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Warnings and Safety

N

T
)l

In case of incidents with thBrominENT themanufacturer must be notified.

To avoid the risk of an electric shock, this product should only be connected to an earthed mains
power socket.

The airoutlet of the hotair mirror heater gets hot during use. Do not touch it immediately after.use

Themetal outlet of the hotair mirror heater may not be touched by the user simultaneously with the
patient.

The metal ring of the heated telescope holder(s) may not be touched by the user simultaneously with
the patient.

A PC without a medical power gply may not be connected to therominENT

A PC without a galvanic transformer separation may not be connected to the treatment unit and to th
LAN.

TheProminENTmust be placed in such a way that the central switch is easily accessible.

The light cableguide thatgoes into the light source can become very hot during use. To reduce the ris
of burns when removing the cable from the light source, we recommend that one waits at least one
minute after switching off the light source before tal the light cable out of the light source

No modifications are allowed on therominENT
No additional (multiple)socket extensiodeads may be connected to tHerominENT

Only apparatus may be connected that have been specified as part dPii@inENTor that have been
specified as being compatible with therominENT

(Multiple) socketoutlets provided with theProminENTshall only be used for supplying power to
equipment that is intended to be a part of tHerominENT

Connection of equipment that is not supplied as part of tReominENTio the (multiple) socketutlet
may lead to unsafe situations for the user and patient and may lead to electromagnetic disturbances
because these devices have not been tested togethiggh the ProminENT

Use theProminENTireatment unit in accordance with this manual and applicable product labels.
Do not use the pump consecutively for a prolonged period of time.

Before plugging into thenains, pleaseheck if the supply voltagepecified on theProminENTIs in
accordance with the voltage of the power socket

Occupational safety and usability of medical devices are determined not only by your ability, but also
the maintenance of the device.

Qualified service and use of origingbare parts guarantee the operational safety, usability and
integrity of your medical device is retained.

After maintenance or repair, tesfie functioningof the ProminENT

After installation, theProminENTmust be tested for functionality and safety with the use of a medical
electrical safety tester

11%]
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1 ProminENTreatment unit

I.1 Introducton

These operating instructions have been compiled for fA@MINENT

This unit is a Medical Electrical System (M&fSixh can be supplied for installation as a fixture.

Certain instrumentation section modules are available firominENT TheProminENTcan accommodate light
sources for rigid and flexible telescopes and headlights. PheminENTis designed for low maintenance and
incorporates sensors in the handpiece holders to switch on and off various integrated functions.

When treated with care, g8aProminENTireatment unit will provide years of troubléree use.

I.1.1 Application(s)

TheProminENTis designed as a fixaghit workstationto be able to work on a neat and ergonomic manner in
your ENTpractice.

These operating instructions have been cpited for theProminENTENT treatment unit which is a Medical
Electrical System (MES).

This unit is supplied for installation as a fixture. Certain instrumentation section modules, sanitary part and
desk are available for therominENT TheProminENTcan accommodate light sources for rigid and flexible
telescopes and headlights. THirominENTis designed for low maintenance and incorporates sensors in the
handpieceholders to switch on and off various integrated functions.

The unit also incorportes functional storage areas for instruments and used instruments deposit as well as
small waste disposal.

When treated with care, therominENTwill provide years of troubldree use.

1.1.2 Use

All externaldevices connected to th@rominENTireatment unit can be switched on and off individually.

If the ProminENTtreatment unit will be centrally activated some features will be on "standby". (mirror heater,
microscope) and other will bewitched on(heaed telescope holder, mirropre-heater).

The standby devices can then be switched on and off by pressing a button on the control console (touch
screen).

The integrated functions are automatically activated whenever a handpiece, hose, cable or prolexéimple,
suction, fibre optic light etc.) is taken out of the corresponding handpiece holder. If placed back in its holder,
the device switches back off.

Only use originalMediTopparts to replace any parts in the ProminENT.
Only by MediTopdelivered system parts are allowed to be placed/integrated in the ProminENT
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1.1.3 Intended use

Medical Purpose

TheProminENTis intended for use during ENT examination and treatment and provides a table, drawers for
ENT instruments and accessories, soa tubes, blowing, warming, light or current (A) and receptacles for
connection with examination and treatment devices.

Intended User

TheProminENTshould only be used by (ENT) physicians (assistants).

Alternatively,during installation, maintenancer repair, theProminENTmight also be operated by the
technicians who install, maintain and repair the device.

User Characteristics
(ENT) physician (assistant)
Technicians either working for or trained by MediTop or its local partners.

Patient Population
Patients with ENT related complaints that require examination and/ or treatment using devices stored and/ o
to be connected to thé>rominENT

Age: Human patients of pediatric to geriatric age.
Health: Not relevant

Nationality:  Not relevant

Measurement and treatment site: Ear, Nose & Throat

Intended Use Environments
TheProminENTis designed fopbutpatient use in a hospital environment.

Mobility
TheProminENTis designed as axed unit.

Precautions for Use
Warnings anctautions described in the instruction manual should be observed at all times.

Only by MediTopdelivered system parts are allowed to be placed/integrated in the ProminENT

1.1.4 Central amenities

In some cases, hospitals have central amenities sasl@rink)water, vacuum and compressed air.
These can be connected to tirominENTireatment unit. If not available, a suction pump amgdmpressor
canbe built in theProminENTtreatment unit. However the ProminENTcannot accommodate a water tank.
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I1.1.5 Posiion of Patient and Physician

Patient Physician
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l.2 Installation

I.2.1 Installation of theProminENT

The installation of theProminENTis done by an approved service agent.

I.2.2 Testing of theProminENT

After installation, theProminENTwill be thoroughly tested by your approved service agent. Only when the
entire unit is functioning satisfactory and safely will tReominENTwill be considered as delivered.

TheProminENTmust be tested after mairgnance and repair.

After installation, theProminENTmust be tested for functionality and safety using approved medical
electrical safety tester.

1.2.3 Short instruction of thé>rominENT

After the test one of the employees of your approved service agéhgive you an instruction, which will take
about thirty (30) minutes to help you working with tiRrominENT
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1.3 Operating theProminENT

This chapter provides details on the operation of tReoOminENT
Read and understand all the information twee operating theProminENT

Do not use theProminENTor any available optional equipment without first completely

reading and understanding the instructions outlined in this document and the respective
manuals of installed optional equipment.

é It is not allowed to service the unit during a treatment.

When service is needed the treatment has to be interrupted.
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1.3.1 Parts of tre ProminENT

Figure A & Front viewProminENT

A =External device compartment B =Handpiece holders
C = Instrumergcompartment D =Waste container
E =Used instruments F =Electronicscompartment
G =Storage drawer H =Mainsswitch (behind pane)
| = Sanitay part J =Control console
A. External devices can be placed in this compartment.
B. Functions linked to an instrument can be switched ON and OFF by removing the handpiece from its

holder and putting it back after us¢seechapter1.4.3 >Handpiece holdery

C. This compartment houses twmstrument plateaus in which instruments can be arranged for use.

D. Waste container

E. Container for depositing used instruments in.

F. The electronics compartment is located behind this panel.

G. Drawers for accessories and instruments

H. Mains power switch cuts the power to tRRFominENT

l. Sanitary part

J. Main control console (touch screen) wi@n/Off switch to switch th&rominENTON (On) and Off
(Standby)

If this button glows green, it means that tirominENTis plugged in and swéhed on at the mains
power switch.

User manual ProminENT treatment unit, version 1.1
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1.3.2 Parts of theProminENTTouch control console

=
Mirror heater

~ Unitlight

AquaTop LED coldlight ~ Camera ~ Microscope

e e @ @

Figure B 4 Front view control consoléProminENT

The following are located on the control console:

A- On/Off switch. This button swihes on theProminENTand puts it into standbymode.
If this button glows green, it means that tirominENTireatment unit is plugged in andwitched onat
the mains power switch.

B- Touch control console
| 2® U0A2 @ E@«Oamfig@atidh®d & A2 06 ODEdETe

DX Hot-air mirror heater
The mirror heater has a hedir ventand a button on the control console.
(see chapted 0 Function: Hotair Mirror heater (If preseran page87)

E- (heated) telescope holder(s)
The heated telscope holder(s) keep the telescopes that are platieerein warmat a temperature that
is comfortable for the patient and the warmth prevents fogging of the distal end.
(see chapted Z Function: Heatedelescope holder (Iforesenfon page94)

Figure C - Front view handpiece holdersProminENT
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1.3.3 Startup ProminENT

g The standby buttoris located orthe right side of the
touchscreenon the controlconsole If the main of the unit is
switched onthe On/Off switch will glow green. When the
standby button is pressed the button lights up green

Please note:
When theProminENTis ready for operation the relevant builh functions can be activated by touching the

dedicated buttons and will illuminate the touch screen. (See images below)

/‘P——
e @
4 N
Unit light Mirror heater Rinsing

Figure D & Control panel (Touch screerProminEN Ttreatment unit

The format and the number displayed buttons is custorrsgrecific. Above a possible layout.
On the lower darlgreybar items are displayed as below:

B
/ﬁ\ Home, return to start screen (figure D)

E] Settings menu
Information screen

m Current time
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1.3.4 Settings Menu

To open the Settings Mermress on E]
The following will be displayed.

Monitor

Unit lightning

Figure E & Settings Menu

User manual ProminENT treatment unit, version 1.1
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Aﬁ/lediTop

1.3.4.1  Unit lightning settings

When yowressorZ k Ed OE ¢ A 0 @ E @ojparanf ltfightness @@ theebriildin La=yRAts.

Intensity

030

Figure F & Unit lightning settings

By pushing on &olourin the circle the LEfight will change accordingly
The chosercolourappears in in the middle of the circle
If for example you have pressed light green the middle of the circlebwill

Changing the brightness can be done with pressing e and A buttons.

, . 4
When all settings are done preE] to return to the Settings menu or pre to return to the start
screen
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1.3.4.2  Monitor settings

[}
m
x

sAh2 g xé2662@® U@ zxUQESUéz pUG6 «| @ é&28 B8Rz U

PIF:"S/iZe/ —_— PIP position

| Off 9| |Right Bottom v |

. ~

-

Y-10) ” 09:31

Figure G & Monitor settings

Setting PIP size
You can choose from 4 options:

M1 Off

1 Small

1 Large

i Side by Side

Setting PIP position:
You can choose from 4 positions

1 Right Top
1 Right Bottom
1 LeftTop

91 Left Bottom
Changing size and position can be doneprgssing v

. . 4
When all settings are done preE] to return to the Settings menu or pre to return to the start
screen.

