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General safety information

1 General safety information

1.1 Explanation of safety symbols used

Important information is indicated visually in these instructions for use. This information is
necessary for preventing hazards to patients, operating personnel and third parties, as well
as for avoiding damages or malfunctioning of the device.

1.1.1 Symbols in the instructions for use

A Caution

[ ]
1 Information or help

((('))) Non-ionising electromagnetic radiation

1.1.2 Symbols on the device

@ Follow instructions for use

D;i_\- Consult instructions for use

MD Medical devices

UDI Unique device identifier

REF Catalogue number

LOT Batch code

u Manufacturer

&I Date of manufacture (YYYY-MM-DD)
- = Direct current

@ Battery status

'))O Connection status

(((i))) Non-ionising electromagnetic radiation
ﬁ Return and disposal according to WEEE Directive
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General safety information

Protection against the ingress of particles with an average size

IP30 of more than 2.5 mm.

No protection against water ingress.

Maximum protection against dust.
I P58 Protection against water ingress, even when continuously sub-
merged in water.
C Compliance with the Federal Communications Commission
I ( : (FCC) requirements regarding radio frequency emissions.
SGS Complies with ANSI/AAMI ES 60601-1
: us CAN/CSA 22.2 No. 60601-1
¢ Increase in the factor to be set
¢ Reduction of the factor to be set
ON | OFF Start/Stop the function

1.1.3 Symbols on the retail packaging

E Consult instructions for use
uUDI Unique device identifier
MD Medical devices

REF Catalogue number

LOT Batch code

Manufacturer

Date of manufacture (YYYY-MM-DD)
Direct current

Packaging unit

Keep dry

Humidity limitation

R LE
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¢
X

General safety information

Temperature limit

Return and disposal according to WEEE Directive

IiON LY Caution: Federal law restricts this device to sale by or on the

order of a physician.

Further information about the symbols used can be found on our website:
www.moeller-medical.com/glossary-symbols

1.2 Warnings

Page 8 of 34

The devices must not be modified

No liquids may penetrate the current carrying parts of the device
When cleaning, ensure that no cleaning agent gets into the connector
sockets

Disconnect the power cable before cleaning

Replace any connecting cables if there is even minor damage and
take care not to roll over the cables

Keep the cables away from heat sources. This prevents the insulation
from melting, which could cause a fire or an electric shock

Do not use force to push plugs into sockets

When removing plugs, do not pull on the cables. To remove, release
the plug lock if necessary

Do not subject the devices to strong heat or fire

Do not subject the devices to hard impacts

If heat, fumes or smoke appear, disconnect the devices from the
mains immediately

Only use suitable batteries and ensure they are fitted correctly to avoid
risks of overheating, leakage or damage

Please ensure that there are no obstacles between the footswitch and
the receiver and that the distance does not exceed 10 metres, in order
to avoid signal loss and malfunctions

Use only with the mains adapter supplied

Position the device so that you can disconnect the mains adapter from
the power supply or the USB connection to the receiver at any time.
For use only with the Vibrasat® Pro, Liposat® Pro and Liposat® Pro plus
devices
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General safety information

1.3 Applicable instructions for use

Observe the further information and notes in the following instructions for use.

Instructions for use Catalogue number
Liposat® Pro and Liposat® Pro plus 93007211
Vibrasat® Pro 93006825

Table 1: Referenced instructions for use

All instructions for use are available in various languages on our website at:
www.moeller-medical.com/ifu-ga

1.4 Manufacturer's responsibility

The manufacturer may only be regarded as responsible for the safety, reliability
and suitability for use of the devices if:

Assembly, upgrades, adjustments, modifications or repairs are performed only
by individuals authorised by the manufacturer.

A The electrical installation in the room in question complies with the relevant re-
quirements and regulations (e.g. VDE 0100, VDE 0107 or IEC specifications).

The devices are used in accordance with the instructions for use and the coun-
try-specific regulations and national deviations are observed.

The conditions stated in the technical data are observed.

Any type of use other than that described in these instructions for use is not permitted and
will lead to the exclusion of liability and the loss of warranty.

