét con lai, hay nhan nat OD / OS trén

Thiét bi cdm tay va I3p lai quy trinh tir buwdc
3dén7.

pull
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9. CAC Vi DY VE MAN HiNH HIEN THI

Standby (Ché do cho)
May do nhan ap sé hién thi STBY khi bat ngudn.

Khoi chay hé théng

,’J ,’-,’ ,i f Th[ét bi s& hién thj WAIT (DQI) trong 1 giay khi hé théng
khoi chay.
oK

Néu khong phat hién ra I8i, man hinh s& hién thj chir OK
va may do nhéan ap sé tw dong do mét bén phai OD.

. Hién thj dir ligu do dau tién la 14 mmHg.
lt U Chi bdo OD / OS béng dén LED cho biét dit liéu do cta
mat nao.

Dir liéu do c6 gia tri y nghia t&i 0,1
s = Néu gia tri co y nghiia 0,1 dwoc lwa chon bang tuy chon
1077 A N " D SN
] ] menu. Trong truong hop nay, khong co chi bao nao trén
man hinh cho biét di¥ liéu do la gia tri dau tién hay gia tri
trung binh I&n hon 1.

IOP I1&n hon 25 mmHg

Khi ap Iwc ndi nhan (IOP) I6n hon 25 mmHg, thiét bj sé
hién thj > 25, cwdng do phun hoi sé tu dong tang lén tur
nhe cho ti binh thwéng cho nhikng 1an do tiép theo.

Tw kiém tra

Thiét bi sé thwc hién ché do Tw kiém tra - néu nghi nger
c6 khac biét trong cac thong sb hoat dong, thi thong bao
'RUN TEST' (CHAY KIEM TRA) sé& xuét hién trén man
hinh trong téi da 15 giay. D& tiép tuc st dung may do
nhan &p, hay nh&n nat OD / OS dé xda théng bao. Cac
két qua dwoc hién thi trén man hinh sau d6 c6 thé khong
dang tin. Tham khao muc céc Tuy chon Menu Nguoi
dung trong tai liéu hwéng dan nay dé biét cach thuc hién
chuong trinh Ty kiém tra.

L6i

Man hinh hién thi I6i. (biéu thi bdng mot am thanh c6 am
V’C Cao).

97



May do nhan ap Pulsair Intellipuff cia KEELER

10. IN

C6 thé in cac két qua bang cach nhén nat Print (In) trén Thiét bi cAm tay, hodc néu menu
nguwdi dung duoc thiét 1ap tw dong in bang cach thay thé Thiét bi cam tay trén gia.

10.1 IN THU

D Iiéy do trong ngo&c (20) cho biét gia tri bi loai bd (khéng Keeler
bao gom trong cac phép tinh gia tri trung binh). Name:

Céc trrdng Tén, Ngay va Thoi gian duoc dién thii cong bdi o

ngwoi van hanh. ight e

Két qua IOP trung binh dwoc in d@&n mot chiv sb thap phan Avg 10P: 10.4 mmHg
XXX Data: (20), 10, 1010\
Bbn dir liéu do don 18 gan nhét sé dwoc in ra duwdi dang s6 Tﬁfgsim _—
khoéng cé thap phan 'xx'. Data: 10, 11, 10\10\

11. THAY THE GIAY IN

1. Tiép can khu dé gidy may in qua Nap May in, kéo phan gé trén cting ctia nép Ién va
nhe nhang kéo vé huong cia ban dé mé vé may in ra.
Lay cudn giay da hét ra.

2. Dét cudn gidy méi vao khay gitr gidy va dam bao phan khéng ¢ dinh dwoc néi long
& trén dau cudn gidy, néu khdng may sé khong thé in.

3. Dua phan dau gidy khong cé dinh qua khe trong Nap may in.
DPoéng Nap lai.

12. TUY CHON MENU NGU'O'l DUNG

1. Khi may do nhan &p dwoc bat va Thiét bj cdm tay duoc thao ra, hdy nhan va gii nat
Print / Menu (In / Menu) trén 3 gidy dé truy cap Tuy chon Menu Nguwi ding.