1.3.4.3 LEDFibre optic lightsettings

For setting the LED fibre optic light system we refer to chaftérdon page72

m»
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1.3.5 Information display

To open the information display, press
The following will be displayed

" - 4
Bootloader: V1.4
Web: www.meditop.com Software: v3.8.0
E-mail: inffo@meditop.com Build: Sep 10 2021
Tel: +31(0)348 566100 Mutation: Sep 7 2021

ID: 00000035 00005001 00003754

A

/ L
/

11: HVB_H3_03_012¢c
12: HVB_H3_03_012¢c
16: MVB_H2_01_016¢c
41:RBGW_H1_01_003

Figure H & Information displayProminENT
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1.3.6 SettingDate and Time

Press on displayed time on the right side of the menum

1.3.6.1  Setting the Time

Figurel & Time settings

i ‘ . i
With the - and\-—7 buttons you can set the hours and minutes.
i i
When time is set press ¢.—/to set the Date

1.3.6.2  Setting the Date

Figure J4 Date settings

With the ‘3 andbuttons you can set the year, month and day.

. A .
When date and time are set pre to save the time and date and to return to the start screen.
TheProminENTis now ready for use again.
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Aﬁ/lediTop

1.3.7 Shut downthe ProminENT

1.3.7.1

Shut down when rinsing system automatic secretialischarge system is not available

Firmly press the standblgutton (A).

The button starts blinking green for approximately 10 seconc
After the 10 seconds the button will glow green (fade in/fade
out). Thisindicates that theProminENTis in its standby mode.

Notice that the standby mode does not shut dowreth
ProminENTcompletely.

1.3.7.2

Shut down when rinsing system automatic secretion discharge system is available

Firmly press the standby button (A).

The button starts blinking green for a period of approximatel
7 minutes during the cycling modéfter the 7 minutes the
button will glow green (fade in/fade olt Thisindicates that
the ProminENTis in its standby mode.

Notice that the standby mode does not shut down the
ProminENTcompletely.
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1.4 Construction and operation of thEerominENT

1.4.1 General

TheProminENTireatment unit offers space for a variety of devices and instruments. In the following chapters
the control console and handpiece holders will be reviewed.

In separateenclosed usemanuals,the rest of the buikin functions will be explained, and reference is made to
here, because the number of possibtenfigurationsof the ProminENTis very extensive.

1.4.2 Touchscreen contradonsole

The integrated touchscreen control console is located on the front of the therapy section.

The type of icons on the touch screen are depending of the chosen optional functions by the customer.
The touchscreen contratonsolefeatures up to ten (10) buttts indicating which function/device is being
operated and an optical signal.

‘
Default (not activated) the button is light gre:

If the function/device integrated in therominENTis activated the button will be green outline

The round button to tke right of the control panel° functions as central ON / OFF button.
If this key glowgreen, it means that th€rominENTis plugged in andwitched onby the main switch.

Is theProminENTswitched onwith this button, the touch screen control panel wilght up and the various
functions connected to the system can be used.

If the ProminENTwill be centrallyswitched on all devices are at first standby or off.

This setting is adapted at delivery to the connected function, but can be changed.
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1.4.3 Handpiece holders

Various functions may only be activated when treatment requires this function. These functions are integrate
in the handpiece holders which detect the presence or absence ohtrelpiece

TheProminENTreatures five (5) optical opetimg handpiece holders.

If the handpiece of the assigned function is present the function switches off.
Whenever the handpiece is removed from its holder, the assigned function will switch on until the handpiece
placed back in its holder.

1.4.4 Other deices and functions

For use of the other devices and functions we refer to the separate enclosed user manuals.

S
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1.5 Maintenance

TheProminENTIs constructed of a combination of materials for optimum hygiene, durability and appearance.
The dualcomponent finish on the wooden front panels and metal parts is fgorous and easy to clean.

It is resistant to alcohol and other disinfectants.

The Tlermopal laminated finish on the worktop is highly suited to a medical environment due to its durability
and resistance to aggressive cleaning agents and disinfectants.

The same applies to the optional Marlan worktops. Only this Marlan material is adveotegn that it can

easily be refurbished.

Special attention needs to be paid to the cleaning of our drawer fronts, these do not have handles on them.
The wide grip in the top of the drawer fronts makes for an excellent handle and it can be wiped clean
effortlessly.

f Remove any coloured chemical residue from the unit immediately.

Do not use abrasive cleaning chemicals.

1.5.1 Daily

1 Rinsing of the hoses of the suction system by sucking up about 30 cc disinfectant liquid;
1 Emptying the wasteontainer;
1 Emptying and disinfecting the used instruments container.

Cleaning of thd>rominENTand removing medicine residues must be in accordance with current local
environmental regulations.

1.5.2 Weekly

For hygienic reasons it is recommended that tAReminENTIs cleaned weekly. This prevents the accumulation
of bacteria in the treatment unit. The cleaning solutions used for reminENTshould be of the domestic,
non-abrasive type.
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1.5.3

Preventive maintenance

MediToprecommends to perform annual preentive maintenance on the unit by a qualified technician.

During the annual preventive maintenanddediToprecommends to check the following:

1

1

=A =4

= =4

= =4 = =4 =4 -4 -4 4

=A =4 =4 =4 =9

1.5.4

Check all functions (i.e. suction pump, compressor, cold light, heaters, rinsing system, computer
programmes) and setting of date and time.

Check, clean and adjust microscope, ensure that the assembly and weight distribution is stable.
Check the mains power cord and the appliance couplers for damage.

Check all cables (i.e. foot pedal, electrode, examination ega). Carefully examine cables to detect
breaks in the insulation and to ensure that they are securely fixed in the connectors at each end.
Check all plumbing and connections.

Visual inspection of the printed circuit boards, check for the presence of abhabphenomena. (i.e.
deformed components, moisture, excessive heat)

Check the exterior of the unit for cleanliness and general physical condition.

Check lacquer surfaces, repair chipped areas, refer to the documentation for the correct RAL colour.
Check he drawers and drawer rails, adjust and lubricate these.

Check the sliding rail with the handpiece holders

Align drawer fronts and doors.

Check for loose panels and fasten these.

Visually inspect the muffler on the suction pump, check(@normal) presence of moisture.
Visually inspect and clean entire automatic secretion discharge system and suction parts and
components.

Visually inspect polyurethane tubing for kinking, damage or leakage.

Visually inspect fibre optic cables and meastineir optical conductivity.

Visually inspect and clean the heat protection glass(es) under the light bulb(s).

Inspection of all cooling fans.

Ensure all fixings, screws and fasteners are in place and tight.

Periodical Inspection

MediToprecommends you to have th€rominENTchecked once (1) a year by a qualified technician from your

dealer.

In order to ensure that the water supply system in which the cleaning system is connected remains free of
impurities, the nonreturn valve has to be cleanaat least one (1) times a year, and checked for proper
functioning.

The oneway valve protection should be replaced every 10 years!
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1.6 Warranty

1.6.1 Total warranty

The warranty for thé’>rominENTireatmentunit is 12 months from the date of invoice, unlegberwise in
writing agreed.

This warranty includes all parts that fail during th€-month period andon-site labour.

|..2 Exclusions

NOTcovered by the above warranty:
9 Faults in or at parts, apparatus and instruments related to misuse or abuaestbrgined personnel.;
Defects related to normal wastage in or at parts, apparatus and instruments.
Unauthorized alteration or repair.
Misuse, abuse and incorrect maintenance.
Damage caused by wrong handling or transportation.
Damage caused by peaks in supwoltage or wrong voltage characteristics, damaged cause by
incorrect ambient conditions or other noiadherence to the applicable ambient requirements.
1 Alteration, defacement or removal of the serial number.

= =4 =4 =4 =4

The warranty of a component, device, or ingtnent is void if misuse, abuse or unauthorized use within the
warranty period, results to a claim for the above warranty "from any shortage" to the delivered parts,
equipment ortools.

"Any shortage" means material or manufacturing error that causes thiponent, device or mechanism not
working properly

In case of a malfunction, never attempt to repaiMeediToptreatment unit yourself.

Notify your local distributor. Only qualified technical personnel authorized by the manufacturer may perform
repairsto the ProminENT

1.6.3 Consumables

Warranty on consumables, such as suction tubing, disposables, waste bags, etc. will explicit not be granted.
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1.7 Technial specifications

1.7.1 Safety standards

Reference Standards Revision date

QMS

EN ISO 13485A1.1:2021 Medical DevicesQuality Management systensRequirements for 2016
regulatory purposes.

Product
ENIEC 60601:2006 + Medical electrical equipmentPart 1:General requirements for basic safety 2006
AC:2010 + A1:2013 + A12:2( and essential performance
ENIEC 60601-2:2015 Medical electrical equipmentPart 2: General requirements for basic safe 2015

and essential performanceCollateral standard: Electromagnetic
compatibility - Requirements and tests

ENIEC 60601-6 + Medical electrical equipmentPart 26: General requirements for basic safe 2010

A1:2015 + A2:2021 and essential performanceCollateral standard: Usability

ENIEC 62304:2006 + Medical device softwareSoftware lifecycle processes 2006/A1:2015

C11:2006 + A1:2015

ENIEC 61003-2 Electromagnetic compatibility (EMCPart 32: Limits- Limits for harmonic 2014
«0€é2 @5 2xEeéeEU@e O2¢b6Exx?2 @5 EQgxd

ENIEC 61003-3 Electromagnetic compatibility (EMCGPart 33: Limits- Limitation of voltage 2013

changes, voltage fluctuations and flicker in public leweltage supply
épeodozxeéb %wUé 280Exx2@d UEBA é| 826
to conditional connection

EN ISO 14971 +A 11:2021 | Medical devices Application of risk management to medical devices 2019
EN IEC 62366+ A1:2020 Medical devicesPart 1: Application of usability engineering to medical 2015
devices

Information supplied

EN 1041:2008 + A1:2013 Information supplied by the manufacturer of medical devices 2008/A1:2013
ENISO 15223 Medical devices Symbols to be used with medical device labd&helling 2021
and information to be supplied Part 1: General requirements

Sterility

N.A.

Sterile barrier system

N.A.

