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Dear Customer,

Thank you for purchasing this PRIZMA ultrasonic nebuliser. Please read this instruction
manual carefully before using the unit as it contains important health and safety information.
Please keep your instruction manual at hand all the time.

This unit is medical instrument. Be sure to use unit properly according to instructions
given by medical professionals. Only use medications as prescribed and instructed by

your doctor.
We wish you good health and all the best in the future.

With best regards,
PRIZMA, Kragujevac
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Intended Use

Use it only according to recommendations issued by your doctor or therapist.

Intended use

Device is intended to be used for inhalation of medication for respiratory

disorders, such as asthma and COPD.
This device is NOT intended for direct inhalation via mouthpeace or face
mask. The distance between patient and aerosol hose must be at least

10 cm.

Intended users

* Medical professionals (doctor, nurse, therapist, ...)
* Healthcare personnel or patients trained and guided by qualified medical

professionals.

User must be capable of understanding instruction manual and general
device operation.

Intended patients

Conscious, spontaneously breathing patients.

Working environment

Device is intended for use in medical facility such as hospital, clinic, doctors
office and in room of general household.

It is assumed that:

* nebuliser is placed on the table or trolley,

+ ambient temperature is under 30°C,

* the distance between patient and aerosol hose is at least 10 cm,

« operator is in the vicinity of the nebuliser.

Lifetime Main unit 5years
Inhalation hose 1 year
Bacterial filter 50 working hours

Lifetime of main parts of device if based on 8 hour operation with saline,
at room temperature (23 °C). Lifetime may vary depending on working

environment.

Precautions for use

User must read warnings and cautions described in this instruction manual.
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Exlusions and Limitations of Liability

Please remember that the warranty does not apply:

1.

w

to damage caused by service or maintenance performed by anyone who is not a
representative of PRIZMA or a PRIZMA Authorized Distributor;

. to damage caused by use with non-PRIZMA products and materials;
. to damage caused by using unauthorized spare parts;
. to damage caused by operating the product outside the permitted or intended

uses described by PRIZMA in the Instruction Manual;

. to damage caused by a poor working environment or failure to follow the written

instructions, including poor or incorrect electricity and inadequate surroundings;

. to damage caused by unauthorized modifications of the product and repairs

carried out by unauthorized personnel;

. to damage caused by Force Majeure, e.g. fire, earthquake, flood or thunderstorm.

. Due to our commitment to the ongoing development and improvement of our

products, PRIZMA reserves the right to amend or change the content of this
Instruction Manual without notice.

. The contents of this manual are believed to be correct at the time of printing.

However, if you should notice any errors or omissions, please contact your local
representative or PRIZMA distributor.

. In accordance to Copyright Law, any reproduction of this Instruction Manual in

whole or part is strictly prohibited without prior permission in writing by the
Copyright holder.
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Safety Notes

e The warning signs and the sample icons shown here are listed for you to use this product
safely and correctly as well as to prevent the risk of injury.

e The icons and meanings are as follows:

Warning sign

Contents

This sign indicates matters in which the possibility of death or severe bodily
injury may arise as a result of incorrect handling.

It indicates matters in which bodily injury or material damage* may arise as
a result of incorrect handling.

* Material damage refers to a wide range of damage involving your house, household goods, domestic animals and pets.

Examples of signs
The A icon indicates caution (including The pictured The pictured
warning and danger). icon refers icon refers
Matters involving actual caution are indicated to ‘caution for to ‘caution for
by text or pictures in or near /\. flammability’ electric shock’
The Qicon indicates prohibitions (what you The pictured The pictured
cannot do). icon refers to icon refers
Matters involving specific prohibitions are ‘prohibition to to ‘general
indicated by text or picturesin or near©. disassemble’. prohibition’.
The @ icon indicates something that is The pictured The pictured
compulsory (must be observed at any time). icon refers icon refers to
Matters involving specific compulsory actions to ‘general ‘unplugging the
are indicated by text or picturesin or near @. compulsion’. power plug’.

A Warning

Only use medications as prescribed and instructed by your doctor.
* Your physical condition may change for the worse.

When you use the unit for the first time after purchasing or after having not used
it for a long time, be sure to clean and disinfect it.
+ Miscellaneous types of bacteria may propagate and you may get infected.

Clean and disinfect the medication cup, medication cup cover and inhalation hose
each time the unitis used.

+ Miscellaneous bacteria may propagate and you may get infected. If the unit is
going to be used by more than one person, prepare a disinfected medication cup,
medication cup cover and inhalation hose for each person before using it. This
will prevent cross-infection.

Be sure to immediately dry the cleaned and disinfected parts, and then store

them in a dry place in order to prevent them from getting contaminated in the
future.