The manufacturer undertakes to accept returned old devices according to the Electrical and
Electronic Equipment Act.
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General safety information

1.5 Operator's duty of care

The operator is responsible for the proper operation of the medical devices. In line with the
German Medical Devices Operator Ordinance (MPBetreibV), the user must perform a wide
range of duties and also assume responsibility when handling medical devices within the
framework of his activities. The 3-Pedal Wireless Footswitch Kit must only be used by qual-
ified personnel.

Any use of the Wireless Footswitch requires a thorough understanding of and strict adher-
ence to these instructions for use. The devices may only be operated by persons with the
necessary training or knowledge and experience.

3-Pedal Wireless Footswitch Kits are subject to specific precautions regarding
EMC and must be installed and commissioned in accordance with the EMC
A instructions provided.

If one of the devices no longer works properly due to a malfunction, the device
must not be used any further and must be inspected by the technical service.

Performance and safety may be compromised if Original Equipment Manufacturer device
parts are not used.

All work that requires tools must be performed by the manufacturer's technical service or
parties authorised by the latter.

ported to the manufacturer and the competent authority of the Member State

Any serious incident that has occurred in relation to the device should be re-
E’ in which the user and/or patient is established.

1.6 Non-device-related additional equipment

Additional equipment that does not belong to the devices’ scope of supply and that is con-
nected to the devices’ analogue and digital interfaces must be shown to satisfy the relevant
EN specifications (e.g. EN 60601 for electromedical devices). Any operator connecting the
additional devices is responsible for configuring the system and for ensuring that the current
version of the system requirements satisfy standard IEC 60601-1.

If components are used that do not correspond to the original parts, the per-
formance, safety and EMC behaviour may be compromised.

1.7 Declaration on DEHP

The 3-Pedal Wireless Footswitch Kit does not contain any bis(2-ethylhexyl) phthalate
(DEHP).
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Intended purpose

2 Intended purpose

2.1 Intended use

The 3-Pedal Wireless Footswitch Kit is designed for use with Vibrasat® Pro, Liposat® Pro
and Liposat®Pro plus. It enables these devices to be controlled without the need for a cable
connection, thereby offering the user maximum freedom of movement.

2.2 Indications

The 3-Pedal Wireless Footswitch Kit is designed for use in surgical and aesthetic proce-
dures where sterile, touch-free control of medical devices is required.
Typical areas of application include:

e Tumescent infiltration
o Power-assisted liposuction (PAL)
e Extraction and fluid management

2.3 Contraindications

e Use in environments with high levels of electromagnetic interference (e.g. MRI).
e Use outside the specified operating conditions (temperature, humidity).
e Use in combination with equipment that is not intended for the intended use.

2.4 Target patient group

The 3-Pedal Wireless Footswitch Kit can be used without restriction with the Vibrasat® Pro
and Liposat® Pro / Liposat® Pro plus devices. Any restriction on the target patient group is
determined solely by the devices themselves (see chapter 1.3).

2.5 User

Use of the 3-Pedal Wireless Footswitch Kit is restricted to doctors who can demonstrate,
through relevant specialist training or approved specialist further training, that they have
acquired the necessary expertise.

2.6 Essential performance features

The 3-Pedal Wireless Footswitch Kit does not have any essential performance features.
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Intended purpose

2.7 Combination with other products

Only accessories that have been specified and approved by the device manufacturer should
be used. Please contact the device manufacturer if you are unsure. The 3-Pedal Wireless
Footswitch Kit can be used with the following devices:

Product Catalogue number
Liposat® Pro 00003977
Liposat® Pro plus 00003974
Vibrasat® Pro 00003920

Table 2:

Combination with other products
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Product description

3 Product description
The footswitch can be connected via the receiver to one of the following devices:

Liposat® Pro, Liposat® Pro plus or Vibrasat® Pro to control parameters wirelessly.

