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1 Warnings

Version: 6

1.1 Key to symbols

A Warning

Failure to comply with the warning can result in death or serious injury.

A Precaution

Indicates a low-risk hazard which, if not avoided, could result in minor or moderate injury.

A Note

Indicates practical information and tips that enable optimal use of the product.

1.2 General warnings and precautions

A General remarks

¢ In case of any serious incident in relation to the device, please report to the
manufacturer (https://www.icutech.pl/en/contact/) and the competent authority of the
Member State in which the user and/or patient is established.

e Please read these operating instructions carefully before using the LegFit devices
and keep them for reference.

¢ Follow the instructions of this manual when using and configuring the LegFit devices.

e Use, handling, and servicing of the product in a manner inconsistent with this manual
is not permitted and may result in damage to the user and for which the manufacturer
is not responsible.

e If operation and product parameters do not conform to the description in this user
manual, do not operate the product, report this fact to the service.

e Any repair of the medical device may only be performed by an Authorized Service
Provider.

¢ Without authorization the manufacturer must not make any modifications to the
product.

¢ If the product has been modified, appropriate inspections and tests should be carried
out to ensure the continued safe use of the product.

e Upon expiry of the product's use period, it is permissible to continue its operation after
obtaining a positive result of the technical inspection performed by an authorized
service.

ICU tech sp. z 0.0. T-210-26 /V1
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A Warning

¢ If the operating behaviour of the LegFit devices changes in an unexpected way, if it
generates unusual noise or if the devices show a visible damage, stop using it/them
and contact your device supplier.

e Use the devices only for the purpose described in this manual. Improper use of the
device or any technical modification of the devices and the provided material may
result in health hazards.

A Precautions

e The devices must not be exposed to any excessive force, dropped, or shaken.

e If there is a visible damage to the LegFit devices, the charger, the charger cables, or
the cuffs do not use them under any circumstances and contact your supplier.

¢ If you dropped one of the devices or the charger examine thoroughly for any

damages and conduct a functional test before using the device again.

If the device is not in use, switch it off.

If the device is fully charged, disconnect the charger, and turn the device off.

The LegFit device must not be used outside the temperature range of +5°C - +40°C.

If the device is transported in an ambient temperature lower than 5°C, unpack the

device and allow it to reach room temperature before using the product or connecting

it to the power supply. Depending on the circumstances, this may take several hours.

C2118-LegF IFU en Version: 6

2 General information

2.1 Purpose of the product

2.1.1 Intended Use
LegFit is a device for intermittent pneumatic compression therapy.

2.1.2 Indication for use

The device is suitable for use by the entire population aged 18 and above. No specific
training or education is required to operate the LegFit device; however, the user must read
this instruction before use. This means the user can be, for example, a patient or a
healthcare professional, such as a nurse.

The user should be able to:
e read and understand the provided instructions and warnings.
e mount the cuff on the calf of the lower leg.
e press power on/off button and interpret visual or vibrational feedback.

The LegFit may be used with any patient group, provided there are no contraindications as
outlined in section 2.1.4.

A Precautions

e The device settings - including the mode of operation, pressure level, and operating
intervals, should be determined by a doctor based on patient’s treatment plan.

ICU tech sp. z 0.0. T-210-26 /V1
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e Please consult your doctor should you notice reddish or bluish discoloration of the
skin, or a warming up, swelling, inflammation or pressure pain in the calf during or
after use of the LegFit device.

C2118-LegF IFU en Version: 6

Refer to section 2.5 for a detailed description of the available settings.

LegFit may be used for:
e thromboembolism prophylaxis
e all cases where the effect of the muscle vein pump is weakened

2.1.3 Clinical benefits to the patient

The use of the device shall support venous blood flow and thus reduce problems associated
with compromised blood flow such as the likelihood of venous thromboembolism.