In case of any problem with your nebuliser please contact your local PRIZMA
service representative (address on/inside package)
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Safety Notes

A\ Warning

Do not use this device in presence of explosive gases or in areas with high risk of
explosion.

Use with non-flammable liquids only.

Do not use this device in combination with ventilation equipment.
Do not use in oxygen rich environment.
+ The pressure in the ventilation system may reduce significantly.

When assembling the cleaned, disinfected and dried parts, do not touch the
places where the medication and nebulised medication pass through directly with
your hands to prevent possible infection.

Do not make any contact with the vibrator while the power plug is plugged into
the electric outlet.
+ You may suffer electric shock or you may injure yourself.

Do not use this device when ambient temperature is above 30°C.

Do not plug in or pull the power plug from the electric outlet with wet hands.
+ You may suffer electric shock or you may injure yourself.

Do not wash the main unit with water or splash water to the power source, do not
use the nebuliser while you are in bath or having a shower, never submerse the
nebuliser in water.

+ Short circuit may occur in the unit or you may suffer electric shock.

A\ caution

Use only aqueous drug solutions to inhale using the nebuliser.
+ If you use unsuitable solvents, it may cause failure of components and
malfunction of the unit.

Clean the nebuliser with disinfectant and wash off thoroughly with water.
+ If you inhale any of the remaining disinfectant, your physical condition may
change for the worse.

If the nebulisation parts have already become contaminated before using the unit,

clean them first before use.
« If the medication remains in the nebulisation unit, your physical condition may
change for the worse.

Replace the water in the water tank each time you use the unit.
+ Adirty vibrator may cause lower nebulisation rate.

Disposal of the product should be carried out in accordance with the national
regulations for the disposal of electronic products.
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Safety Notes

A\ Caution

This equipment must only be connected to a supply mains with protective earth.
* You may suffer electric shock.

If you are not going to use the unit for a long time, be sure to unplug the power
plug from the electric outlet.

Be sure to turn off the power and unplug the power plug from the electric
outlet when you install or remove the device or take care of the components.
+ You may suffer electric shock or you may injure yourself.

Do not look into the nebulisation section during nebulisation.
+ Alarge amount of medication may get into your eyes and cause injury.

Do not operate the unit when the medication cup is empty.
+ The unit may be overheated or damaged.

Do not fill the water tank with the liquid other than water.
+ The vibrator will deteriorate and may get damaged.

When components are disinfected in an autoclave, make sure they do not

directly contact the heater.

+ As the temperature of the heater is very high, these components may melt or
become deformed.

Do not use the power cord or the power plug if it is damaged, or do not plug the
power cord into a loose electric outlet.
* You may suffer electric shock or the unit may ignite due to short circuit.

Do not scratch, tear, modify, forcibly band, pull, twist, or bundle the power cord.

Do not place a heavy material on the power cord. Keep power cord away from

heated or hot surfaces.

+ You may suffer electric shock or the unit may ignite due to short circuit caused
by the deteriorated insulation.

Do not disassemble, repair, or modify the unitin any way.
* The unit may malfunction or cause injury.

Contact your nearest PRIZMA service representative.

Do not use the power cord other than the supplied one.
+ The unit may ignite or you may suffer electric shock.

Be sure to use the power source as specified on the device.
* The unit may ignite or you may suffer electric shock.

Do not share the electric outlet with other electric appliances.
+ The unit may ignite or you may suffer electric shock.

To unplug the power plug from the electric outlet, do not pull the power cord;
instead hold the power plug with your hand.

* The power cord may be broken or short-circuited. It may cause fire or you may
suffer electric shock.
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Safety Notes

General Advice
Do not use the unit for any purpose other than for inhalation.

Do not use any parts other than the accessories or the optional components listed in this Instruction
Manual.

Do not fill the medication cup with more than 150ml medication or less than 5ml.
Do not move the unit while medication still remains in it.

Do not block the air ventilation holes at the bottom side of the nebuliser.

Place the nebuliser on a plain and stable surface during operation.

Do not apply strong shocks to or drop the main unit.

Do not bend the inhalation hose.
+ The medication may be pooled in the hose and the nebulisation rate may be lowered.

Do not inhale from the inhalation hose if the main unit is higher than your head.
+ The medication may spill onto your face or clothes.

Be careful not to damage the vibrator when cleaning the water tank of the main unit.

Do not disinfect the unit by boiling in a microwave oven.

After cleaning and disinfecting the components, assemble them after they are completely dried.
Do not wipe the main unit with volatile chemicals, such as benzene or thinners.

Although the nebuliser fulfils the provisions of the EMC (Electromagnetic Compatibility) directive, the
use of it should be avoided in direct vicinity of other electric devices.

Do not allow unsupervised children or infirm persons to use the unit.