3.1 Receiver design

é—-&

@) — —

Figure 1:
Receiver (Receiver Wireless Footswitch Aesthetics)

No. | Designation No. | Designation
1 | Pairing process LED (blue) 3 | Signal interface
2 | Pairing button 4 | USB plug for power supply
Table 3 :

Designation of the receiver (Receiver Wireless Footswitch Aesthetics)
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Product description

3.2 Foot switch design

Figure 2:
Footswitch (3-Pedal Wireless Footswitch Aesthetics)
No. | Designation No. | Designation

1 | Battery compartment 5 | On/Off button
2 | Down button 6 | Battery status LED (orange)
3 | Marking stickers 7 | Connection status LED (blue)
4 | Carrying handle 8 | Up button

Table 4 :

Designation of the footswitch (3-Pedal Wireless Footswitch Aesthetics)
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3-Pedal Wireless Footswitch Kit

Product description

Battery status LED (orange) on the footswitch

LED Meaning
Off ¢ Battery deeply discharged / removed
e Footswitch in energy-saving mode
- Press a button to activate
Slow flashing e The batteries will last for approximately 1 month, depending

on usage

Table 5: Meanings of the battery status LED

Connection status LED (blue) on the footswitch

LED Meaning
Off ¢ No pairing present
e Battery deeply discharged / removed
e Footswitch in energy-saving mode
- Press a button to activate
Slow flashing e Pairing active, device in use
Rapid flashing e Pairing process active (footswitch < receiver)

Table 6 : Meanings of the connection status LED

Pairing process LED (blue) on the receiver

LED

Meaning

Off

Receiver is not powered or is in energy-saving mode

Flashing rapidly

Pairing process active

Flashes

Device ready for operation

Table 7: Meanings of the pairing status LED
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Installation and startup

4 Installation and startup

Two footswitches can be connected to a single device at the same time. Both sockets on
the rear panel are equivalent; the footswitches function in exactly the same way.

The footswitches have the same setting options as the buttons on the Vibrasat® Pro Console
and the Liposat® Pro / Liposat® Pro plus.

4.1 Transport and storage information

The following safety information must be observed when transporting the devices. This pre-
vents damage to the devices and other property. For more information on transport and
storage information, see chapter 11.

e Upon delivery, make sure that the boxes are not damaged.
e The forwarding agent must be notified immediately of any transport dam-

age.
e Check all products for damage.

¢ Damaged products must not be used.
¢ If the product is damaged, please contact your supplier immediately.

4.2 Unpacking and inspecting delivery

The 3-Pedal Wireless Footswitch Kit is supplied in 2 packaging units. Remove all parts from
the packaging and check that the kit is complete.

1st package

Footswitch (3-Pedal Wireless Footswitch Aesthetics)
e 2 x AA batteries, 1.5V

Package insert

Sheet of stickers

2nd package

Receiver (Receiver Wireless Footswitch Aesthetics) including connection cable
2 x metal plates (white and black)

Mains adapter

Instructions for use

¢ Do not dispose of the original packaging.
Ey ¢ Only send the devices in their original packaging to prevent damage dur-
ing transportation.
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Installation and startup

4.3 Suitable operating environment

The 3-Pedal Wireless Footswitch Kit is suitable for environments in the following areas:

¢ Professional healthcare facilities with specific requirements

¢ Clinics (rooms in A+E, hospital rooms, intensive care, operating theatres, except
for in the proximity of active facilities of electrosurgical devices or outside of the
RF-shielded room for magnetic resonance imaging, first aid facilities).

The 3-Pedal Wireless Footswitch Kit is not approved for use on aircraft or in military areas.
The appropriate EMC requirements for these environments have not been tested.

The Wireless Footswitch and Receiver must not be used in conjunction with
electrosurgical devices.

4.4 Preparation

4.4.1 Inserting the batteries

The battery compartment is located on the side of the footswitch. AA alkaline batteries must
be used.

1. Unscrew the black cap from the battery compartment
2. Insert the two batteries
-> Insert the batteries with the positive terminal facing forwards

3. Screw the black cap onto the battery compartment

4.4.2 Attaching the receiver

The receiver is attached to the Vibrasat® Pro Console or to the Liposat® Pro / Liposat® Pro
plus via a metal plate. The receiver has a built-in magnet.