User manual ProminENT treatment unit, version 1.1
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1.7.2 Specificatbns

Classification (according IEC 6Q)
Type (according IEC 6} :
Classification (according 93/42/EECY)
Power supply :
Voltageinternal electronics :
Maximum use

Safety

Weight

Environment (during use)
Protection clas¥’
Operating temperature
Humidity

Atmospheric pressure
Minimum water pressure
Maximum water pressure
Water hardness

Transport and Storage
Ambient temperature
Relative humidity
Atmospheric pressure

1.

B.

lla

230 Volt AE50 Hz.

+12V DC and 3V3 DC.
2300 VA (circa 2000 Waitt).
Glass fuse T10A.

150 kg.

P22

+10° Cto +40° C

10to 90%, noncondensing

700 to 1100 hPa

2.0 Bar (very important with optioAquaTop Xp
6.0 Bar

<7dH

max. 50° C
10to 90%, noncondensing
no restrictions

Arl\llediTop

Y ThelP-code, International Protection Rating, classifies and rates the degree of protection provided against the intrusion aftgelits (including
boady parts such as hands and fingers), dust, accidental contact, and water in mechanical casings and witbatleatlosures. It is published by
the International Electrotechnical Commission (IEC).

The standard aims to provide users more detailed information than vague marketing terms such as waterproof.
This device, rated IP22 is protected against insertidrilmgers and will not be damaged or become unsafe during a specified test in which it is
exposed to vertically or nearly vertically dripping water.
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If present:

Compressed air system
Maximum allowable air pressure
Pressure set to

Connections

Power consumption pump
Power consumption valve

8 bar.

1.8 bar

8 mm PUtubing.
450 VA.

15 VA.

Suction system
Maximumsuction pressure
Connections

Power consumption pump

No restriction
8 mm PU tubing.
90 VA.

Power consumption valve : 15 VA,
Power supply electronics automatic discharg 24 Volt AC.
Fibre optic light system

Power consumption 60 VA.
Hot-air Mirror heater

Power consumption 360 VA.
Mirror pre-heater

Power consumption 38 VA
Heated telescope holder

Power consumption (per holder) 12.2 VA.
AquaTop XSvarmwater irrigator

Maximum use 1100vA

Safety
Temperature settings

Glass fuse T6.3A
30°C, 37°C,44° C

Maximum wateipressure 6.0 bars?
Water pressure setting 1.8 bars
Socket-outlet (Internal)

Maximum use 15VA

Note:

(Multiple) socket outlets provided with therominENTshall only be used for supplying power to equipment

that is intended to form part of th@rominENT

2

If the supply is higher than 6 bar, you must place a reducing valve between the water supply and the water inléqiafiep XS
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1.7.3 Identification label

The identification label can be found ahe electronicscompartment.
In the examples below the serial number i805230
This can be deciphered as follows305230= yymm sequence number#(3 digits)

The unit is manufactured in th&" month of 208 and itis the230" unit produced in this example.

M ozs

r I MediTop BV
Vlasakker 22
3417 XT Montfoort
M d . T The Netherlands
‘ ' E I D p +31 (0)348 566 100 - www.meditop.com

Model : PROMINENT
[SN] : 2305230
Voltage : 230/240VAC
Frequency : 50/60Hz

Power . 2300 VA

Fuses : 2xT10A

@ (01)8718104890080(21)2305230

MD

IP22

O A A RX

V1.1

Version withoutAquaTop XS
warmwater irrigator.

s

r MediTop BV
Vlasakker 22
A d 3417 XT Montfoort
. The Netherlands
M E d ITO p +31 (0)348 566 100 - www.meditop.com

Model : PROMINENT
SN | 1 2305230

Integrated AquaTop

AquaTop Temperature settings: 30°, 37° and 44°C

Voltage : 230/240 VAC

Frequency : 50/60Hz

Power © 2300 VA

Fuses : 2xT10A

@ (01)8718104890060(21)2305230

MD

P22

O AN S RX

Vi1

Version with integratedAquaTop XS
warmwater irrigator 3 temperatures.
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Moz

. r I MediTop BV
Vlasakker 22
3417 XT Montfoort
. The Netherlands
M E d ITO p +31 (0)348 566 100 - www.meditop.com

Model : PROMINENT
SN | 1 2305230

Integrated AquaTop

AquaTop Temperature setting: 37°C

Voltage : 230/240VAC

Frequency : 50/60Hz

Power : 2300 VA

Fuses  2xT10A

@ (01)8718104890060(21)2305230

MD

IP22

CED A S AX

Vi

Version with integratedAquaTop XS
warmwater irrigator 1 temperature.
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1.7.4 Explanation of symbols

This symbol indicates that thBrominENTis a class Ila product which is in accordance
with the medical directive 93/42/EEC, Annex II.

The exclamation mark within an equilateral triangle is intended to alert the user to the
presence of important operating and maintenanggervicing) instructions in the
literature accompanying the appliance.

This symbol is to signify that the instruction manual must be read.

This symbol indicates that therominENTis type B according to IEC601

This symbol indicates the presence of the protective earth conductor.

Year of manufacture

Manufacturer Information.

Serial number.

IR > > i

This symbol indicates that thErominENTs a Medical Device.

UDI Unique Device Identifier for Medical Devices.

Temperature limit for use.

Temperature limit for transport and storage.

(%) Humidity limitation.

I Fragile, handle with care.

Keep dry.

& Warning for hot surface

Separate waste collection for electrical and electronic devices.
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1.75 Guidanceand manuf act umfeleciosmagdeticanmnmamita t i o n

f TheProminENTheeds special precautions regarding EMC and needs to be installed and put ir
service according to the EMC information provided in the user manual.

f Wireless communication devices, such as wireless devices in the home network, mobile phor
cordless phones and their base stations, walkikies can affect th&rominENT

f We advise you not to place tierominENTvery close to other electronic equipment.
Should this be the case, the operation of tReominENTshould be regularly monitored.

f Although this device complies with the standard of IEC 668@1concerning electromagnetic
compatibility, all electrical appliances may cauggerference.

f If you suspect that interference occurs, you must separate the equipment and contact your lot
dealer orMediTop

1.7.5.1  Applied standards

Test Standard Class / Level

Emission NENENIEC 60601-2:2015 B

Immunity NENENIEC 60601-2:2015 Professional healthcare facility environment
Emission NENENIEC 61003-2:2014 A

Emission NENENIEC 61003-3:2013 --




MediTop
Vlasakker 22

3417 XT Montfoort
The Netherlands

Tel.: +31 (0) 348 566 100
Email: info@meditop.com
www.meditop.com

Arl\llediTop

1.7.5.2 Tabk 4 - Enclosure port
Basic EMC Immunity test levels
Phenomenon standard or test Professional healthcare | Home healthcare
method facility environment environment
Electrostatic Discharge IEC 61004@-2 +8 kV contact
+2 kV+ 4kV,+8 kV£15 kV air
Radiated RF EM fields IEC 61004-3 3 Vimf) 10 V/mf)
80 MHZ 2,7 GH® 80 MHZ2,7 GH®?
80 % AM at 1 kHz 80 % AM at 1 kHz
Proximity fields from RF wireless IEC 61004-3 See 8.10 of NEN EN ISO 606212015
communications equipment
Rated power frequency magnetic IEC 61004@-8 30 A/m9
fields®® 50 Hz or 60Hz
a) The interface between the patient physiological signal simulation, if used, and the ME Equipment or ME System shall denithate

b)

<)
d)

f)
9)

0,1 m of the vertical plane of thenifiorm field area in one orientation of the ME Equipment or ME System.

ME Equipment and ME Systems that intentionally receive RF electromagnetic energy for the purpose of their operationteks e
the frequency of reception. Testing may be pmrhed at other modulation frequencies identified by the Risk Management Process. |
test assesses the Basic Safety and Essential Performance of an intentional receiver when an ambient signal is in the passband
understood that the receiver might nfachievenormal reception during test.

Testing may be performed at other modulation frequencies identified by the Risk Management Process.

Applies only to ME Equipment and ME Systems with magnetically sensitive components or circuitry.

During thetest, the ME Equipment or ME System may be powered at any nominal input voltage, but with the same frequency as t
signal (see Table 1).

Before modulation is applied.

This test level assumes a minimum distance between the ME Equipment or 84&&hSgnd sources of power frequency magnetic field
at least 15 cm. If the Risk Analysis shows that the ME Equipment or ME System will be used closer than 15 cm to soweres of po
frequency magnetic field, the immunity test level shall be adjusted agrapriate for the minimum expected distance.
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1.7.5.3 Tabk5 - Input a.c. power port
Basic EMC Immumty test levels
Phenomenon standard Professional healthcare | Home healthcare
facility environment environment
Electrical fast transients / IEC 61004-4 +2 kv
bursts®"©) 100 kHz repetition frequency
Surgesy o) IEC 61004-5 +0,5 kVit1 kV
Line-to-line
SurgesV P ko) IEC 6100@-5 +0,5kVt1 kVit2 kv
Line-to-ground
Conducted disturbances induced by| IEC 61008-6 3Vm) 3Vm)
RF field® 9 ©) 0,15 MHZ80 MHz 0,15 MHZ80 MHz
6 V™in ISM bands between | 6 V™in ISM and amateur radid
0,15 MHz and 80Mid} bands between
80% AM at 1 kH¥ 0,15 MHz and 80Mld}
80% AM at 1 kH¥
Voltage dipdP" IEC 6100@-11 0 % UT; 0,5 cyctp)
At 0°, 45°,90°, 135°, 180°, 225°, 270° antl 315°
0% UT; 1 cycle and
70 % UT; 25/30 cycl®s
Single phase: at 0°
Voltage interruptiond )" IEC610004-11 0 % UT; 250/300 cycle
a) The test may be performed at any one power input voltage within the ME EQUIPMENT or ME SYSTEM RATED voltage range. If

b)
<)
d)

e)

f)

k)

m)

n)

0)

a)

)

EQUIPMENT or ME SYSTEM is tested at one power input voltage, it is not necessast &t eglditional voltages.

All ME EQUIPMENT and ME SYSTEM cables are attached during the test.

Calibration for current injection clamps shall be performed in a tf€ystem.

If the frequency stepping skips over an ISM or amateur band, as applicabledditional test frequency shall be used in the ISM or
amateur radio band. This applies to each ISM and amateur radio band within the specified frequency range.

Testing may be performed at other modulation frequencies identified by the RISK MANAGHENEENCESS.