Maintenance
Before using the unit, be sure to confirm that the main unit operates normally and safely.

How to handle failures or accidents
If an equipment error occurs, immediately take the following measures:

1) Power-off the unit and unplug the power plug from the electric outlet.

2) Write ‘Faulty-Do not use’ on the main unit so that it will not be used.

3) Contact the store where you purchased the unit or the nearest PRIZMA dealer.
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Components of the Product
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Components of the Product

© - Main unit

@ - LCD touch screen display
© - Handle

@ - Cover fixing lever

© - Bacterial filter

0 - Filter cover

@ - Medication cup holder
@ - Medication cup

GRS NCNCN- NN o)

- Medication cup cover
- Water tank

- Power button

- Fuses

- Electric power socket
- Drain hose

- Inhalation hose holder

- Heater plug
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Principle of Nebulisation and Main Features

Principle of nebulisation

1. PROFI SONIC H transmits the energy of ultrasonic
vibrations from the vibrator located at the bottom of
the water tank into water.

2. The ultrasonic vibrations are transmitted to the me-
dication cup through the water in the water tank.

3. The ultrasonic vibrations emit medication from the
medication cup (like a fountain) and it is dispersed as
aerosol.

4. Air from the fan carries this nebulised medication out
of the medication cup.

Main features of the product

1. Easy to use large LCD displays air volume, nebulisation rate, remaining time, and error
location. The back-light illumination featured in the unit enables checking of the display
in the dark.

2. LCD screen is touch sensitive which enables interactive operation. The unit has a
notification buzzer which produces a short sound each time a user touches a command
on the screen.

3. The buzzer produces characteristic sounds when the time set by the timer is completed
or when an error occurs.

4. With the use of a touch screen display, the air volume, nebulisation rate, heating level
and time can be set easily and quickly. The unit can handle various inhalation therapies
with the use of various optional parts.
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How to Prepare Before Inhalation
1. Disassembling the nebulisation unit

Rotate the medication cup cover fixing lever @
clockwise. Take the medication cup holder @ (plastic
ring) located below the cup cover and lift it up. In this
way, the nebulisation section is removed.

Note: Medication cup holder is a three-legged part
which keeps it steady on the table.

2. Filling the cooling water
Fill the cooling water in the water tank . The proper
amount is approximately 300ml. Pour some water
until the sensor level float in the water tank rises to
its upper position. Recommended water temperature
is approximately 25°C. To prevent scale build-up in
the water tank, use distilled or demineralised water
instead of tap water.

Sensor level float in upper position
Water level

Vibrator

3. Attaching the nebulisation unit

Attach the nebulisation unit to the water tank @. Be
sure that the air duct on the rear side of the nebulisation
unit is adjusted properly to the air filter cover @.
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How to Prepare Before Inhalation
4. Removing the medication cup cover

Hold the medication cup holder @ with one hand while
the other is removing the medication cup cover ©.

5. Placing the medication cup

Place the medication cup @ in the medication cup
holder (opaque plastic ring) @.

Note: The medication cup @ is made of thin plastics.
Take care not to rumple or pierce the cup.

6. Filling medication into the medication cup

Fill medication into the medication cup ©®.Besurethe
medication volume is between 5 ml and 150 ml. Use
only medications prescribed by your doctor. ‘/

Maximum f
medicine level ‘

7. Closing the medication cup

Put the medication cup cover back @. Be sure to put
the cover properly onto the medication cup holder.
Fix the medication cup cover by rotating the cover
fixing lever @.
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How to Prepare Before Inhalation

8. Attaching the inhalation hose
Attach the inhalation hose to the medication cup cover
©. Approximately 10mm of the hose length should be
fitted over the adapter on the medication cup cover.
Conect cable running from heating tube to socket on
the rear side of unit.

9. Plugging the nebuliser into the electrical outlet
Make sure that the power button @ is in the OFF/0
position. If the power cord is not attached, insert it
fully in the socket of the nebuliser @ and plug it into
an electrical outlet.

Note: Mains socket outlet used for connection of the
control unit to the mains shall be easily reachable to
the operator.
10. Turning the nebuliser on
Turn on the power button @. The main page will appear
on the screen @ in a few seconds after introduction.
The initial length of inhalation time is 10 minutes as set
by the manufacturer as well as the minimal values of
the air-flow volume and the nebulisation rate.
11. View of the LCD display
4 )
Setting the duration of . 10:00
inhalation (in minutes) #]:
Setting the air-flow ey ool
volume = = )
Setting the nebulisation @ _sooonntl
rate DDD —
Setting the heating =o000
level — —

Setting the inhalation
start time

Opening the setting
menu

11:25

N
Y

- J

Current time or starting inhalation time

\

Set buttons

Inhalation START/STOP
button
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How to Inhale

You operate the nebuliser by pressing the icons on the touch screen. A short beep sound
is produced with each command enabling the user to have greater control over the device.