1. Clean the area where the device is installed
- The receiver must not be fitted to the rear of the device
2. Remove the adhesive film from the metal plate

3. Press the metal plate against the device
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Installation and startup

4.4.3 Attaching the marking stickers

The marking stickers can be attached to the footswitch to make it easy to identify which
device they belong to. The marking stickers are supplied on a sheet, each containing
10 stickers featuring an image of a Vibrasat® Pro Wand and a Liposat®.

~ _

Figure 3: Applying the markingr;sitic}(-érs

4.5 Pairing process

When connecting the device to the signal interface, ensure that the notch on the plug is
facing upwards and fits securely into the socket. If it is fitted the wrong way round, this may
lead to malfunctions.

4.5.1 Connecting the receiver to the power supply:

o Do not connect the USB cable directly to the device (Vibrasat® Pro Console,
1 Liposat® Pro, Liposat® Pro plus)

1. Extend the receiver cable using the extension cable
2. Connect the extension cable and the mains adapter

3. Plug the mains adapter into the socket

4.5.2 Connecting the receiver:

The receiver's plug and the sockets on the device (Vibrasat® Pro Console,
o Liposat® Pro, Liposat® Pro plus) each have a guide rail. The guide rails on the
l plug and the device must engage with one another; otherwise, they could be
damaged when connected.

1. Align the plug’s guide rail with the socket
Insert the plug into the socket without any resistance

Stop if you feel significant resistance, and check the alignment

> 0N

Tighten the lock nut by hand

- Gently moving the plug may make it easier to tighten it
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3-Pedal Wireless Footswitch Kit

Installation and startup

Starting pairing on the receiver

Position the footswitch within a radius of no more than 40 cm from the receiver
- If it is further away, the footswitch cannot be paired

Press the button on the receiver for 3—6 seconds

-> Pairing is active as soon as the connection status LED flashes rapidly

Completing pairing on the footswitch

. Align the footswitch at an angle of 90°

Press both outer pedals simultaneously for at least 3 seconds

-> The connection LED starts to flash rapidly

Release the buttons on the footswitch

Place the footswitch on a flat surface

Watch the LED

-> Pairing is successful if:
— the pairing process LED on the receiver goes out
— the connection status LED on the footswitch remains lit for 3 seconds
—  both LEDs then start to flash slowly

Check that the three buttons on the footswitch change the settings correctly

Figure 4: Positioning of the footswitch to activate pairing
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Installation and startup

4.6 Connecting a second footswitch in addition

You can connect a receiver to two footswitches at the same time and thus control the con-
nected devices in parallel; they have equal priority. The footswitches must be connected in

sequence. If the light goes out again before both footswitches are paired, try again.

1.
2.

Check that the first footswitch changes the settings.
Press the receiver’s pairing button for 3 seconds
- New pairing process activated

Pair the second footswitch (see chapter 4.5.4)

Check that the settings on the device are changed correctly using both footswitches

If only one footswitch is paired, the pairing process must be repeated for the other

footswitch

4.7 Resetting pairing

There are two ways to unpair the devices. One version unpairs all footswitches, whilst the

other version unpairs only one footswitch.

Unpairing all footswitches:

1.

2.
3.

Press the receiver’s pairing button for 3—6 seconds
- The pairing process LED (blue) flashes

- All existing footswitches are disconnected

- New pairing process activated

Allow the time window for pairing to elapse

Check that the three buttons on the footswitch do not change any settings

Unpairing one footswitch:

All the steps here relate solely to the footswitch that is to be unpaired

1.
2.

Align the footswitch at an angle of 90°

Press both outer pedals simultaneously for at least 3 seconds
- The connection LED starts to flash rapidly

Place the footswitch on a flat surface

Wait until the connection LED on the footswitch stops flashing

- Do not operate the receiver or a footswitch!

Check that the three buttons on the unpaired footswitch do not change any settings

Check that the three buttons on the other footswitch change the settings
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5 Application and operation

The On/Off button on the footswitch starts and stops the device. The Up button increases
the flow rate on the Liposat® Pro and Liposat® Pro plus or the vibration speed of the
Vibrasat® Pro Wand. The Down button reduces the respective rate/speed.