2. Man hinh sé hién thi Tuy chon Menu Nqui dung dau tién va lya chon hién tai.
PRNT ON (BAT IN) hodc PRNT OFF (TAT IN).
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Dé thay déi Tuy chon Nguoi ding, hay
nhan lai nit OD OS / 'Menu Change (Thay
dbi Menu)', 'viéc chuyén dbi' nat OD

0S / ‘Menu Change (Thay déi Menu)' sé&
chuyén qua cac tuy chon.

Viéc nhan nat Print / Menu (In / Menu) sé
dwa ban téi Tuy chon Nguoi dung tiép
theo, va & day la Quan ly Am bao.

S& dung nut OD OS / ‘Menu Change
(Thay d6i Menu) ’ dé thwc hién Iwa chon
wu thich ctia ban.

P R N Nut Print / Menu
Cha y: dé chay chwong trinh Ty kiém tra, (In / Menu)

hay nhan nat DEMO (CHAY THU), chir
khong phai nut OD OS / ‘Menu Change
(Thay doi Menu)'. Nut OD OS /
Tiép tuc 13p lai cac budc 4 va 5 cho toi khi | ‘Menu Change’
man hinh hidn thi ‘OK’. May do nhan ap (' hay doi Menu)
Pulsair IntelliPuff i da s&n sang dé st
dung theo nhitng cai dat mong muén ctia ban.

Tuy chon Menu Man hinh Thay dbi cac Tuy chon
Diéu khién may in PRNT (IN) OFF / ON (TAT / BAT)
Quan ly Am bao BUZ ON / OFF (BAT / TAT)
Dinh dang IOP XX | XX.X

Tw kiém tra tong thé | CHAY KIEM TRA | KIEM TRA/ DOl

Lwa chon cudi cting trén ‘Run Test’ (Iwa chon bang cach nhin nat DEMO (CHAY
THU)) sé& bét dau chwong trinh Ty kiém tra (khodng 45 giay), két qua sau d6 sé
dwocin ra.

13. HIEU CHUAN, BAO TRI VA KIEM TRA

Keeler khuyén nghi ngwi ding nén thwe hién bao tri dinh ky thuéng xuyén
/ : \ dé dam bao viéc do dwoc an toan va chinh xac. Trong trwdng hop thiét bi
nam ngoai mirc dung sai hiéu chuén, thi hay gtvi thiét bj lai cho Cong ty
TNHH Keeler hoac dai ly dia phwong ctia ban dé sira chira va hiéu chuan lai.

13.1 KIEM TRA THUONG XUYEN
Thudng xuyén kiém tra thiét bi cAp ngudn dién va day cap xem c6 bi hu hai khéng.

Trwdce khi kiém tra, hdy ngat két ndi ngudn dién khoi May do nhan ap Pulsair IntelliPuff va
ngudn dién lwoi.

Néu phén cach dién bén ngoai cia cap co déu hiéu bi hu hong thi hay ngay Iap tire
ngling st dung. Lién hé véi dai ly dia phwong cta ban dé thay thé.
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13.2 TONG QUAN
Gilr may do nhan ap tranh xa bui.
Néu May do nhan ap Pulsair IntelliPuff khong duoc st dung trong thoi gian dai, hay nhén

cong tac DAy On / Off (Bat / TAt) thanh "Off" (T&t) va ngét két ndi ngudn dién. St dung
tAm che bui dé bao vé may do nhan ap.

14. BAO DUONG VA HIEU CHUAN

Keeler khuyén nghj nén hiéu chuédn may do nhan ap hang nam. Khong stra dbi thiét bj nay
khi chwa dwoc uy quyen bdi nha san xuat.

Viéc nay phai dugc thye hién béi trung tam bao dudng Pulsair hodc nha phan phéi duoc
uy quyen. Thiét bi sé thuc hién tw kiém tra chirc nang khi dwoc bat va sé théng bao néu
phat hién ra 16i.

Khong cé bat ky bd phan nao ma ngudi dung dwoc phép thue hién bao dudng dbi voi thiét
bi nay. Cac tai liéu hudng dan bao dudng sé luén sén cé cho céc trung tam bao dudng
duoc Qy quyén clia Keeler va nhitng nhan vién bao dwéng dwoc dao tao clia Keeler.

15. BAO HANH

San pham clia Keeler ctia ban dwoc bao hanh trong 2 ndm va sé dugc thay thé, stra
chtra mién phi trong céc trwong hop sau:

e Bétky 16i san xuat nao.
e Thiétbjva phu kién dwoc st dung theo dung cac hwéng dan nay.
e Ching nhan mua ban di kém bét ky khiéu nai nao.