Note: Use your fingertips only to tap the LCD touch screen in order to prevent damages
and to provide durability to the device. Be careful not to scratch the screen with your
nails or something hard (a pencil, etc.). The time interval between two consecutive
taps must be longer than 200ms, otherwise the device will not register the taps.

Icons on LCD display
Icon for setting the inhalation time. The timer is on the right side from the icon.
Icon for setting the air-flow volume. The air-flow volume is presented in the bar Za k)

graph on the right side from the icon.

Icon for setting the nebulisation rate. The nebulisation rate is presented in the bar
graph on the right side from the icon. C:j

<Bm1
Icon for setting the level of aerosol heating. The heating level is presented in the —_
bar graph on the right side from the icon. LA
—
If heating tube is not connected to the nebuliser, this picture will appear on o
display as heater button. DK
—
Icon for setting the start of inhalation. Current daily time or start of inhalation is e
presented on the right side from the icon. @
)
Setting menu icon T
F
START inhalation icon )
—
PAUSE inhalation icon T
il
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How to Inhale

STOP inhalation icon ( . )
—
Press the "+" button to increase a parameter value. ( N
—
Press the “=" button to decrease a parameter value. ;"
|
——
Bar graph depicting set values of the air-flow volume and the nebulisation rate as
been set. 0 |:| I:I I:I

1. Setting the time

The nebuliser has a battery clock which measures time even if the nebuliser is turned
off. You can set the time by pressing the button . A new page will display. Press
the (5 button and it will change its colour into @J. Adjust the time by pressing the “+*
and “-" buttons. If you press and hold the “+” or “=" button, time will change. Once
the current time has been set, press the[_v~ | button. The main page will show and
the time as set will appear at the bottom of the display.

2. Setting the inhalation time

Press the (X button. It will change its colour into B set the inhalation time by pressing
the “+" and “-" buttons. The longest possible inhalation time is 99 minutes. Once the
inhalation time has been set, it will appear on the right side from the setting button.

3. Setting the nebulisation rate

Press the (= button. It will change its colour into @. Set the nebulisation rate by
pressing the “+" and “-" buttons. The quantity of aerosol will appear in the eight-level
bar graph on the right side from the setting button.

If the bar graph depicts the lowest aerosol quantity -so000ll, and you press the
button again, the image @ will appear instead of @. It means that the nebuliser has
been set to a low medication dose (less than 5ml). The inhalation time will disappear
from the display, since low doses of medication are nebulised until the whole quantity
has been spent. Even then the nebulisation rate may be set within eight levels.

You may leave the low dosing regime by pressing the “+" button for the highest dose
of aerosol depicted in the bar graph, and then press the “+” button again.

u_u
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How to Inhale
4. Setting the air-flow volume

Press the % button and it will change its colour into @, Adjust the air-flow volume
by pressing the “+" and “—* buttons. The air volume can be seen in the eight-level bar
graph adjacent to the setting button.

5. Setting the heating level

If heating tube is connected to nebuliser, button = will appear on the screen. Press =
button and it will change its colour into & Adjust heating level by pressing the “+" and
“~"puttons. The heating level can be seen in the eight-level bar graph adjacent to the
setting button. If heater is not connected to nebuliser, adjustment will not be possible.

6. Beginning the inhalation

Inhalation begins by pressing the * button. It will start if the water tank is filled with
cooling water, the medication cup cover is placed and the nebuliser is not overheated.
When the inhalation starts, the * button will change into ", and the & button will
turn into (M., If the nebuliser has been set to a high medication dose, the count-down
time is displayed. When the set time is over, nebulisation will automatically stop along
with the beeping sound.

During the nebulisation you may additionally adjust the quantity of aerosol and air-flow
volume, but you may not vary the time of inhalation or the medication dose (low or high).

If the water level in the water tank is low, or if the medication cup cover has not been
properly placed, or if the nebuliser is overheated, the ERROR display will appear:

|-

No or badly fitted medication cup cover Low water level Overheated nebuliser

L J min +

If the water level is low or if the medication cup cover has not been placed, fix the
problem and press the [ v | button. Then start the inhalation again.

If the nebuliser is overheated, wait for it to cool down, then press the [ v | button
and start the inhalation again.

7. Temporary interruption of the inhalation session

You may temporarily pause the inhalation session by pressing the " button which
then change into *. Converting of medication into aerosol will stop as well as the
time count-down (high dose of medication only).