Energy-saving mode is activated after 15 minutes of inactivity. Pressing a pedal exits en-
ergy-saving mode and enables the footswitch.
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Cleaning and care

6 Cleaning and care

Always wear your personal protective equipment. Personal protective equip-
ment, which must be worn for all steps in which product components are con-
taminated, comprises: Protective gloves, protective clothing, safety goggles,
face masks

Footswitch

The footswitch must be cleaned and disinfected after each use to ensure safety and hy-
giene. For cleaning and wipe disinfection, use only the following cleaning agents and disin-
fectants that have been tested by the manufacturer:

e Deionised water (Grade 3 in accordance with ISO 3696)
o 70% isopropyl alcohol

e 96% ethanol

o Meliseptol

e US CaviCide

e Lysoformin 2%

o Bacillol plus

¢ Incidin Rapid 5%

Clean the surface using a suitable, single-use disinfectant wipe approved for use with med-
ical devices. Avoid allowing liquids to enter any openings or connections. Allow the surface
to dry completely after cleaning.

Receiver

The receiver is rarely touched during normal operation. Therefore, routine cleaning is not
necessary.

If the surface is visibly soiled or after it has been touched, it can be carefully wiped down
using one of the disinfectants listed above and a single-use disinfectant wipe. Make sure
that no liquid gets into the plug or any openings. Then allow the surface to dry completely.
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Disassembly

7 Disassembly

7.1 Removing the batteries from the device

The batteries should be removed from the footswitch if the device is to be
stored for a prolonged period.

iji 1. Unscrew the black cap from the battery compartment

2. Remove the two batteries

Tighten the black cap on the battery compartment.

7.2 Unpairing the receiver and the footswitch

The footswitch can be unpaired from the receiver at any time, as described in chapter 4.7.

7.3 Removing the receiver from the device

The receiver can be removed at any time from the magnetic plate attached to the device
(Liposat® Pro, Liposat® Pro plus or Vibrasat® Pro).

1.

2
3.
4

Unplug the mains adapter and the extension cable
Loosen the lock nut
Disconnect the device’s receiver cable

Remove the receiver from the magnetic plate
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8 Troubleshooting

Problem

Solution

Footswitch does
not react

The receiver’s connection cable is not plugged in correctly
- Reconnect as described in chapter 4.4.2

Battery flat or inserted incorrectly
- Change the battery and check that it is fitted correctly

The footswitch is in energy-saving mode
- Press the pedal

No connection

Range exceeded
- Limit the distance to a maximum of 10 m

Obstacles or barriers (metal, walls)
-> Adjust the location

The device is no longer paired
-> Carry out the pairing in accordance with chapter 4.5

Problems during
use

Sources of interference from other radio devices operating in the
2.4 GHz band (e.g. Wi-Fi, Bluetooth)
- Remove interfering devices or increase the distance

Low battery
- Check the battery status LED and replace the batteries if nec-
essary

Nearby sources of electromagnetic interference (e.g. electrosur-
gery, MRI)
- Use only in permitted environments as specified in chapter 4.3

Receiver prob-
lems

Receiver removed
- Reconnect as described in chapter 4.4.2

No power supply
- Check the mains adapter and power supply

Table 8 : Troubleshooting

If the recommended action proves unsuccessful, please contact the Méller Medical GmbH

Service Centre.
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8.1 Service

Troubleshooting

3-Pedal Wireless Footswitch Kit

o Before disposal or return, the devices must be disinfected using a suita-

Consumable materials should be disposed of in accordance with hygiene

é ble disinfection procedure in order to exclude a possible risk of infection.
[}

guidelines.

Moller Medical GmbH Service Centre:

Moller Medical GmbH

Wasserkuppenstrasse 29-31
36043 Fulda, Germany

Tel. +49 (0)661/94195-0
Fax +49 (0) 661/94 195 — 850
www.moeller-medical.com
info@moeller-medical.com

Service

Tel.: +49 (0) 661 94195 - 108
Fax: +49 (0) 661 94195 - 850
E-mail: service@moeller-medical.com

MOLLER
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Recurring technical safety checks

9 Recurring technical safety checks

No technical safety checks are required for this product.
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Disposal

10 Disposal

This device contains materials that must be disposed of according to envi-
ronmental protection laws. The European Directive 2012/19/EU on Waste
Electrical and Electronic Equipment (WEEEZ2) applies to this device. The

rating plate of the device bears the symbol of the crossed-through garbage
bin.