Nha san xuét tir chdi bat ky va toan b trach nhiém va bao hanh néu thiét
bi bi gia mao dwéi bt ky hinh thirc nao hodc viéc bao tri dinh ky khéng
dworc thwe hién hodc dwoc thwe hién khong dung theo hwéng dan cia
nha san xuét.

Khéng c6 bat ky bé phan nao ma nguwoi ding dwgc phép thwe hién bao
dwéng doi vei thiét bi nay. Moi hanh dong bao dwdng hodc stra chiva

chi dworc phép thwe hién béi Cong ty TNHH Keeler hoac nha phan phéi
dwoc Gy quyén va da dwec dao tao thich hep. Cac tai liéu hwéng dan bao
dwéng sé luén sén c6 cho céc trung tam bao dwéng dwerc Gy quyén clia
Keeler va nhirng nhan vién bao dwéng dwoc dao tao cua Keeler.

16. THONG SO KY THUAT VA BINH MU’C VE DIEN

May do nhan ap Keeler Pulsair IntelliPuff 1a mot thiét bj dién y té. Thiét bi co yéu cau dac
biét vé tinh twong thich dién tr (EMC). Phan nay sé mé ta sy phu hop clia né trong cac
khia canh twong thich dién tir cta thiét bj nay. Khi Iap dat hodc st dung thiét bj nay, vui
long doc k¥ va tuan thl nhitng diéu duwoc mé ta & day.

Cac thiét bj lién lac tan s6 vo tuyén cam tay hodc di dong co thé anh hudng khong bt dén
nhirng thiét bi nay, tir dé gay truc trac.
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16.1 PHAT XA BIEN TU

Hwéng dan va tuyén bé cia nha san xuét - phat xa dién tir

May do nhan ap Keeler Pulsair IntelliPuff duoc thiét ké dé s& dung trong moi truong dién
tr dwoc quy dinh dwoi day. Khach hang hoac ngwoi dung can dam bao thiet bi dwoc st
dung trong méi treong nay.

Thr nghiém phat xa Tinh tuan tha | Méi trwong dién tir - hwéng dan

Phat xa RF CISPR 11 Nhom 1 May do nhan ap Keeler Pulsair IntelliPuff chi str dung
nang luvgng RF dé phuc vy cho chirc nang bén trong cla
né. Do d6, mrc phét xa RF clia nd rat thdp va khong co
kha nang gay nhiéu cho cac thiét bj dién tir xung quanh.

Phat xa RF CISPR 11 Loai A May do nhan ap Keeler Pulsair IntelliPuff thich hop dé st
dung trong moi co' s& bao gém gia dinh va nhiing co s&

Phat xa séng hai IEC duoc két ndi tryc tiép voi mang lui cAp dién cong cong

61000-3-2 dién ap thép danh cho cac toa nha st dung cho cac muc

Dao dong dién ap / Phatxa | Tuan thi dich sinh hoat.

nhép nhay IEC 61000-3-3

16.2 MIEN NHIEM DIEN TU

Hwéng dan va tuyén bé cia nha san xuét — tinh mién nhiém dién ti

May do nhan ap Keeler Pulsair IntelliPuff duoc thiét ké dé s& dung trong moi truong dién
tr dwoe quy dinh dwdi day. Khach hang hodc ngudi dung can dam bao thiet bi dwoc st
dung trong méi treong nay.

Thtr nghiém tinh
mién nhiém

Mtrc thtr nghiém
IEC 55015

Mtrc tuan tha

M6i trwong dién tir - hwong
dan

Phéng tinh dién
(ESD).

tiép diém + 8 kV
phéng dién + 15 kV

tiép diém + 8 kV
phéng dién + 15 kV

San nha phai 14 loai g6, bé tong
hoac gach men.

day dau vao/dau ra

day dau vao/dau ra

IEC 61000-4-2 trong khong khi trong khong khi Néu san nha dugc ph vat ligu
tng hop thi d6 dm twong déi phai
it nhat dat 30%.