ME EQUIPMENT and ME SYSTEMS with a d.c. power input intended for use-teith.@.converters shall be tested using a converter
that meets the specifications of the MANUFACTURER of the ME EQUIPMENT or ME SYSTEM. The IMMUNITY reE®plldeMELS
the a.c. power input of the converter.

Applicable only to ME EQUIPMENT and ME SYSTEMS connected tptssgla.c. mains.

E.g. 10/12 means 10 periods at 50 Hz or 12 periods at 60 Hz.

ME EQUIPMENT and ME SYSTEMS with RATED irgnittgnarater than 16 A / phase shall be interrupted once for 250/300 cycles at
angle and at all phases at the same time (if applicable). ME EQUIPMENT and ME SYSTEMS with battery backup shall restene li{
operation after the test. For ME EQUIPMENT ME SYSTEMS with RATED input current not exceeding 16 A, all phases shall be
interrupted simultaneously.

ME EQUIPMENT and ME SYSTEMS that do not have a surge protection device in the primary power circuit may be teste&\dnly 3
line(s) to earthand + 1 kV line(s) to line(s).

Not applicable to CLASS Il ME EQUIPMENT and ME SYSTEMS.

Direct coupling shall be used.

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

The ISM (industrial, scientific and medical) bands between 0,15 MHz and 80 MHz &riBZ 6 6,795 MHz; 13,553 MHz to 13,567 N
26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz. The amateur radio bands between 0,15 MHz and 80 MHz are BMH|
3,5 MHz to 4,0 MHz, 5,3 MHz to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 MHz to, I8{ 18H2Ha 14,2 MHz, 18,07 MHz to 18,17 MHz, 21,0
21,4 MHz, 24,89 MHz to 24,99 MHz, 28,0 MHz to 29,7 MHz and 50,0 MHz to 54,0 MHz.

Applicable to ME EQUIPMENT and ME SYSTEMS with RATED input current less than or equal to 16 A / plzQeEdBNT and ME
SYSTEMS with RATED input current greater than 16 A / phase.

Applicable to ME EQUIPMENT and ME SYSTEMS with RATED input current less than or equal to 16 A / phase.

At some phase angles, applying this test to ME EQUIPMENT with traesforains power input might cause an overcurrent protection
device to open. This can occur due to magnetic flux saturation of the transformer core after the voltage dip.
If this occurs, the ME EQUIPMENT or ME SYSTEM shall provide BASIC SAFET Yaltainbetesbt.

For ME EQUIPMENT and ME SYSTEMS that have multiple voltage settings or auto ranging voltage capability, the test fnedielde p
at the minimum and maximum RATED input voltage. ME EQUIPMENT and ME SYSTEMS with a RATED inpngealfdgssréhan
25 % of the highest RATED input voltage shall be tested at one RATED input voltage within the range. See Table 1 &atap)eor
calculations.
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1.7.5.4 Tabk 6 - Input d.c. power port

There is no such a port in tHrominENT so this &st is Not Applicable.

1.7.5.5 Tabk 7 - Patient coupling port

Immunity test levels

Basic EMC ;
Phenomenon standard Professional healthcare | Home healthcare
facility environment environment
Electrostatic discharg€ IEC 61004@-2 * 8 kV contact
+ 2 kV, £ RV, £8kV, £15kV air
Conducted disturbances induced by| IEC 61008-6 3 W) 3 W)
RF fields) 0,15 MHZ80 MHz 0,15 MHZ80 MHz
6 Win ISM bands between 6 Win ISM and amateur radio
0,15 MHz and 80MHz bands between
80% AM at 1 kHz 0,15 MHz and 80MHz

80% AM at 1 kHz

a)

b)

The following apply:

All PATIENTCOUPLED cables shall be tested, either individually or bundled
PATIENTCOUPLED cables shall be tested using a current clamp unless a cclaer is not suitable. In cases were a current clamp is
not suitable, an EM clamp shall be used.

No intentional decoupling device shall be used between the injection point and the PATIENT COUPLING POINT in any case.
Testing may be performed at other motation frequencies identified by the RISK MANAGEMENT PROCESS.

Tubes that are intentionally filled with conductive liquids and intended to be connected to a PATIENT shall be consideeed to
PATIENTCOUPLED cables.

If the frequency stepping skips ovan ISM or amateur radio band, as applicable, an additional test frequency shall be used in the |
amateur radio band. This applies to each ISM and amateur radio band within the specified frequency range.

The ISM (industrial, scientific and medical)ruis between 0,15 MHz and 80 MHz are 6,765 MHz to 6,795 MHz; 13,553 MHz to 13,5
26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz. The amateur radio bands between 0,15 MHz and 80 MHz are WB2H
3,5 MHz to 4,0 MHz, 5,3 MHz to 5,4 MiNtiz to 7,3 MHz, 10,1 MHz to 10,15 MHz, 14 MHz to 14,2 MHz, 18,07 MHz to 18,17 MHz,
21,4 MHz, 24,89 MHz to 24,99 MHz, 28,0 MHz to 29,7 MHz and 50,0 MHz to 54,0 MHz.

r.m.s., before modulation is applied

Discharges shall be applied witio connection to an artificial hand and no connection to PATIENT simulation.

PATIENT simulation may be connected after the test as needed in order to verify BASIC SAFETY and ESSENTIAL PERFORMA
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1.7.5.6  Tabk 8 - Signal input/output parts port

Basic EMC Immumty test levels

Phenomenon standard Professional healthcare | Home healthcare

facility environment environment

Electrostatic discharge IEC 61004@-2 * 8 kV contact

+2kV,+4kV, £8KkV, +15kV air
Electrical fast transients / burstg? IEC 61004@-4 +1kV
100 kHz repetition frequency

Surges IEC 61004@-5 +2kV

Line-to-ground?®

Conducted disturbances induced by| IEC 61008-6 3 VWh) 3 Wh)

RF field® 99 0,15 MHZ80 MHz 0,15 MHZ80 MHz

6 W in ISM bands between 6 Win ISM and amateur radio
0,15 MHz and 80MPMz bands between
80% AM at 1 kH¥z 0,15 MHz and 80MPiz

80% AM at 1 kHz

a) This test applies only to output lines intended to connect directlyotatdoor cables.

b) SIP/SOPS whose maximum cable length is less than 3 m in length are excluded.

c) Testing may be performed at other modulation frequencies identified by the RISK MANAGEMENT PROCESS.

d) Calibration for current injection clamps shall be perfed in a 15@nsystem.

e) Connectors shall be tested per 8.3.2 and Table 4 of IEC 8£2(D08. For insulated connector shells, perform air discharge testing t
the connector shell and the pins using the rounded tip finger of the ESD generator, veitxiteption that the only connector pins that
are tested are those that can be contacted or touched, under conditions of INTENDED USE, by the standard test finger Sigowen6n
of the general standard, applied in a bent or straight position.

f) Capacitve coupling shall be used.

g) If the frequency stepping skips over an ISM or amateur radio band, as applicable, an additional test frequency shall ibehes¢8M or
amateur radio band. This applies to each ISM and amateur radio band within the sgb@iiquency range.

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

i) The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to 6,795 MHz;

13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,7@Mateuf hadio bands between 0,15 MHz and
80 MHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz, 5,3 MHz to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 MHz to 10,15 MAMkJH4, MHz
18,07 MHz to 18,17 MHz, 21,0 MHz to 21,4 MHz, 24,89 MHz to 24,99 MHz, 23007Mtiztand 50,0 MHz to 54,0 MHz.
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1.7.5.7 Tabk 9 - Test specifications for enclosure port immunity to RF wireless communications
Test Band?® Service? Modulation » Maximum | Distance | Immunity
frequency (MH2) Power (W) (m) Test Level
(MH2) (V/Im)
385 380390 TETRA 400 Pulse modulatior? 1,8 0,3 27
FM©
450 430470 GMRS 460, FRS 4| +5 kHz deviation 2 0,3 28
1 kHz sine
710
iorP
745 704787 | LTE Band 13, 17 | FUISe modulatior? 0.2 03 9
217 Hz
780
810
870 GSM 800/900,
TETRA 800, iDEN | Pulse modulatiorf)
930 800960 820, CDMA 850, | 18 Hz 2 03 28
LTE Band 5
1720
1845 GSM 1800; CDMA
1900; GSM 1900; | Pulse modulatior?
1970 17061990 DECT; LTE Band 1 217 Hz 2 03 28
3,4, 25; UMTS
Bluetooth, WLAN .
1 ’ )
2450 24002570 | 802.1P, RFID ;r';a?‘)d”'a“o”b 2 03 28
2450, LTE Band 7
5240
iorP
5500 51005800 | WLAN 802.F1 Pulse modulatior? 0.2 03 9
217 Hz
5785
NOTE:
If necessary to achieve the IMMUNITY TEST LEVHisttree between the transmitting antenna and the ME EQUIPMENT or ME SYS
may be reduced to 1 m. The 1 m test distance is permitted by IEC -@4800
a) For some services, only the uplink frequencies are included.
b) The carrier shall be modulated usings@ % duty cycle square wave signal.
c) As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not represent actual
modulation, it would be worst case.

1.7.6 Manufacturer

Name:
Address:
ZIP code:
City:
Country:

Phone:
Email:

MediTop BV
Vlasakker 22

3417 XT
Montfoort

The Netherlands

+31 348 566 100
info@meditop.com
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1.7.7 Disposal

When theProminENThas reached the end of its lifetime and needs to be replaced RtminENTshould be
disposed of in accordance with local laws and regulations.

Before disposal of the unit, the suction system needs to be carefully and thoroughly flushed and disthfecte
prevent infectious material from remaining in the system.

TheProminENTcan be dismantled and divided in 3 major parts:
1 Metal
1 Plastics
9 Electronic/electrical parts (please follow the local laws and regulations for electrical equipment)

X

This ymbol means that the product must not be disposed of as hormal domestic waste.

Within the European Union it is illegal to dispose electric and electronic waste as unsorted municipal waste,
should be disposed in accordance with the DIRECTIVE 2012/19/EC.

The correct disposal of electrical or electronic devices helps to protect the environment and to prevent
potential hazards to the environment and/or human health which may occur as a result of improper handling
of the devices concerned. For detailed infioation on the disposal of the product, please contact your local
dealer or the device manufacturer or its legal successor. Please also note the manufacturer's current
information on the Internet. In the event of resale of the product or its componentss#iler is required to
inform the buyer that the product must be disposed of in accordance with the applicable national regulations
currently in force.

For regions outside the European Union disposal should be in accordance with local regulations, so this
product should be disposed of as an electronic device separately.