Return devices that are no longer used to Méller Medical GmbH. This ensures that the
device is disposed of in compliance with the national requirements of the WEEE Directive.
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11 Storage conditions/technical data

Catalogue number

3-Pedal Wireless Footswitch Kit

3-Pedal Wireless Footswitch Aesthetics
Receiver Wireless Footswitch Aesthetics

Product dimensions

3-Pedal Wireless Footswitch Aesthetics

Receiver Wireless Footswitch Aesthetics

Weight

3-Pedal Wireless Footswitch Aesthetics
Receiver Wireless Footswitch Aesthetics
Transport and storage information
Temperature

Humidity

Packaging dimensions:
3-Pedal Wireless Footswitch Aesthetics

Packaging dimensions:
Receiver Wireless Footswitch Aesthetics

Operating conditions
Temperature

Humidity
Atmospheric pressure

Protection type

3-Pedal Wireless Footswitch Aesthetics
Receiver Wireless Footswitch Aesthetics
Operation

Operating distance
Battery life

Frequency band
Mains connection

Power consumption of the receiver

Battery for the
3-Pedal Wireless Footswitch Aesthetics
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REF: 00004557
REF: 00004539
REF: 00004540

Width x Height x Depth:
approx. 45 cm x 5 cm x 20 cm

Width x Height x Depth:
approx.4cmx9cmx 2 cm

+ (cable length)
+ (35.5 cm)

1880 g
83¢g

-10°C to +50°C
< 90% relative humidity

Width x Height x Depth:
53.5cmx13.5cm x 31 cm

Width x Height x Depth:
21cmx14cmx6.5/2.5¢cm

+15°C to +30°C
30 to 75% relative humidity

79.0 kPa — 101.3 kPa
(2000 — 0 m above sea level)

IP 58 (in accordance with IEC 60529)
IP 30 (in accordance with IEC 60529)

Upto10m

At least 200 surgery days
(= based on 1 hour of use per day)

2.4 —-2.4835 GHz
Receiver: Medical-grade 5V 1A mains adapter
<5VA

2x AA alkaline batteries, 1.5V
(non-rechargeable)
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Electromagnetic emissions

12 Electromagnetic emissions

The 3-Pedal Wireless Footswitch Kit is suitable for use in the specified electromagnetic
environment. The customer and/or operator of the 3-Pedal Wireless Footswitch Kit should
ensure that they use it in an electromagnetic environment as described below.

tions/flicker acc. to
IEC 61000-3-3

Measurement of emit- | Conformity Guidelines for the electromagnetic environment
ted interference

RF electromagnetic in- | Group 1 To satisfy its intended function, the 3-Pedal Wireless
terference acc. to Footswitch Kit must emit electromagnetic energy.
CISPR 11 Electronic devices in the vicinity could be influenced.
RF electromagnetic in- | Class B

terference acc. to

CISPR 11

Harmonic emissions Class A L

ace. to IEC 61000-3-2 Areas of application (see chapter 4.3)

Voltage fluctua- Complies

The wireless module integrated into the 3-Pedal Wireless Footswitch Kit has the following
electromagnetic characteristics:

Modulation

GFSK, frequency hopping on quiet channels

Frequency range

2.4 -2.4835 GHz

Effective Radiated Power (ERP)

1T mW
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12.1 Electromagnetic immunity

Immunity test

IEC 60601 — testing level

Level of conformity

Electromagnetic envi-
ronment / Guidelines

Discharge of static
electricity (ESD)
IEC 61000-4-2

18 kV contact discharge

+15 kV air discharge

18 kV contact discharge

+15 kV air discharge

Floors should be made of
wood or concrete or fitted
with ceramic tiles. If floors
are covered with synthetic
material, the relative hu-
midity should be at least
30%.