The inhalation session may be continued by pressing the same button again. The
count-down timer will be activated again and continue to the end of session.
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How to Inhale
8. Interruption of the inhalation before the end of session

The inhalation session may be stopped at any time by pressing the button W The
main page will appear. The air-flow volume and nebulisation rate will remain on the
display as set before, and the inhalation time will return to the initially set value.

9. Programming inhalation

You may set the nebuliser to start inhalation automatically at particular time, instead
by manually pressing the button * .

The unit should be prepared for inhalation (fill the cooling water in the water tank,
place the medication cup, fill medication into the medication cup, assemble the
medication cup cover, attach the inhalation hose). Then press the 2 button which
will turn into @, Set the inhalation time by pressing the “+" and “-" buttons. While
setting, the desired inhalation time will display instead of the current time. After
setting the inhalation time press the * button. The current time will reappear by the
2 button and the inhalation time as set before will appear below. The * button will
disappear and the ¥ button will turn into ™, The inhalation session will then start
automatically when desired inhalation starting time is reached. From that moment
on, the unit is to be handled as with manually started inhalation.

When completed or interrupted (inhalation) the inhalation time will disappear, e.g.
inhalation time may be set for a single inhalation session only.

Note: If you need to immediately start an inhalation session, press the B button
to erase the time previously set, and then press the * button. Inhalation will start
immediately and the time previously set will be deleted.

Note: When you turn off the unit, all the values set previously will be overridden
(timer settings, nebulisation rate, air-flow volume) and when you turn it on the next
time all the values will reset to default as set by the manufacturer.

Note:

The distance between
patient and aerosol hose
must be at least 10cm.
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Finishing the Inhalation Treatment
When the treatment is finished you should:

—_

. Turn off the power button @ (position 0).

N

. Remove the inhalation hose from the medication cup
cover.

3. Remove the medication cup cover @.

N

. Discard the remaining medication ©.

5. Discard the cooling water in the water tank @. Remove
the drain hose @ from its holder. Put the drain hose in
horizontal position (as in the picture) and allow the water
to drain out into a suitable container. Wait until all the
water has been drained out of the water tank and then
put the drain hose back into its holder.

Notes:

- Be sure not to bend the drain hose in directions different to the one in the picture as
it may become damaged.

- The volume of a suitable container should be greater than 300ml.

6. Remove the inhalation hose from the aerosol heater and @/

pull the heater wire from the inhalation hose.

7. Clean and disinfect the nebuliser.

7 4

A Warning

When assembling the cleaned, disinfected, and dried parts, do not touch the
places where the medication and nebulised medication pass through directly
with your hands to prevent possible infection.

Do not make any contact to the vibrator while the power plug is plugged into
the electric outlet.
* You may suffer electric shock or injure yourself.
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How to Take Care of the Nebuliser Unit

How to take care of the
bacterial filter

Replace the bacterial filter after each
50 hours of operation or more often if
it becomes dirty (due to the high level
of dirt in the air).

To replace the filter:

1. Put the cover fixing lever @ in back
position.

2. Remove the medication cup cover
© and medication cup holder @.

3. Remove the filter cover @ by lifting
its back edge first and then its left
edge.

4. Take out the used filter ©.
5. Replace it with a new one @.
6. Reattach the filter cover @.

7. Reattach the medication cup holder
@ and medication cup cover ©.

8. Put the cover fixing lever @ in front
position.
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Cleaning and Disinfection
Cleaning the unit

Clean the dust from the main unit by wiping it with a disposable cloth after being moistened
with water or light-detergent solution.

Other parts of the unit may be cleaned with a light-detergent solution in warm or hot water.

General advice

+ Do not wipe the main unit with volatile chemicals, such as benzene or thinners.
+ Do not damage the surface of the vibrator.

Unit disinfection procedure

All parts of the nebuliser can be disinfected with 70% ethyl-alcohol (medical grade alcohol).

Some parts of the unit may be damaged if you use disinfectants based on:
e phenols,
e alkyl amine compounds,
e halogen-releasing compounds,
e strong organic acids,
e oxygen-releasing compounds.

Wipe disinfection

The surface of the unit and its parts are disinfected:

e by wiping the outer surface of the nebuliser unit and other parts with cotton wool slightly
moistened with alcohol.

¢ do not allow contact between the disinfectant and the inside of the unit.
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Cleaning and Disinfection
Immersion disinfection

Do not immerse the main unit or aerosol heater in a disinfectant!

The medication cup holder, medication cup cover, medication cup cover sealing and
inhalation hose (without aerosol heater) may be immersed in a disinfectant.

The time to immerse the parts in the disinfectant differs with the type of the disinfectant
used. However, 30 to 60 minutes or even longer is common.

After immersing the parts, wash them sufficiently with water and dry promptly. Carefully
store the parts so that they are not re-infected.