Qua do/dot bién +2 KV déi véi cac +2 KV déi véi cac Chét lugng clia ngudn dién lusi

dién nhanh. dudng day cap dién | duong day cAp dién | phai la loai clia méi trwong thuong

IEC 61000-4-4 £ 1KV i voi dudng | + 1KV déi véiduong | M@l dien hinh hoge mdi trrong

bénh vién.

Su tang vot dién.
IEC 61000-4-5

+1kV dbi véi (cac)
day nong - day nong
+2 KV dbi voi (cac)
day néng - mat dat

+1KkV déi véi (cac)
day nong - day nong
+2 KV dbi voi (cac)
day néng - mat dét

Chét lugng clia ngudn dién lusi
phéi la loai clia méi trwdng thuvong
mai dién hinh hodc mai truong
bénh vién.
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Thir nghiém tinh
mién nhiém

Murc thte nghiém
IEC 55015

Murc tuan tha

Mbi trieong dién tir - hwéng
dan

Sw sut ap, gian
doan ngén han va
thay déi dién ap
dbi véi cac duong
day dau vao nguén
dién.

IEC 61000-4-11

Ur=0% 0,5 chu ky
(0, 45,90, 135, 180,
225, 270, 315°)

Ur = 0%; 1 chu ky
Ur = 70%;

2530 chu ky (@ 0°)
Ur = 0%;

250/300 chu ky

Us = 0% 0,5 chu ky
(0, 45,90, 135, 180,
225,270, 315°)

Us = 0%; 1 chu ky
Us = 70%;

25/30 chu ky (@ 0°)
U = 0%;

250/300 chu ky

Chét lugng clia ngudn dién Iuoi
phai la loai clia méi trwdng thuvong
mai dién hinh hodc méi trudng
bénh vién.

Néu nguoi diing may do nhan ap
Keeler Pulsair IntelliPuff mudn
thiét b duy tri hoat dong lién tuc
trong trwong hop ngudn dién bi
gian doan, thi by sac phai duoc
cap dién tir b luu dign/bd cap
dién lién tuc.

Tén s6 dién (50/60
Hz)

Tw trwong. IEC
61000-4-8

30A/m

30 A/m

T trudng tan sb dién phai &

murc déc trwng ciia mot khu vuc
dién hinh trong méi truong co sé
cham sac strc khde chuyén nghiép
dién hinh.

Chu y: Ur phai la dién ap ngudn xoay chiéu trudc khi thwe higén mire thir nghiém.

Thwr Murc tho Mtrc tuan thi | Méi trwong dién tie - hwéng dan

nghiém nghiém IEC

tinh mién 60601

nhiém
Khéng st dung cac thiét bi lién lac tan sb vo tuyén
cam tay va di dong gan bét ky bo phan nao clia May
do nhan ap Keeler Pulsair IntelliPuff, bao gém ca day
cap, & khoang cach gan hon khoang cach khuyén
cdo duoc tinh toan tr phuong trinh ap dung cho tan
s6 clia méy phat.

Khoang cach tach biét dwoc khuyén nghi

Phatxa RF | 6 Vrms 6V d=12Vp

dén dién IEC

61000-4-6

Phét xa 10 Vim 10 Vim d=1,2p 80 MHz t&i 800 MHz

RF btrc xa 80 MHz t6i 2,7

61000-4-3 GHz

d=2,3p 800 MHz t6i 2,7 GHz

Trong d6, p a dinh mirc ngudn dién dau ra tbi da cla
may phét tinh bing Watt (W) theo nha san xuét may
phat va d la khoang cach tach biét duoc khuyén nghi
tinh theo mét (m).

Cudng do clia tiy trudng tir cac may phat RF ¢b dinh
nhw duoc xac dinh béi khao sat khu vwe dién tt' phai
nhé hon muc tuan tha trong tirng dai tan 4.2

‘3 Hién twong nhiéu c6 thé xay ra khi & gan
thiét bj c6 danh d4u biéu twong nay.
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Chuay 1: O 80 MHz va 800 MHz, dai tAn sb cao hon sé dwoc ap dung.