Electrical fast
transients/bursts
acc. to

IEC 61000-4-4

12 kV for power supply
lines

+1 kV for input/output lines

12 kV for power supply
lines

+1 kV for input/output lines

The quality of the supply
voltage should be compa-
rable to that for a typical
commercial or hospital en-
vironment.

Impulse voltage

+1 kV differential mode

+1 kV differential mode

The quality of the supply
voltage should be compa-

(surges) rable to that for a typical
IEC 61000-4-5 +2 kV common mode +2 kV common mode commercial or hospital en-
vironment.
<5% UT <5% UT
(> 95% dip in UT) (> 95% dip in UT) The ;
g s quality of the supply
for 1/2 period for 1/2 period voltage should be compa-
Voltage dips, 40% UT 40% UT rable to that for a typical

short interruptions
and voltage varia-
tions on power
supply input lines
IEC 61000-4-11

(60% dip in UT)
for 5 periods

70% UT

(30% dip in UT)
for 25 periods
<5% UT

(> 95% dip in UT)
for 5 seconds

(60% dip in UT)
for 5 periods

70% UT
(30% dip in UT)
for 25 periods

<5% UT
(> 95% dip in UT)
for 5 seconds

commercial or hospital en-
vironment. We recommend
an uninterrupted power
supply or battery for opera-
tors of the product de-
manding continuous func-
tion even during an inter-
rupted power supply.

Power frequency
(50/60 Hz) mag-
netic field acc. to
IEC 61000-4-8

30 A/m

30 A/m

Magnetic fields of the sup-
ply frequency should con-
form with the typical values
found in commercial or
hospital environments.

Magnetic fields at
close range
IEC 61000-4-39

9 kHz — 13.56 MHz:
134.2 kHz, 65 A/m,
Pulse modulation 2.1 kHz

9 kHz — 13.56 MHz:
13.56 MHz, 7.5 A/m,
Pulse modulation 50 kHz

9 kHz — 13.56 MHz:
134.2 kHz, 65 A/m,
Pulse modulation 2.1 kHz

9 kHz — 13.56 MHz:
13.56 MHz, 7.5 A/m,
Pulse modulation 50 kHz

Magnetic fields of appli-
ances in the vicinity should
conform with the typical
values found in commercial
or hospital environments.

The 3-Pedal Wireless Footswitch Kit satisfies all test levels in accordance with

IEC 60601-1-2, Edition 4 (Tables 4 to 9).
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Immunity tests

IEC 60601 testing

Level of conformity

Electromagnetic environment —

Radiated RF dis-
turbance acc. to
IEC 61000-4-3

In the immediate
vicinity of wireless
communication
devices Table 9 of
IEC 60601-1-2
Ed.4

level Guidelines
385 MHz 385 MHz
Pulse modulation Pulse modulation Portable and mobile radio equip-
18 Hz 18 Hz ment, including the cables, should
27 Vim 27 Vim not be used at a distance from the
450 MHz 450 MHz 3-Pedal Wireless Footswitch Kit

FM modulation

+ 5 kHz excursion
1 kHz sine wave
28 V/m

710, 745, 780 MHz
Pulse modulation
217 Hz

9 V/m

810, 870, 930 MHz
Pulse modulation
18 Hz

28 V/Im

1720, 1845, 1970 MHz
Pulse modulation

217 Hz

28 V/m

2450 MHz

Pulse modulation
217 Hz

28 V/Im

5240, 5500, 5785 MHz
Pulse modulation

217 Hz

9 V/m

FM modulation

+ 5 kHz excursion
1 kHz sine wave
28 V/Im

710, 745, 780 MHz
Pulse modulation
217 Hz

9V/m

810, 870, 930 MHz
Pulse modulation
18 Hz

28 V/im

1720, 1845, 1970 MHz
Pulse modulation

217 Hz

28 V/Im

2450 MHz

Pulse modulation
217 Hz

28 V/Im

5240, 5500, 5785 MHz
Pulse modulation

217 Hz

9V/m

that is less than the recommended
safety distance, which is calculated
using the equation applicable to
the transmission frequency.

Recommended safety distance:

d = 1.2\P for 80 MHz to 800 MHz
d = 2.3VP for 800 MHz to 2.5 GHz
with P as nominal transmitter
power in watts (W) according to
transmitter manufacturer stipula-
tions and d as recommended
safety distance in metres (m).