2.1.4 Contraindications

Decompensated heart failure

Extensive thrombophlebitis, thrombosis, or suspected thrombosis

Acute erysipelas

Acute phlegmon

Compartment syndrome

Severe, non-adjusted hypertension

Occluding processes in the lymphatic system in which Intermittent Pneumatic
Compression (IPC) leads to congestion in the groin or genital area

2.2 General requirements

40° C
/H/ Temperature from +5°C to +40°C

50 C USE
75%
(%) Relative humidity from 10% to 75% non-condensing
10%  USE
1060hPa
(-9 Atmospheric pressure from 700 to 1060 hPa

700hPa

2.3 Responsibilities of the user

A user can be any person or organization that manages the product — for example, as an
owner, tenant, or someone with legal rights to it. It can also be someone who uses the
product directly or on behalf of others. According to EN 60601-1:2006, the user may be
either the operator or the responsible organization.

The user is obliged to ensure that the product is used exclusively for its intended purpose
and that it is used under the conditions set forth in this manual. The user is obliged to take all
necessary measures to ensure the safe operation of the product and to prevent any danger
to the life and health of the user and the patient and third parties. Any handling of the product
is only permitted by authorized persons familiar with this manual. The user must ensure that
all persons handling the product read, understand, and adhere to these operating
instructions.
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C2118-LegF IFU en Version: 6
2.4 Glossary / Symbols
Date of Not to be placed in
Manufacturer
manufacture general waste

RE F Catalogue number SN Serial number M D Medical Device
Atmospheric
Humidity limitation pressure

limitation

Temperature limit

CE Marking of

. Read the c € Conformi.ty
Instruction for use Instructions for Use (number is
0197 identification of
notified body)
The device is
A Warning/Caution protected against
solid foreign
objects of 2,5 mm
|P32 @ and greater and
: against vertically
Keep dry Direct current falling water drops
when enclosure
tilted up to 15°.

®
Bluetooth™ Low & Type BF applied Mild hand washing,
Energy wireless . o
part maximum 30°C

technology ————

On/Off

O =

-
-
AN
[N

Do not iron UDI Unique Device

Do not tumble dry Identifier

Xl
X

2

Single patient
X 'ﬂ' multiple use

2.5 Technical Data

Control Unit technical data:

Dimension: 57.3mm x 131.0mm x 20.8mm
Weight: 140g

Rechargeable battery: 3.7V, 850mAh Li-Po
Mode: Continuous mode

IP enclosure protection: IP32

Possible settings:
Mode Possible pressure settings [nmHg] | Interval length [min]
Cyclic 40 or 80 1o0r3

ICU tech sp. z 0.0. T-210-26 /V1
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C2118-LegF IFU en Version: 6
Power supply: RHD10W050200
Class 2 Power supply
Input: 100-240V, AC 50-60Hz, 10VA
Output: 5V DC 2A (2 Plugs)
Certificate: IEC60601-1/ UL
(use only the defined above approved power source)
Cuff technical data:
Type UDI-DI P/N of a set | Dimensions Weight Construction
of two cuffs | Width x length | [g] type
[mm]
Normal 5905214944049 | 100237 150x440 55 Single
Cyclic chamber
Long Cyclic | 5905214944025 | 100238 150x540 60 Single
chamber
The part of the cuff that directly contacts the skin is made of:
Material type Material name Certificates
Material Dacor (220) OEKO-TEX Standard 100 class |
Certificate Number: 1202005
ISO 10993-10:2014 1ISO
10993-10 — Bioserv
2019040671
ISO 10993-5:2009 ISO 10993-5 - Bioserv
2019070848
Ink CHT Germany | Suitable for OEKO-TEX Standard 100 class |
printperfekt lac 77 | products
GOTS approved
Bluesign verified

The cuff shall be in contact with intact skin only.
The cuff is designed for multiple use by a single person.

Operating conditions:
The device must be used in a safe environment where temperature and relative humidity are
within 5 — 40°C and 10 — 75% ranges respectively.

Wireless Connection Operating Parameters:
e Compliance with Bluetooth Standard v5.0.
e 1 Mbps Bluetooth low energy mode
e Operating frequency range: 2400 to 2483.5MHz.