1.7.8 Shelf life

TheProminENThasno limited shelf life before commissioning.

1.7.9 Life

The life of theProminENTis 10 years, provided that the annual maintenance is performed.

—
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1.8 Troubleshooting

NOTE: Troubleshooting may only be performed by an authorised technician.

1.8.1 TheProminENTreatment unit is not functioning at all.

Is the main switch on and is the On/@ffitch burning green?
1 Yes, have an authorised technician check tifrominENTor consult an approvedervice agent.

f No, switchtheuniton

1.8.2 One of the builin functions is not functioning.

If a function/device integrated in thBrominENTtreatment unit is activated (button will be green outlined) or if
a handpiece is taken out of the holder and the assigned function/device is not working we refer you to the

separateencloseduser manuals.
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2 Function: Suction system with Automatic SecretiDmscharge system (If present)

2.1 Introduction

e.1.1 Application(s)

The intended use of the suction system with automatic secretion discharge system is to collesti¢kedup
secretionsand automatically discharge the medium to the waste pipe after suction has ended.

The suction system with automatic secretion dischamgestem can only be used in combination with the
ProminENT

g.l.2 Use

Whenever the suction handpiece is removed from its holder, the pump will be activated or the solenoid valve
opens allowing vacuum activation at the handpiece.

A suction tube can be placed the handpiece. The function is now ready for use.

Thesuckedup secretions are collected in the automatic discharge. If you place the handpiece back in the
handpiece holder the vacuum will be stopped and the collected secretions will be discharged toakie

pipe.

We recommend disinfectant solution or water is sucked through the suction tube before it is removed and
placed in the used instrument container. This ensures the suction tube does ndilgeked.

2.1.3 How the Equipment functions

Thesuckedup secretions are collected in the automatic secretion discharge system. If you place the handpiec
back in the handpiece holder the vacuum will be stopped and the collected secretions will be discharged to t
waste pipe.

When the receptacle fills up during ugbe float valve cuts off the vacuum to the suction hose.

The electronics will now activate the valves of the automatic secretion discharge system for two (2) minutes.
The secretion receptacle will now be emptied to the waste pipe.

During these two (2ninutes there is no suction available at the handpiece, so there is no paossibility to suck up

secretions!

There is also a floatalve reservoir installed to prevent contamination from entering the suction pump or
central vacuum system in the event of altme of the solenoid valve or mechanical valve protection in the
automatic secretion system

Ce
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2.2 Maintenance

2.2.1 Cleaning the suction system

9 The suction handpiece with rubber tip can be disconnected from the hose. If wanted it can be cleaned

or sterilized;
9 The suction tube needs to be sterilized after uséso,it needs to be replaced by change of patient.

The suction handpiece is part of tHtrominENTSuction system. This suction handpiece does not come into
contact with the patient; it is a connectiopiece between the suction tube instrument that does have contact
with the patient and the suction system. The suction tube instrument that fits into this suction handpiece
needs to be cleaned/disinfected/sterilized according to the regulations of the maotufrer of the instrument.
The suction handpiece must be cleaned regularly.

ATTENTION:
The suction handpiece and the rubber suction @annot be sterilized on a temperature of 134°C.

The suction handpiece consists of 2 parts

1. Rubber suction §, material RubbeENBR
This material is resistant to a maximum temperature of 125°C and it is resistant to, for example, oils, aci
alkalineand chemicals.This material can be cleaned briefly wigthcohol.

2. Handpiece, material Delria POM
This material is briefly resistant to temperature of 105°C to 120°C and continually resistant to 90°C.
This material can be cleaned with alcohol.

Procedure:
o Pull the suction handpiece of the suction tube.

Unscrew theubber suction tip off the suction handpiece.

Brush the inside of the rubber suction tip and the suction handpiece clean with a brush.

The internal diameter of the suction tip and suction handpiece is @ 4.0 mm!

The outside can be cleaned/disinfected wih%:Ué EZeéd| B«2 ¢ | @ | @3 E©| «d

clean medical equipment for instance IzoPro (70 % isopropyl alcohol)

o We recommend when cleaning in a thermal disinfection device not to allow the temperature to excee
90°C.

0 After cleaning/disinfetion screw the tip back onto the handpiece.

(0)
0]
0]
(0)

Cleaning and removing medicine residues must be in accordance with current local environmental regulatior

2

S.
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2.2.2 Maintenance

After using one of the suction tubes and before it is deposited in the used instrugmariainer, always suck
some disinfectant through the suction tube to be sure suction tube clean and clear.
The disinfectant will also clean the hoses inside imINENT

It is necessary teeplacethe flexible hoses on the outside and from the secretion receptacle tddnedpiece
everysix (6) months.

Suck after each session approximately half (%) a liter of water so that the system is thoroughly flushed.

CAUTION:
9 Be sure not to suck up any fogy disinfectants or foaming cleaning agents with the suction hose; foam
gets past the valve in the automatic suction device canister and little by little fills the-flahte
reservoir.
1 Do not suck up hot water into the suction system. Hot water condenséale floatvalve reservoir and
also passes along the suction lines.

In order to ensure that the water supply system in which the cleaning system is connected remains free of
impurities, the nonreturn valve has to be cleaned at least one (1) timgear, and checked for proper

functioning

The oneway valve protection should be replaced every 10 years!

The equipment should only be serviced and supporteddnyauthorised technician
Service contracts are available on request.
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2.3 Trouble shooting at the centraduction

NOTE: Trouble shooting should be carried out lan authorised technician

2.3.1 No vacuumat the handpiecewhen it is taken out of thehandpiece holder

Is theProminENTswitched or??
1 Yes, go to the next question
1 No, please switch orthe ProminENT

Is vacuum available on the central circuit?
1 Yes, go tothe nextquestion
1 No, have the central circuit tested bgn authorised technician

Is the collecting jar completely filled?
T Yes, ¢ U Setretighreceptacle®U2 & @US 2 xxdp | 60Ux| dE«| OOp =z
1 No, gotothe next question

Is the valve blocked or broken?
1 Yes, clean or replace the valve.
1 No, go tothe next question

Is there grime in the floavalve reservoir? (to be checked by an authorised techniéian)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the bottom of the reservoir.
Make sure the floavalve reservoir is fitted back into its bracket properly.
1 No: proceedto the next question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

3 Moisture/residue getting into the floavalve reservoir from the canister indicates that there is a problem with theaatic secretion discharge

system.

Automatic secretion discharge system check

/s the seal on the canister intact?

Check the mechanical seal, is there dirt on theigy in the drain valve float?

Check the operation of the solenoid valve. Wiaativated an orange LED lights up on the PCB.

Make sure that the automatic drain valve is hanging straight so the valve responds as it is intended
Check the operation of the aeration valve.

= =4 =8 -a o
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2.3.2 Insufficient vacuumat the handpiecewhen it is taken out of thehandpiece holder

Is the lid of the secretioneceptacletightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Isthere aleaky hose?
1 Yes, replace the hose(s).
1 No, go tothe next question

Is sufficient vacuum available on the cent@tcuit?
1 Yes, consultan approvedervice agent.
1 No, have the central circuit tested bgn authorised technician

2.3.3 Secretionreceptacledoes not empty automatically

Is the valve for emptying opened?
1 Yes, go tothe nextquestion
1 No, consult an approvedervice agent.

Is the waste blocked?
M Yes, clean/unblock the waste
1 No, consult an approvedervice agent.
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2.4 Trouble shooting at thesuctionpump

NOTE: Troubleshooting may only be performed by an authorised technician.

2.4.1 Nosuctionat the handpiecewhent is taken out of thehandpiece holder

Is theProminENTswitched or??
1 Yes, go to the next question
1 No, please switch orthe ProminENT

Is the vacuum pump running?
1 Yes, go to the next question
1 No, check if the fuse on the relays boaiginot burnt out If it is noturnt out please wait for
another 15 minutes. It is possible that thigermal switch on the pumgs activated. If the pump
after these 15 minutes still is not working pleasensult an g@provedservice agent

Is the collecting jar completely filled?
T Yes, ¢U 88U Z,U002«0E®@¢ N| é ®U2¢é& @Ud 2xzxdp | 608U
1 No, gotothe next question
Is there grime in the floatalve reservoir? (to be checked by an authorised technician)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the bottom of the reservoir.
Make sure the floavalve reservoir is fitted back into its bracket properly.
1 No: proceed to thenext question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

2.4.2 Insufficientsuctionat the handpiecewhen it is taken out of thehandpiece holder

Is the lid of the secretioneceptacletightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Is there leakage in one of the hoses?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

4 Moisture/residue getting into the floavalve reservoir from th canister indicates that there is a problem with the automatic secretion discharge

system.

Automatic secretion discharge system check

/s the seal on the canister intact?

Check the mechanical seal, is there dirt on theigy in the drain valve float?

Check the operation of the solenoid valve. When activated an orange LED lights up on the PCB.
Make sure that the automatic drain valve is hanging straight so the valve responds as it is intended
Check the operation of the aeration valve.

= =4 =8 -4 o
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2.4.3 Secretion receptacleoes not empty automatically

Is the valve for emiying opened?
1 Yes, go tothe nextquestion
1 No, consult an approvedervice agent.

Is the waste blocked?
M Yes, clean/unblock the waste
1 No, consultan approvedervice agent.
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3 Function: Suction system with secretiaeceptacle(lf present)

3.1 Introductin

3.1.1 Application(s)

The intended use of the suction system with secretieaeptacleis to collect thesuckedup secretionsin the
secretionreceptacle(1.0L)This receptacle needs to be emptied every day either at the beginning of the day o
at the endof the day, or earlier whenever the receptacle is completely full.

The suction system with secretion bottle function can only be used in combination witiPttoeninENT

3.1.2 Use

Whenever the suction handpiece is removed from its holder, the solenoid valeepllowing vacuum
activation at the handpiece.

A suction tube can be fitted into the handpiece. The suction system is now ready for use.

Thesuckedup secretions are collected the secretion receptacle.

This receptacle needs to be emptied at the begingior end of the day, or earlier when the receptacle is
completely filled.

We recommend disinfectant solution or water is sucked through the suction tube before it is removed and
placed in the used instrument container. This ensures the suction tube doégeioblocked.

3.1.3 How the Equipment Functions

Thesuckedup secretions are collected in the secretion receptacle. If you place the handpiece back in the
handpiece holder the vacuum will be stopped.