According to an on-site examina-
tion?), the field strength of station-
ary radio transmitters should, at all
frequencies, be lower than the con-
formity level®).

Interference may occur in the vicin-
ity of the devices marked with the
following symbol:

()

> B B

tion.

The presence of electromagnetic interference may disrupt the radio performance of
the 3-Pedal Wireless Footswitch Kit. In this case, for example, a temporary interruption
in communication may occur.

Portable RF communication devices (radio devices) (including their accessories such
as antenna cables and external antennas) should not be used at a distance of less
than 30 cm (or 12inches) from the parts and cables of the 3-Pedal Wireless
Footswitch Kit specified by the manufacturer. Failure to comply may result in a reduc-
tion in the device’s radio performance.

Using the Wireless Footswitch Aesthetics with additional accessories such as trans-
ducers or cables that are not specified for the intended use with the device, may result
in increased electromagnetic emissions, reduced immunity to interference or malfunc-

The requirements for use in aviation, transportation and military fields have not been taken
into account, as they have not been tested.
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iy |28 U N Ol G- Electromagnetic environment / Guidelines
tests/standard testing level formity g
3 Verr 3 Veft
150 kHz to Portable and mobile radio equipment, including the
30 MHz cables, should not be used at a distance from the 3-
. Pedal Wireless Footswitch Kit that is less than the
RF conducted | 6 Vey in ISM 6 Vet recommended safety distance, which is calculated
disturbance and amateur ; ; . .
t ! using the equation applicable to the transmission
acc. 1o radio frequency frequency
IEC 61000-4-6 | pands between '
150 kHz and Recommended safety distance:
80 MHz d = 1.2V/P for 80 MHz to 800 MHz
d = 2.3VP for 800 MHz to 2.5 GHz
with P as nominal transmitter power in watts (W)
according to transmitter manufacturer stipulations
and d as recommended safety distance in metres
m).
3V/m 3V/m (m)
Radiated RF 80 MHz to 80 MHz to According to an on-site examination?, the field
disturbance 2.7 GHz Ta- 2.7 GHz Ta- strength of stationary radio transmitters should, at
acc. to ble 9 of ble 9 of all frequencies, be lower than the conformity level.
IEC 61000-4-3 :EEdC20601'1'2 :5020601'1'2 Interference may occur in the vicinity
: ' of the devices marked with the follow- (((')))
ing symbol: ‘
Notes:

NOTE 1: The higher frequency range applies to 80 MHz and 800 MHz.

NOTE 2: These guidelines may not be applicable to all cases. Electromagnetic propagation is influenced by
absorption and reflection of buildings, objects and people.

(a) The field strength of stationary transmitters, such as base stations for mobile phones and land-based
mobile radio transmitters, amateur radio stations, and AM and FM radio and television transmitters, cannot,
in theory, be precisely predicted. To determine the electromagnetic environment in terms of the stationary
transmitters, a study of the site's electromagnetic phenomena should be considered. If the measured field
strength at the location where the 3-Pedal Wireless Footswitch Kit is being used exceeds the compliance
levels set out above, the 3-Pedal Wireless Footswitch Kit should be monitored to verify that it is functioning
as intended. If any unusual performance characteristics are observed, additional measures may be required,
such as repositioning or relocating the 3-Pedal Wireless Footswitch Kit.

(b) Over the frequency range of 150 kHz to 80 MHz, the field strength should be less than 3 V/m

FCC regulations

This device complies with Part 15 of the FCC regulations. Operation is subject to the fol-
lowing two conditions: (1) This device must not cause harmful interference and (2) this de-
vice must accept any interference received, including interference that may cause unde-
sired operation.

The receiver may only be powered using the mains adapter supplied, including the exten-
sion cable.

12.2 Recommended safety distances

A
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Do not operate the Wireless Footswitch Aesthetics immediately next to or
stacked on top of other devices. If the device needs to be operated in close
proximity to, or stacked with, other devices, monitor the Wireless Footswitch
Aesthetics to ensure it is operating as intended.
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