Chay 2: Nhirng hwéng dan nay khéng ap dung cho moi tru’cmg hop. Sv lan truyén dién tir bj
anh huédng béi sy hap thy va phan xa tir cac céu trdc, vat thé va con ngudi

1Vé méat ly thuyet, cuwong do tlr tredng tir cac thiét bi truyen phat, chang han nhw céac tram co’
s, dién thoai (di dong/khong day) va dai di dong méat dét, dai phat thanh khong chuyén, dai
phat séng AM va FM va dai phat séng TV khang thé dy doan mét cach chinh xac. Bé danh gia
moi trwdng dién tir do cac may phat RF cb dinh, thi ta can xem xét khao sat khu vuc dién tir.
Néu tir treong do dwoc tai vi tri ma May do nhan ap Keeler Pulsair IntelliPuff dwoc st dung
vuwot qua mire tuan thi RF & trén, thi can theo d6i May do nhan ap Keeler Pulsair IntelliPuff
dé xac nhan tinh trang hoat ddng binh thuwerng. Néu phat hién thay hiéu suét khac la, can thyc
hién thém cac bién phap khac, chdng han nhu thay déi hwéng hodc vi tri clia May do nhan ap
Keeler Pulsair IntelliPuff.

2 Trén dai tn s6 150 kHz dén 80 MHz, cuwdng d tr trwdng phai nhd hon 10 Vim.

16.3 KHOANG CACH AN TOAN KHUYEN NGHI

Khoang cach tach biét khuyén nghij gitra céac thiét bj lién lac RF cam tay va di dong
va Thiét bi IntelliPuff ctia Keeler.

May do nhan ap Keeler Pulsair IntelliPuff dwoc thiét ké dé st dung trong mai trwdng dién
tir da kiém soat cac nhiéu RF bire xa. Khach hang hodc ngwoi ding clia May do nhan
4p Keeler Pulsair IntelliPuff c6 thé hd trg ngén chan nhiéu dién tir bang cach gitr khoang
cach téi thidu gitra thiét bi tan sé lién lac RF cam tay va di dong (may phat) va May do
nhan ap Keeler Pulsair IntelliPuff nhu dwoc khuyén céo dudi day theo cong suét dau ra
t6i da cdia thiét bj lién lac.

Céng suét dau ra dinh danh |Khoang céch tach biét theo tan s6 cua may phat (m)
toi da cua may phat (W)
150 kHz t&i 230 80 MHz t&i 800 800 MHz t¢i 2,7
MHz MHz GHz
d=12Vp d=12Vp d=23Vp
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7,3
100 12 12 23

Déi voi cac may phat duoc dinh mire & mirc cong suat dau ra ti da ma khong dwoc liét
ké & trén, thi co thé xac dinh khoang cach tach biét khuyén nghi d, tinh theo mét (m),
bang phuong trinh &p dung cho tan sb clia may phat, trong d6 p la dinh murc cong suat
dau ra téi da clia may phat tinh bang Watt (W) theo théng sé clia nha san xuét may phat.

Chuay: 1 O' 80 MHz va 800 MHz, dai tan s6 cao hon dwoc ap dung.

Chu y 2: Nhirng hu-cmg dan nay khéng ap dung cho moi tru-cmg hop. Sw lan truyén dién tr bj
anh hudng bdi sy hp thu va phan xa tir cac cu trdc, vat thé va con ngudi.
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17. THONG SO KY THUAT

Kich thwéc bang diéu khién 260 x 215 x 220 mm (Cao x Sau x Rong)

Kich thwée Thiét bi cam tay 315 x 150 x 46 mm (Cao x Sau x Rong)

Trong lwong cua Bang diéu khién | 2,465 Kg

Trong Iwong Thiét bi cam tay 0,890 Kg

Pham vi hiéu chuan 5 mmHg t¢i 50 mmHg

Tinh I'ép lai <5%

(Hé so bien thién trung binh)

Tinh chinh xac +/-5 mmHg (95% khoang tin cay)*

Khoang cach lam viéc 20 mm tir bé mat giac mac clia bénh nhan téi mat

trwéc clia 6ng kinh dau tién. N6 twong dwong voi
khoang céach dinh danh 15 mm tr phia trwéc clia tdm
che &ng phun t¢i bé mét phia treéc clia giac mac bénh

nhan
Thang do dwerc hién thi cudn ma tran diém 4 ky tw
Hé théng chiéu sang Deén LED hdng ngoai
Chiéu dai cubéng nut day 2m
Tuan tha An toan dién (Y t&) IEC 60601-1 Tinh twong thich dién

tlr IEC 60601-1-2, BS EN ISO 15004-1,
BS EN ISO 15004-2

Thiét bj cp dién Ché d6 chuyén dbi, (110-240V)+/- 10% loai da
phich c&m tuan tht EN 60601-1, EN 61000-6-2, EN
61000-6-3