When the receptacle fills up during use, the float valvesaff the vacuum to the suction hose. Secretions can
no longer be sucked up. The vacuum stays however active.

The handpiece needs to be put back in its holder and the secretion liner needs to be replaced.

There is also a floatalve reservoir installetb prevent contamination from entering the suction pump or

central vacuum system in the event of a failure of the mechanical valve protection in the secretion receptacle.

=
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3.2 Maintenance

3.2.1 Cleaning the suction system

1 The suction handpiece with rubber tipan be disconnected from the hose. If wanted it can be cleaned
or sterilized;
9 The suction tube needs to be sterilized after uséso,it needs to be replaced by change of patient.

The suction handpiece is part of tHtrominENTSuction system. This suction handpiece does not come into
contact with the patient; it is a connection piece between the suction tube instrument that does have contact
with the patient and the suction system. The suction tube instrument that fits inte guction handpiece

needs to be cleaned/disinfected/sterilized according to the regulations of the manufacturer of the instrument.
The suction handpiece must be cleaned regularly.

ATTENTION:
The suction handpiece and the rubber suction tignnotbe sterlized on a temperature of 134°C.

The suction handpiece consists of 2 parts

3. Rubber suction tip, material Rubb&NBR
This material is resistant to a maximum temperature of 125°C and it is resistant to, for example, oils, aci
alkalineand chemicals.This material can be cleaned briefly wigthcohol.

4. Handpiece, material Delrid POM
This material is briefly resistanit temperature of 105°C to 120°C and continually resistant to 90°C.
This material can be cleaned with alcohol.

Procedure:
o Pull the suction handpiece of the suction tube.
Unscrew the rubber suction tip off the suction handpiece.
Brush the inside of theubber suction tip and the suction handpiece clean with a brush.
The internal diameter of the suction tip and suction handpiece is @ 4.0 mm!
hA2 U6B8EE®2 «| @ ©2 «02?| @2 ®IREEEDW%2 «d2® UEBA 7
clean medicdequipment for instance IzoPro (70 % isopropyl alcohol)
o We recommend when cleaning in a thermal disinfection device not to allow the temperature to excee
90°C.
0 After cleaning/disinfection screw the tip back onto the handpiece.

(0)
0]
0]
(0)

Cleaning and removingnedicine residues must be in accordance with current local environmental regulations

% U




MediTop

Vlasakker 22 Tel.: +31 (0) 348 566 100 "

3417 XT Montfoort Email: info@meditop.com M d T p
The Netherlands e I 0

www.meditop.com

3.2.2 Maintenance

Ensure there always is some disinfectant liquid (£ 0,1 L) in the secretion receptacle.

After using one of the suction tubes and before it is deposited inuthed instrument container, always suck
some disinfectant through the suction tube to be sure suction tube clean and clear.

The disinfectant will also clean the hoses inside PiwmMINENT

The canister can also be cleaned with disinfectant.

It is necessary toeplacethe flexible hoses on the outside and from the secretion receptacle tddnedpiece
everysix (6) months.

CAUTION:

9 Be sure not to suck up any foamy disinfectants or foaming cleaning agents with the suction hose; foam

getspast the floatvalve in the secretion receptacle and little by little fills the fleatlve reservoir.
1 Do not suck up hot water into the suction system. Hot water condenses in the-fiasae reservoir and
also passes along the suction lines.

The equiprent should only be serviced and supported ag authorised technician
Service contracts are available on request.
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3.3 Trouble shooting at the centraduction

NOTE: Trouble shooting should be carried out by an authorised technician.

3.3.1 Nosuctionat the handpiecewhen it is taken out of thehandpiece holder

Is theProminENTswitched or??
1 Yes, go to the next question
1 No, please switch orthe ProminENT

Issuctionavailable on the central circuit?
1 Yes, go tothe nextquestion
1 No, have thecentral circuit tested by an authorised technician.

Is the secretiomeceptaclecompletely filled?
1 Yes, empty the secretiorreceptacle
1 No, gotothe next question

Is the valve blocked or broken?
1 Yes, clean or replace the valve.
1 No, go tothe nextqueson

Is there grime in the floavalve reservoir? (to be checked by an authorised technician)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the bottom of the reseir.
Make sure the floavalve reservoir is fitted back into its bracket properly.
1 No: proceed to the next question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

3.3.2 Insufficientsuctionat the handpiecewhen it is taken out of thehandpiece holder

Is the lid of the secretioneceptacletightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Isthere aleaky hose?
1 Yes, replace the hose(s).
1 No, go tothe next question

Is sufficientsuctionavailable on the central circuit?
1 Yes, consultan approvedervice agent.
1 No, have the central circuit tested by an authorised technician.

5 Moisture/residuegetting into the floatvalve reservoir from the canister indicates that there is a problem with the secretion receptacle.

Check
1 Is the seal on the secretion receptacle intact?
1 Check the mechanical seal; is there dirt on theiy in the drain valvéloat?
1 Check the operation of thfoat-valve.
1 Make sure that theecretion receptacleralve is hanging straight so the valve responds as it s intended
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3.4 Trouble shooting at thesuctionpump

NOTE: Trouble shooting should be carried out by an aorised technician.

3.4.1 No vacuumat the handpiecewhen it is taken out of thehandpiece holder

Is thesuctionpump running?
1 Yes, go to the next question
1 No, check if the fuse on the relays board is not burnt out. If it is not burnt out please wait for
another 15 minutes. It is possible that tileermal switch on the pumps activated. If the pump
after these 15 minutes still is not working pleasensult an approvedervice agent
Is the secretiomeceptaclecompletely filled?
1 Yes, empty the secretiorreceptecle
1 No, go tothe next question

Is there grime in the floatalve reservoir? (to be checked by an authorised techniéian)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the bottom of the reservoir.
Make sure the floavalve reservoir is fitted back into its bracket properly.
1 No: proceed to thenext question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

3.4.2 Insufficient vacuumat the handpiecewhen it is taken out of thehandpiece holder

Is the lid of the secretioneceptacletightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Isthere aleaky hose?
1 Yes, replace the hose(s).
1 No, go tothe next question

¢ Moisture/residue getting into the floavalve reservoir from the canister indicates that there jsrablem with the secretion receptacle.

Check
1 Is the seal on the secretion receptacle intact?
1 Check the mechanical seal; is there dirt on theiy in the drain valve float?
1 Check the operation of thfoat-valve.
1 Make sure that theecretionreceptaclevalve is hanging straight so the valve responds as it s intended
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4 Function: Suction system with disposableecretion liners(If present)

4.1 Introduction

4.1.1 Application(s)

The intended use of the suction system with disposable secretion liners is to collesuttieedup secretions

in the secretiorreceptacle liner (1.5L). This liner needs to be disposed and replaced every begin or end of the

day, or earlier when the bag c®mpletely full.
The suction system with disposable secretion receptacle liners function can only be used in combination with
the ProminENT

4.1.2 Use

Whenever the suction handpiece is removed from its holder, the solenoid valve opens allowing vacuum
activation at the handpiece.

A suction tube can be placed in the handpiece. The function is now ready for use.

Thesuckedup secretions are collected in the disposable secretion liner.

This liner needs to be emptied at the beginning or end of the day, or earlienwhe receptacle is completely
filled.

We recommend disinfectant solution or water is sucked through the suction tube before it is removed and
placed in the used instrument container. This ensures the suction tube does not get blocked.

4.1.3 How the EquipmenFunctions

Thesuckedup secretions are collected in the disposable secretion liner. If you place the handpiece back in th
handpiece holder the vacuum will be stopped.

When the receptacle fills up during use, the float valve cuts off the vacuum to tt@alhose. Secretions can
no longer be sucked up. The vacuum stays however active.

The handpiece needs to be put back in its holder and the secretion liner needs to be replaced.

There is also a floatalve reservoir installed to prevent contamination froentering the suction pump or

central vacuum system in the event of a failure of the mechanical valve protection in the secretion receptacle.

174
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4.2 Maintenance

4.2.1 Cleaning the suction system

9 The suction handpiece with rubber tip can liésconnected from the hose. If wanted it can be cleaned
or sterilized;
9 The suction tube needs to be sterilized after uséso,it needs to be replaced by change of patient.

The suction handpiece is part of tHrominENTSuction system. This suction hdpiece does not come into
contact with the patient; it is a connection piece between the suction tube instrument that does have contact
with the patient and the suction system. The suction tube instrument that fits into this suction handpiece
needs to be eaned/disinfected/sterilized according to the regulations of the manufacturer of the instrument.
The suction handpiece must be cleaned regularly.

ATTENTION:
The suction handpiece and the rubber suction @annot be sterilized on a temperature of 134°C.

The suction handpiece consists of 2 parts

5. Rubber suction tip, material Rubb&NBR
This material is resistant to a maximum temperature of 125°C and it is resistant to, for example, oils, aci
alkalineand chemicals.This material can be cleaned briefly wigthcohol.

6. Handpiece, material Delria POM
This material is briefly resistanit temperature of 105°C to 120°C and continually resistant to 90°C.
This material can be cleaned with alcohol.

Procedure:
o Pull the suction handpiece of the suction tube.
Unscrew the rubber suction tip off the suction handpiece.
Brush the inside of theubber suction tip and the suction handpiece clean with a brush.
The internal diameter of the suction tip and suction handpiece is @ 4.0 mm!
hA2 U6B8EE®2 «| @ ©2 «02?| @2 ®IREEEDW%2 «d2® UEBA 7
clean medicdequipment for instance IzoPro (70 % isopropyl alcohol)
o We recommend when cleaning in a thermal disinfection device not to allow the temperature to excee
90°C.
0 After cleaning/disinfection screw the tip back onto the handpiece.

(0)
0]
0]
(0)

Cleaning and removingnedicine residues must be in accordance with current local environmental regulations

% U




MediTop

Vlasakker 22 Tel.: +31 (0) 348 566 100 "

3417 XT Montfoort Email: info@meditop.com M d T p
The Netherlands e I 0

www.meditop.com

4.2.2 Maintenance

Ensurethat there always is some disinfectant liquid (+ 0,1 L) in the sditret.

After using one of the suction tubes and before it is deposited in theliisstrument container, always suck
some disinfectant through the suction tube to be sure suction tube clean and clear.

The disinfectant will also clean the hoses inside PiwmMINENT

The canister can also be cleaned with disinfectant.

It is necessary toeplacethe flexible hoses on the outside and from the secretion receptacle tddnedpiece
everysix (6) months.