Boiling disinfection

Do not boil the main unit or aerosol heater!

The inhalation hose (without aerosol heater), the medication cup cover and medication
cup cover sealing can be disinfected by boiling. Boiling disinfection is performed at 93°C
for 10 minutes using detergent solution only.

Autoclave disinfection

Do not disinfect the main unit or inhalation heater in autoclave!

The inhalation hose (without aerosol heater), the medication cup cover and medication
cup cover sealing set may be disinfected in an autoclave at 125°C.

When parts are disinfected in an autoclave, make sure these parts do not

directly contact the heater inside the autoclave.

* As the temperature of the heater is very high, these parts may melt or become
deformed.
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Cleaning and Disinfection

Disinfection/cleaning of the unit under home conditions
The medication cup holder, medication cup cover, medication cup and inhalation hose
should be:
e washed in a warm detergent solution,
e rinsed thoroughly in running water and any excess water should be shaken from them,
e dried properly.

A Warning

Be sure to immediately dry the cleaned and disinfected parts, and then store
them in order to prevent them from getting contaminated in the future.
+ Miscellaneous types of bacteria may propagate and you may get infected.

Be sure the power cord is disconnected before cleaning and disinfection.
+ Electric leakage may occur in the unit or you may suffer electric shock.

Do not wash the main unit with water, or splash water to the power source.
+ Electric leakage may occur in the unit or you may suffer electric shock. é

After cleaning and disinfecting the components, assemble
them after they are completely dried.
S,

The inhalation hose and the aerosol heater assembling
procedure:

1. Pull the tube through the inhalation hose.

2. Insert the aerosol heater wire into the one part of the
tube and place it inside of the inhalation hose by puling
other end of the tube.

3. Attach the inhalation hose to the aerosol heater and
pull out the tube of the inhalation hose.
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Troubleshooting

Trouble Where to inspect How to correct
LCD display does not Is the power plug securely plugged | Plug the power plug in the electric
illuminate into the electric outlet? outlet correctly.
Insufficient amount of Is the water in the water tank up to | Fill the water up to the level float.
water the level float?

No medication cup cover

Is the medication cup cover
correctly set to the main unit?

Set the medication cup cover by
attaching it to the medication cup
holder and rotate the cover fixing lever
to front position.

After the inhalation starts
the unit is overheated.

Are the air vents at the bottom
blocked?

Unblock the air vents at the bottom of
the unit. Wait for the unit to cool down.

The unit does not nebulise.

Is the medication cup correctly
set?

Set the medication cup correctly.

Is the amount of medication in the
medication cup too much?

Reduce the amount of medication to
less than 150ml.

Is the inhalation hose bent and the
medication pooled in the hose?

Adjust the bent hose correctly and
drain the pooled medication.

Insufficient amount of
aerosol.

Is the amount of medication in the
medication cup too small?

Increase the amount of medication to
more than 5 ml.

The amount of aerosol has
decreased.

Is the amount of medication in the
medication cup too much?

Reduce the amount of medication to
less than 150 ml.

Is the value of nebulisation rate set
too low?

Adjust the value of nebulisation rate by
pressing the “+" button.

Is the room temperature too low
and/or water temperature too
low?

Start the inhalation without medication
for about 4 minutes, and then use the
unit.

Is the medication cup clean?

After cleaning the medication cup with
the detergent, wash off the detergent
sufficiently under running water before
using the cup.

Is the bacterial filter blocked?

Replace the bacterial filter with a new
one.

Nebulisation is unstable.

Is the amount of medication
exceeding 150 ml?

Reduce the amount of medication to
less than 150 ml.

Are the air volume and the
nebulisation rate set to the
maximum level when the amount
of medication is 150 ml?

Adjust the air volume and nebulisation
rate.

The unit does not heat
aerosol.

Is the heating level set high
enough?

Increase heating level.

Check electrical connection
between heating hose and
nebuliser.

Insert connector at the end of heating
hose cable to the plug located on the
rear side of nebuliser.

* If the unit does not operate normally after taking the above-mentioned measures, do
not touch the internal mechanism and consult the store where you purchased the unit
or the nearest PRIZMA service centre.



| 25

Professional ultrasonic nebuliser

Specifications
Technical data

This device fulfils the provisions of the EC directive 93/42/EEC (Medical Device Directive).