DPAu ra ngudn cap dién 30 VA (12V DC 2,5A)

Tansb 50/60 Hz

*Trong mét nghién ciru lam sang, May do nhén ap Pulsair IntelliPuff Tonometer dwong nhu da
danh gia thap mot chat két qué I0P so véi May do nhén &p Goldmann & cac ap suat trén 30
mmHg nhwng nhirng chénh Iéch nay khong cé y nghia vé mat lam sang.

Piéu kién moi trwong:

KHI S’ DUNG
90%
/ﬂ/ a5°C ; o ;1060 hPa
10°C 30% 800 hPa
Va dap (khong boc) | 10 g, trong thoi gian 6 ms
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DIEU KIEN BAO QUAN
95% 1060 hPa

/H/ J‘@
~
-10°C 10% 700 hPa

DIEU KIEN VAN CHUYEN

95%
/ﬂ/ 70°C o 1060 hPa
-40°C 10% 500 hPa
Rung theo hinh sin 10 Hz t¢i 500 Hz: 0,5 g
Va dap 30 g, trong thoi gian 6 ms
Va, dung, xéc 10 g, trong thoi gian 6 ms
18. PHU KIEN VA PHU TUNG
Muc Ma bd phan
Cudn gidy may in 2208-L-7008
B6 dung cu gén twdng Intellipuff 2414-P-7011
Né&p che bui ctia Pulsair Intellipuff EP39-70304
TAm che méat May do nhan ap 2415-P-7038

19. THONG TIN VE DONG GOI VA XU’ LY THAI
Xt ly cac thiét bj dién va dién tir cii
= Bleu twong nay trén san pham hoc trén bao bi va cac hudng dan cho biét
W_ rang san pham nay khéng duoc phép x ly gidng nhu rac thai sinh hoat.
. Dé giam thiéu tac doéng maéi trwong tir WEEE (Th|et bi Dién, Dién t&
—® Thai) va tdi thiéu héa lwgng WEEE cho céc bai chén I4p, ching toi
_ khuyén nghi ring thiét bj nay nén dwoc tai ché va tai st dung khi hét
tudi tho st dung.

D& biét thém théng tin vé thu gom, ti stv dung va tai ché, vui long lién hé B2B
Compliance theo s0 01691 676124 (+44 1691 676124). (chi danh cho khu vwc Vwong
quoc Anh).

Moi sw c6 nghiém trong xay ra lién quan dén thiét bi phai dwgc bao cao cho nha
san xuét va co quan c6 tham quyén ctia Qudc gia Thanh vién.

105



L E

EP59-70004 Issue L

Contact

Manufacturer

Keeler Limited

Clewer Hill Road

Windsor

Berkshire

SL4 4AA UK

Freephone 0800 521251
Tel +44(0) 1753 857177
Fax +44 (0) 1753 827145

India Office

Keeler India

Halma India Pvt. Ltd.

Plot No. A0147, Road No. 24
Wagle Industrial Estate

Thane West — 400604, Maharashtra
INDIA

Tel +912241248001

Representatives

EC |(REP

Keeler Europe Distribution, S.L.
Colom, 453, Nau D50
08223 Terrassa, Spain

CH |REP

Medicel AG, Dornierstrasse 11
CH -9423 Altenrhein, Switzerland

Date of Issue: 3/3/2023

USA Sales Office

Keeler USA

3222 Phoenixville Pike
Building #50

Malvern, PA 19355 USA
Toll Free 1 800 523 5620
Tel 16103534350

Fax 16103537814

China Office

China Office

Halma China Group

ZRR: TR (R HUHABRA
Hudik:  EETRAT X TR 1555
181 — )2

Hif: 021-61519088

Notified Body

UK
CRAo0120

SGS United Kingdom Ltd

Inward Way, Rossmore Business Park
Ellesmere Port, Cheshire, CH65 3EN
United Kingdom

Tel +44 (0) 151 350 6666

SGS Belgium NV

C €639

SGS House, Noorderlaan — 87,
Antwerp, 2030, Belgium
Tel +32 3 545 44 00

< Keeler