CAUTION:

9 Be sure not to suck up any foamy disinfectants or foaming cleaning agents with the suction hose; foam

gets pasthe float-valve in the secretion receptacle and little by little fills the fleatlve reservoir.
1 Do not suck up hot water into the suction system. Hot water condenses in the-fiasae reservoir and
also passes along the suction lines.

The equipment bould only be serviced and supported by an authorised technician.
Service contracts are available on request.
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4.3 Trouble shooting at the centraduction

NOTE: Trouble shooting should be carried out by an authorised technician.

4.3.1 Nosuctionat the handpiecewhen it is taken out of thehandpiece holder

Is theProminENTswitched or?
1 Yes, go to the next question
1 No, please switch orthe ProminENTon

Issuctionon the central circuit?
1 Yes, go to the next question
1 No, have the central circuitdsted by an authorised technician.

Is the disposablesecretion linercompletely filled?
1 Yes, dispose and replace the disposabdecretion liner
1 No, gotothe next question

Is the valve blocked or broken?
1 Yes, clean or replace the valve.
1 No, go tothe next question

Is there grime in the floavalve reservoir? (to be checked by an authorised technician)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the botto of the reservoir.
Make sure the floavalve reservoir is fitted back into its bracket properly.
1 No: proceed to the next question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

4.3.2 Insufficientsuctionat the handpiecewhen it is taken out of thehandpiece holder

Is the lid of the canister tightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Isthere aleaky hose?
1 Yes, replace the hose(s).
1 No, go tothe next question

Is sufficientsuctionavailable on the central circuit?
1 Yes, consultan approvedervice agent.
1 No, have the central circuit tested by an authorised technician.

Moisture/residue getting into the floavalve reservoir from the canister indicates that there is a problem with the secretion receptacle or the
disposable secretion liners.
Cleck

1 Is the seal on the secretion receptacle intact?

1 Check the mechanical seal; is there dirt on theiy in the drain valve float?

1 Check the operation of thfoat-valve.

1 Make sure that theecretion receptacleralve is hanging straight so the valve respls as it is intended
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4.4 Trouble shooting at thesuctionpump

NOTE: Trouble shooting should be carried out by an aorised technician.

4.4.1 Nosuctionat the handpiecewhen it is taken out of thehandpiece holder

Is the treatmentunit switched or?
1 Yes, go to the next question
1 No, please switch orthe ProminENT

Is thesuctionpump running?
1 Yes, go tothe nexguestion
1 No, have an authorised techniciacheck if the fuse on the relays boardist burnt out
If it is not urnt out please wait for another 15 minutes. It is possible that thermal switch on
the pumpis activated. If the pump after these 15 mimeststill is not working pleaseonsult an
approvedservice agent

Is the disposablesecretion linercompletely filled?
1 Yes, dispose and replace the disposaldecretion liner
1 No, go tothe next question

Is there grime in the floatalvereservoir? (to be checked by an authorised technicfan)
1 Yes: Clean the floatvalve reservoir well after emptying it to prevent the float becoming stuck in the
lid.
Ensure the float rests on the bottom of the reservoir.
Make sure the floavalve reserva is fitted back into its bracket properly.
1 No: proceed to the next question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

4.4.2 Insufficient vacuumat the handpiecewhen it is taken out of thehandpiece hotler

Is the lid of the canister tightly closed?
1 Yes, go tothe nextquestion
1 No, please close it tightly

Isthere aleaky hose?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent

8 Moisture/residue getting into the floavalve reservoir from the canister indicates that there is a problem with the secretion receptacle or the

disposable secretion liners.
Check
1 Is the seal on the secretion receptacle intact?
1 Creck the mechanical seal; is there dirt on theiBy in the drain valve float?
1 Check the operation of thfoat-valve.
1 Make sure that theecretion receptacleralve is hanging straight so the valve responds as it s intended
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5 Function: Rinsing system automatgecretiondischargesystem (If presen)

B.1 Introduction

5.1.1 Application(s)

The intended use of the rinsing system is automatic cleaning of the automatic secretion discharge system, tq
prevent blockage.

The rinsing system autoatic secretion discharge system function can only be used in combination with the
ProminENT

5.1.2 Use

When you switch the treatmentnit in stand-by mode the rinsing system will switam andstarts cleaning the
automatic secretion discharge system.

5.1.3 How theequipment functions

When you switch the treatmentnit in standby mode the rinsing system will be activated and starts cleaning
the automatic discharge.
The automatic discharge will fill and emptvith water for three (3) times during ten (10) minutes.
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5.2 Parts of the rinsing system automatisecretiondischargesystem

Mechanical water valve
1 24V= water valve

User manual ProminENT treatment unit, version 1.1
Page 61 of 107
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5.3 Trouble shooting

NOTE: Trouble shooting should be carried out lan authorised technician

5.3.1 The rinsing system does not start up when therominEN is switched in standby mode

9 Pleaseconsult an approvedervice agent.
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6 Function: Suction rinse system (If present)

B.1 Introduction

B.1.1 Application(s)

The intended use of the rinse function is for cleaning the suction tubes.
The rinse function can only be used in combination with fPieminENT
The system is located above the drawer for waste and used instruments.

B.1.2 Use

After the assigned buttorfinsing on the main control console of therominENTis pressed water will flow

during a period of 15 or 30 seconds depending on the set configuration.

Suck up some water to clean the suction tube. Excess water will be discharged via the waste pipe.

When active the button will be green outlin&asing,

B.1.3 How the equipment functions

c22 #Zké?
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6.2 Parts of the suction rinse system

Mechanical water valve
1 24V= water valve

User manual ProminENT treatment unit, version 1.1
Page 64 0f107
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6.3 Trouble shooting

NOTE: Trouble shooting should be carried out by an authorised technician.

B.3.1 No water flow afterswitchingon the function

Is theProminENTswitched or??
1 Yes, go tothe nextquestion
1 No, please switch orthe ProminENT

Check if the water supply is available
Is water supply available?
1 Yes, go tothe nextquestion
1 No, please make sure water suppiyavailable.

Is the fuse on the printed circuit bodrintact?

1 Yes, pleaseconsultan approvedervice agent
1 No, replace the fuse

B.3.2 Water keeps flowing after pushing the button

Probable cause would be a blocked water valve.

First ensure the ProminENTIs switch ed off!

Check the 24V= valve.
Is thevalve blocked?
1 Yes, clean/unblock the valve
1 No, pleaseconsult an approvedervice agent.
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7 Function: Compressed air system {¥fesen)

7.1 Introduction

7.1.1 Application(s)

The intended use of the compressed air system is the application of medications, aestlatd boric acid in
powder form.
The compressed air system function can only be used in combination withPtloeninENT

7.1.2 Use

Whenever the compressed air pistol is removed from its holder, the solenoid valve opens.

A power or liquid applicator can be fitted into the air pistol by pressing the thumb plate forward and inserting
the applicator into the pistol.

The applicator withthe fine nozzle is for liquid and the one with the large one is for power. It is important not t
use the powder applicator for liquid.

The function is now ready for use.

When the applicator is fitted in the pistol, the trigger can be pulled to open theevand allow air to pass
through the pistol, which then passes through the applicator and either the liquid sprays out through the
nozzle or the powder blows out from its nozzle. This depends on which applicator is being used.

When the handpiece is placdzhck in the handpiece holder the compressor stops or the valve closes.

7.1.3 How the Equipment Functions

Whenever the air pistol is removed from its holder, the compressor starts or the solenoid valve opens
depending on whether a central vacuum systeningolved or whether the unit is equipped with its own
compressor.

A spray or powder applicator can be attached to thendpiece bypushing the pressing the handpiece thumb
plate forward and fitting an applicator into thpistol.

(The nozzle with the finaperture is for liquid and the one with the large aperture is for powder)

The function is now ready for use.

By pulling the trigger on the handpiece it will start to spray liquid or blow powder.

You can adjust the pressure by twisting the black knob om plnessure regulator ithe compartmentbehind
the handpiece holders.

The actual pressure is shown on a manometer.

When the air pistol is returned to its handpiece holder the compressor stops or the valve closes.

[®)
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7.2 Parts of the compressed air system

1 Handpece
1 2 xapplicator for liquid
1 1 x applicatorffor powder
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7.3 Testing

7.3.1 Testing of the compressed air system

The manometer is mounted next to the regulator in the compartment behind the handpiece holder section.
The pressure must be individually set. By sprayonce in the bin, the atomisation can be determined.

7.3.2 Short instructions (compressed air system)

Make sure the compressed air system is used regularly. When the compressed air system is not going to be

used for a while, spray air through the applicatairthe end of the consultation to prevent it from becoming
clogged.

Check the level in the bottles once a week.




MediTop

Vlasakker 22 Tel.: +31 (0) 348 566 100 .

3417 XT Montfoort Email: info@meditop.com M e d ITD p
The Netherlands www.meditop.com

7.4 Trouble shooting central compressed air

NOTE: Trouble shooting should be carried out lan authorised technician

7.4.1 No air coming out theair pistol when it is taken out of the its holder and the trigger is pulled

Is theProminENTswitched or??
1 Yes, go tothe nextquestion
1 No, please switch orthe ProminENT

Isthere pressureat the centralair connectior
1 Yes, go tothe nextquestion
1 No, have the central circuit tested bgn authorised technician

Is theregulatorvalve blocked or broken?
1 Yes, clean orreplace theegulatorvalve.
1 No, gotothe next question

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult anapprovedservice agent.

7.4.2 Insufficient compressed air coming out the air pistol when it is taken out of its holder and the
trigger is pulled

Is the pressure satorrectly?
1 Yes, go tothe nextquestion
1 No, adjustaccordingly

Is therealeaky hose?
1 Yes, replace the hose(s).
1 No, go tothe next question

Is sufficient pressure available on the central circuit?
1 Yes, consultan approvedervice agent.
1 No, have the central circuit tested bgn authorised technician
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7.5 Trouble shooting at the compressed air pump

NOTE: Trouble shooting should be carried out lan authorised technician

7.5.1 No air coming out the air pistol when it is taken out of its holder and the trigger is pulled

Is theProminENTswitched or??
1 Yes, goto the nextquestion
1 No, please switch orthe ProminENT

Is the compressed air pump running?
1 Yes, go tothe nextquestion
1 No, Check if the fuse on the relays bodshot burnt out. If it is noturnt out please wait for
another 15 minutes. It is poise that thethermal switch on the pumgs activated. If the pump
after these 15 minutes still is not working pleasensult an approvedervice agent

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.