Product name

PRIZMA Ultrasonic Nebuliser

Model

PROFI SONIC H

Product class

lla

Power source

100-240V ~, 50 - 60 Hz

Power consumption

90VA

Fuse

2 xT2AH /250 VAC

Electrical safety

Electromagnetic emissions

In accordance with EN 60601-1-2 standard

Noise level

<35dBA

Ultrasonic frequency

1.7 MHz

Nebulisation rate*

0-3 ml/min, adjustable

Particle size

0.5-5pm

Air volume

Maximum 20 I/min, adjustable

Amount of cooling water

300 ml

Capacity of medication cup

150 ml (min. 5 ml)

Clock battery

CR2032,3V

External dimensions

260 x 250 x 200

Weight of the main unit

1.8kg

Operating conditions

15-30°C(59- 86 °F), 30 - 85% RH, 700-1060 hPa

Transport/storage
conditions

0-45°C(32- 113 °F), 30 - 85% RH, 700-1060 hPa

Package contents

Main unit, silicone inhalation hose (90 cm), 3 medication cups (one
already installed), 1 bacterial filter (already installed), power cord,
Instruction Manual (with warranty card)

* May change depending on the type of medication
- Specifications and appearance is subject to change without prior notice.

Symbols:

[:Ii] =Read the instruction manual carefully

E = Correct disposal of this product (Waste electrical & electronic equipment)
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Important Information Regarding Electro Magnetic Compatibility (EMC)

With the increased number of electronic devices such as PC's and mobile (cellular) telephones, medical
devices in use may be susceptible to electromagnetic interference from other devices. Electromagnetic
interference may result in incorrect operation of the medical device and create a potentially unsafe
situation.

Medical device should also not interfere with other devices.

In order to regulate the requirements for EMC (Electro Magnetic Compatibility) with the aim to prevent
unsafe product situations, the EN60601-1-2 standard has been implemented. This standard defines
the levels of immunity to electromagnetic interferences as well as maximum levels of electromagnetic
emissions for medical devices.

This medical device manufactured by PRIZMA conforms to this EN60601-1-2:2015 standard for both
immunity and emissions.

Nevertheless, special precautions need to be observed:

* Do not use mobile (cellular) telephones and other devices which generate strong electrical or
electromagnetic fields near medical device. This may result in incorrect operation of the unit and create
potentially unsafe situation. Recommendation is to keep a minimum distance of 7 m. Verify correct
operation of device in case the distance is shorter.

A Warning

Use of accessories, transducers and cables other than those specified or
provided by the manufacturer of this equipment could result in increased
electromagnetic emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.

Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 30 cm (12 inches)
to any part of the PROFI SONIC, including cables specified by the manufacturer.
Otherwise, degradation of the performance of this equipment could result.

The use of the device adjacent to or stacked with other device should be
avoided because it could result in improper operation. In case such use is
necessary, the device and other device should be observed to verify that they
are operating normally.

GUIDANCE AND MANUFACTURER’S DECLARATION - ELECTROMAGNETIC IMMUNITY

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

Phenomenon Test -frequency |Test level | Guidance
30 kHz; CW 8 A/m

Proximity magnetic fields should be at

Proximity magnetic fields 1P3|\;|1221k};i|z 65 A/m« | levels characteristic of a tipical location
IEC 61000-4-39 . in a typical commercial or hospital
13,56 MHz; 75A/m environment.

PM-50 kHz«
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GUIDANCE AND MANUFACTURER’S DECLARATION - ELECTROMAGNETIC IMMUNITY

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

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment -
guidance

Electrostatic
discharge (ESD)
|IEC 61000-4-2

+8 kV contact

+2kV, +4KkV, £8kV,
+15kV air

+8 kV contact

+2kV, +4kV, £8KkV,
+15KkV air

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

Electrical fast
transient/burst

+2 kV for power
supply lines

+2 kV for power
supply lines

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

(100 % dip in UT)
for 5 sec

(100 % dip in UT)
for 5 sec

IEC 61000-4-4 11 kV for signal lines | £1 kV for signal lines

ig’ri;\gglgirsgtlal’ +0,5 kV differential,

common mode

Surge +1 KV differential Mains power quality should be

ommon mode 11 kV differential, that of a typical commercial or
IEC 61000-4-5 common mode hospital environment.

+2 kV common

mode +2 kV common mode

0% UT 0% UT

(100 % dipinUT) (100 % dipin UT)

for 0,5 cycle for 0,5 cycle Mains power quality should be
Voltage . . that of a typical commercial or
dips, short 0%UT 0% UT hospital environment. If the user
interruptions (100 % dip in UT) (100 % dip in UT) of the PROFI SONIC requires
anq vfoltage for 1 cycle for 1 cycle continued operation during
variations on e i ; i

70 % UT 70% UT power mains interruptions, it is
POWEF.SUpply (303& dipin UT) (308/ dipin UT) recommended that the PROFI
input lines b ° ap SONIC be powered from an

for 25 cycle for 25 cycle ! pc
IEC 61000-4-11 uninterruptible power supply or

0% UT 0% UT a battery.