7.5.2 Insufficient compressed air coming out the air pistol when it is taken out of its holder and the
trigger is pulled

Is(are) the hose(s) blocked?
1 Yes, replace the hose(s).
1 No, consult an approvedervice agent.
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8 Lumilop LED Fibre optic light syster(if present)
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Figure K& LumiTop LE D

8.1 Introduction

8.1.1 Application(s)

The intended use is a light source for connection to rigid and flexible endoscopes. Light is emitted via a fibre
optic cable, which is connected to the endagues.

The device may only be used in combination with fReominENT.

Colour temperature of the LED is 5700K.

Lifetime of the LED lamp is approx. 40.000 hours.

8.1.2 Use

The fibre optic light cable is placed in one of the instrument holders.

Whenever the fike optic cable is removed from its holder, the light comes on automatically and the cable can
be connected to the endoscope. When the cable has been connected to the endoscope, the endoscope is ré
for use and the endoscopic examination can commence.

Youcan now connect a rigicor flexible scope to the fibre optic light cable and start your examination.
When the fibre optic cable is returned to its holder, the light with automatically switch off.

It is also possible to connect an examination headlightthe fibre optic light source (cold light). The setup for
an examination headlight involves a switchable hook which automatically switches the light on whenever the
headlight is removed from the hook. After the examination, the examination headlightisgol back on the
hook and the light automatically switches off.

NOTE:
& The light cable adapter placed in the light source can become very hot during use.

To eliminate the risk of burns when taking out the light cable out of the light soptease wait one
minute to allow the device to cool down before removing the light cable.
Never look through the lens or opening when the device is on (without having a fibre optic cab
place).
1 UVis not emitted from the lamp.
1 Never look into theend of the fibre optic cable, possible skin or eye irritations can result
from exposures exceeding 15 minutes in a day.

8.1.3 How the equipment functions

The LumiTop LERbre optic light source operates on 230 volts a/c. The LED is cooled by a fan.
If the LumTop LED becomes too hot, it switches off thermally.

ady
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8.1.4 Adjusting brightness

The brightness can be adjusted.

Presson: E]

The following will be displayed.

Monitor
8_-
Unit lightning LED coldlight
ARD
PressU@ 203/ «UO®OE:;Adz
I
Board e LED temp. (°C)
cL_1 A 4
35.5

(v 130 A‘\ Zém:ﬁl _J
Emomm /

' Y-10 | 09:31

Figure>XLED Coldlight settings

Select the light source to be seilp to 4 light sources can be connected.
The corresponding light source will switch on.

With the \ 4 and A buttons the desired brightness can be set.

If the setting is right press omto return to the Start screen.
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8.2 Parts of the MediTop LumiTop LED

a s w

Mains 230V

Potential equalization
UTP connection for control by the
ProminENT

2. Fan

6. Label

User manual ProminENT treatment unit, version 1.1
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8.3 Testing

8.3.1 Testing the LumiopLED

Check if the LumiTop LEE@mes on

8.3.2 Short instruction of the Lurifiop LED lightsource

If connected the device can be used.

Werecommend you:
1 To be care with the fibre optic cable as these are fragile and the fibres within can break easily.
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8.4 Maintenance

8.4.1 Cleaning the LumiTop LED

Cleaning of the LumiTop LED with a dry clotsugficient.

Cleaning and removing medicine residues must be done in accordance with current local environmental
regulations.

8.4.2 Technical maintenance

There is no regular maintenance required for the LumiTop LED.
The LED has a lifespanayprox.40,000 hours.
Have the LumiTop LED checked annually for correct functioning and safety by an authtetdedcian.
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8.5 Trouble shooting

NOTE: Trouble shootingshould be carried out by an authorised technician.

8.5.1 The LED does not light up when in use

An authorised technician must perform the checks!

Is the LED broken?
1 Yes, replace the LED
1 No, gotothe next question

Is the fuse of the LumiTop LED intact?
1 VYes, gotothe next question
1 No, replace the fuse

Is the fan working?

M1 Yes, waitforabout 35 minutes for reuse. It could be that the thermal switch is activated.
If after these 5 minutes the LumiTop LE@I does not work, please consult an approved

service agent.
1 No, pleaseconsult an approvedervice agent
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9 Function:Warmwater irrigatoAquaTop XSIf present)

9.1 Introduction

TheProminENToverrides the controls on thAquaTop XS
The user interface on thAquaTop X$annotbe used. The buttons are disabled.
The display is dimmed and shows: "Remaitentrol enabled"

Pressure ’ Temp

30C

Remote control enabled

® =

FigureL & Front view AquaTop XS integrated in thBrominENT

8.1.1 Application(s)

TheAquaTop X& a warm water irrigator, which can be used for cleaning the ear as well as a stimulator for
caloric testing.

8.1.2 Use

Operating the device requires no special skills, but may only be used by medically qualified personnel, famili
with the basics of caloric examinaticemd ear syringing.

TheAquaTop X#ust be installed by a technically competent person unless it is integrated inRh@minENT
TheAquaTop X not a mobile device that can be moved around.

Warnings:
1 Check the temperature and the water pressure prior to each use;
1 Switchoff the AquaTop X&nd the water supply when the device is not in use;
1 IftheAquaTop X$ not used, you must ensure that the handpiece is placed in the appropriate holder:
1 Do not drop the handpiece! The handpiece can get broken;

When theAquaTop X% swiched on and water pressure is present, the device heats up the water to 37° C.
TheAquaTop X$ sensitive to environmental influences. TAguaTop X% drained of all water for transport,
which ensures no damage occurs to it in transit. It is sglyradvisable not to connect the device to water
supply with a water temperature of higher than 20° C and certainly no higher than 30° C, as this will disallow
the setting of the temperature.

ar
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8.1.3 How theAquaTop XSunctions

Switchon theAquaTop XS
Pressom A2 ©680U@ Z eé6| hUez UG 6A2 dUb«A é«é22@ «U®D
The buttonbecomesgreen outlined andhe temperature setting buttonsppear.

Aqualop Cautery
7ﬂ\ !I' @ AquaTop [37°C]

TheAquaTop X& a warm water irrigator with a continuous flow to prevent microbe growth in the water.

TheAquaTop X®equires water pressure to function. The water passes through a regulator valve which reduc
the flow to high pressure. Then the water passes through a labyrinth with an integrated heating element. A
temperature sensor relays information tté electronics that control the heating element. The warmed water
next flows to the handpiece where3awayvalve is located. Whenever the button on the handpiece is released,
the water flows down the drain. Whenever the button is pressed, the water étéiy to flow out of the
cannula on the handpiece.

With the button Lj}en’@ the desired temperature can be set.
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If the AquaTop XS with 3 temperatures (stimulator for caloric examination) is integrated, you can choose from
the following options,otherwise only 37°C is available:

OFF

. e

Mirror heater Rinsing

\

At this setting, the water will not be heated.

30°C

Mirror heater Rinsing

At this setting, the water will be heated to 30° C.
(For use in caloric examination)

37°C

Mirror heater Rinsing

T

Camera Micro Otoscope

At this setting, the water will be heated to 37° C.
(Forcleaning the ear)

[

Cautery

O |
AquaTop

44°C

Mirror heater Rinsing

At this setting, the water will be heated to 44° C.
(For use in caloric examination)

Aqualop Cautery

h # @ AquaTop [44°C]

The current water temperature is shown on the left of the bottom bar.

yﬁ\ o3 ® AquaTop [37°C]

User manual ProminENT treatment unit, version 1.1
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8.1.4 Warnings

9.1.4.1  Warning insufficient water pressure [EP]

Whenever the water pressure drops below 1 bar an audible signal will sound and a visual waring will show o
the display below the on/off button. This indicates that the pressure is too low. The heating element will not
heat the water as long as this warmgrshows on the display. The warning wiitappear wherthe water

pressure increases to at least 1 bar. A water pressure of 1.8 bar is recommended for correct functioning of t
AquaTop XS

—

©}

Mirror heater Rinsing

Cautery
ARD AquaTop [EP]

Figure M - AquaTop XSPressure warning

9.1.4.2 Overheating warning [ET]

If the temperature is above 46° C, an audible signal will sound and a visual signal will be displayed on the
control console to indicate that the temperature is 46°C or higher.

As long as this warning is showing the heating element will not heat the water

When the temperature falls below 46°C the warning will disappear.

©/

Mirror heater Rinsing

AquaTop Cautery
ARD AquaTop [ET]

Figure N - AquaTop XSOverheating warning

>
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8.2 Parts of theAquaTop XS

Pressure ‘

1. Digital display

Remote control enabled

® |
= - 2. Temperature setting button

1 .
(Disabled)
&MW@ Top

Front viewAquaTop XS

1. Digital display
TheProminENToverrides all controls of thé&quaTop XS
The user interface in this case cannot be used.
The buttons are disabled and the display is dimmed afwbws: "Remote control enabled”

N

Temperature setting button
Disabled when thé&quaTop X$ integrated in thdProminENT

3. Button on handpiece

B

=

Hanadpiece AquaTop XS

3. Button on handpiece
When pressed the warmed water will flow out the deviceugh the cannula.

User manual ProminENT treatment unit, version 1.1
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On/Off switch

Fuse T6.3 A

230 Volt 50 Hz connection
Potential equalization connection
RJ45 connection for control by the
ProminENT

9. Regulator valve

10. Water outlet

11. Water inletz Maximum 6 Bat)

© N gk

Rear viewAquaTop XS

4. On/Off switch
The switch on the back of the AquaTop $(@tchesthe device on or off.

5. Fuse
Fuse T 6.3 A.

6. 230 Volt 50 Hz connection
230 Volt euro plug connection.

7. Potentialequalization connection
Connection for potential equalization.

A 8. RJ45 connection
This connector allows the eairigator to be connected to thdProminENT
Do not connect a standard network cable!

9. Regulator valve
With this regulatovalve, the water pressure can be set.
The standard set pressure for tiguaTop X% 1.8 bars.

10. Water outlet
Odez é«é?2il «U@@B2«dUé %Ué «UPB2«d3EUG dU | €82 g

11. Water inlet
Odez é«é2il «U@B2«dUé %nUé «UPB2«d3EUG UGB oAz 0]

9 The maximum pressure of the water supply is 6 Bar. If the water supply is higher than 6 bar, you must place a reguldietwabrethe water
supply and the water inlet of théquaTgp XS












































