Power frequency
(50/60Hz)
magnetic field

IEC61000-4-8

30A/m

30A/m

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

typical commercial or hospital
environment.
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GUIDANCE AND MANUFACTURER’S DECLARATION - ELECTROMAGNETIC IMMUNITY

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

Electromagnetic environment -
guidance

Radiated RF 3V/m 3V/m Portable and mobile RF
IEC61000-4-3 80 MHz to 2700 MHz | 80 MHz to 2700 MHz | communications equipment
should be used no closer to
any part of the PROFI SONIC,
including cables, than the
recommended separation
distance calculated from the
equation applicable to the
frequency of the transmitter.

Immunity test | IEC 60601 test level | Compliance level

Recommended separation
distance

d=(3.5/V1)VP
d=(3.5/E1)vP 80 MHz to 800 MHz
d=(7/V1)vP 800 MHz to 2,7 GHz

Where P is the maximum output
power rating of the transmitter
Conducted RF 3Vrms 3Vrms in watts (W) according to the

IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz transmitter manufacturer and d
is the recommended separation
distance in meters (m).

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

Interference may occur in the
vicinity of equipment marked
with the following symbol:

()

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

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

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than (V1) V/m.
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Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications
equipment
Test A Immunity
frequency Band Service Modulation M:v)‘(l':um Distance | test level
(MHz) P (V/m)
Pulse
385 380-390 TETRA 400 modulation | 1.8 0.3 27
18 Hz
FM
GMRS 460, +5kHz
450 430-470 FRS 460 deviation 2 0.3 28
1 kHz sine
710 Pulse
745 704-787 | HTEBANAD 1 mogulation | 0.2 0.3 9
780 217 Hz
GSM 8007900,
810 TETRA 800, Pulse
870 800 - 960 iDEN 820, modulation | 2 0.3 28
930 CDMA 850, 18 Hz
LTE Band 5
GSM 1800;
1720 Moo | pulse
1845 1700 - 1990 . ! modulation | 2 0.3 28
1970 DECT, 217 Hz
LTEBand 1,3,
4,25, UMTS
Bluetooth,
WLAN, Pulse
2450 2400-2570 | 802.11 b/g/n, modulation | 2 0.3 28
RFID 2450, 217 Hz
LTE Band 7
5240 Pulse
5500 5100-5800 | & AN8OZTT moduiation | 0.2 03 9
5785 217 Hz

Further documentation in accordance with EN60601-1-2:2015 is available at PRIZMA at address mentioned
in this instruction manual.

Documentation is also available at www.prizma.rs.
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Correct Disposal of This Product
Ef (Waste electrical & electronic equipment)

This marking shown on the product or its literature indicates that it should not be disposed of with other
household wastes at the end of its working life. To prevent possible harm to environment or human
health from uncontrolled waste disposal, please separate this from other types of wastes and recycle it
responsibly, to promote sustainable reuse of material resources.

Household users should contact either the retailer where they purchased this product or their local
government office for details of where and how they can take this item for environmentally safe

recycling.

Business user should contact their supplier and check the terms and conditions of purchase contract.
This product should not be mixed with other commercial wastes for disposal.

This product does not contain any hazardous substances.
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Optional parts

¢ Inhalation hose with Bacterial filter : Medication cup

: detachable aerosol heater:  Catalogue Code: PSBF @  Catalogue Code: PSMC

: Catalogue Code: PSIHH Packaging unit: 1 pc : Material: PET
Material: Silicone : : Packaging unit: 5 pcs

Packaging unit: 1 pc

Medication supply set Desktop stand : Trolley stand

Catalogue Code: PSMS @ Catalogue Code: PSDS  :  Catalogue Code: PSTS

Material: PP : Packaging unit: 1 set : Packaging unit: 1 set
Packaging unit: 1 set : . : ,
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WARRANTY CARD

[WARRANTY PERIOD : 24 months from the day of sell ]

Company PRIZMA KRAGUJEVAC DOO declares: )
* The product will work correctly within the warranty period, if you follow attached
instructions;

* All manufacturing errors within the warranty period will be solved in a time not longer
than 45 days;

* Product which can not be repaired within 45 days, will be at your request replaced with
new one;

* All replaced parts for the product in warranty time are guaranteed.

The warranty ends in the following cases: )
« If you did not follow the operating instructions
* Repair done by an unauthorized person
+ Damage caused by mechanical force of the user or a third party
» Damage caused by natural disaster - flood, fire, lightning... (Force majeure)

Jl:[ll4e  Professional ultrasonic nebuliser
V[l PROFI SONICH

J J

Date of sell Invoice number

Serial number

To guarantee consideration you must have an invoice and this warranty statement.

COPYRIGHT ©! Al rights reserved! PRIZMA KRAGUJEVAC DOO
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