ICU tech sp. z 0.0.

www.icutech.pl
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2.6 Construction of the product

C2118-LegF IFU en Version: 6

Front Back

Air In/Outlet

L———USB Type Charger ——

2.7 Product description

The package contains two devices, one for each leg. One device consists of the main control
unit and an inflatable cuff. These two parts are easily connectable with the cuff connector.

The two control units are connected and synchronized wirelessly using Bluetooth® Low

Energy radio link. The control unit has one button that enables easy control. The cuff is made
of skin friendly material as described in section 2.5.

ICU tech sp. z 0.0. T-210-26 /V1
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2.8 Safety

Review this manual prior to using LegFit. For any questions, please contact ICU tech
(https://www.icutech.pl/en/contact/) or your distributor. The device is compliant with
EN60601-1, EN60601-1-2, EN60601-1-6 and EN60601-1-11 standards.

e During use of the device regularly check the devices and ensure a correct fit of the
cuff. If pain, tingling, swelling or change in sensation occurs, remove the cuff as it
may be wrapped too tightly. If pain remains or any strange reaction (e.g., allergic
reaction) occurs, immediately stop using the devices and consult your doctor.

e Do not use LegFit close to explosive or flammable materials. Do not use the system
in an MRI environment, in a hyperbaric chamber, or near a fireplace or radiant heater.

e LegFit shall only be used as intended.

LegFit shall only be used on patients and on the leg; any other application is

forbidden.

The LegFit shall only be used as prescribed by a physician.

To obtain the best clinical benefit, the patient shall not move during the treatment.

The LegFit shall be used in a clean environment, free of dust, dirt, hair etc.

Do not immerse LegFit in any liquid for any reason.

Do not expose LegFit to extreme shocks such as dropping the device.

If the device gets hot, swells, or builds smoke, stop charging by disconnecting the

charge cable and remove the LegFit from the leg immediately. In severe cases a

malfunction of the battery can lead to a battery leakage which may cause the

chemicals to ignite, resulting in fire.

o Keep LegFit away from children and babies.

e During charging do not walk around to prevent stumbling or falling due to the
charging cables.

e LegFitis classified as body worn and transit operable.

C2118-LegF IFU en Version: 6

2.9 Electromagnetic Compatibility

LegFit has been tested and passed the electromagnetic compatibility tests (EMC) of medical
devices according to IEC 60601-1-2.

Guidance and manufacturer’s declaration — electromagnetic emissions
LegFitis intended for use in the electromagnetic environment specified below. The customer
or the user of LegFit should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment — guidance
RF emissions Group 1 LegFit uses RF energy only for its
CISPR 11 internal function. Therefore, its RF emissions

are very low and are not likely to cause any
interference in nearby electronic equipment.
RF emissions Class B LegFit is suitable for use in all establishments,
CISPR 11 including domestic establishments and those
directly connected to the public low-voltage
power supply network that supplies buildings
used for domestic purposes.

Harmonic emissions | Class A n/a

IEC 61000-3-2
Voltage fluctuations/ | Complies n/a
flicker emissions
IEC 61000-3-3

ICU tech sp. z 0.0. T-210-26 /V1
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C2118-LegF IFU en

Version: 6

Guidance and manufacturer’s declaration — electromagnetic immunity

or the user of Le

LegFitis intended for use in the electromagnetic environment specified below. The customer

Fit should ensure that it is used in such an environment.

Immunity test

IEC 60601
test level

Compliance
level

Electromagnetic environment —
guidance

Electrostatic
discharge
(ESD)

IEC 61000-4-2

+6 kV contact

+8 kV air

+6 kV contact

+8 kV air

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

Electrical fast

12 kV for power

12 kV for power

Mains power quality should be that

variations on
power supply
input lines

IEC 61000-4-11

40 % Ut (60 %
dip in Ur) for 5
cycles

70 % Ut (30 %
dip in Ur) for 25
cycles

<5 % Ut (>95 %
dip in Ur) for 5
sec

40 % Ut (60 %
dip in Ur) for 5
cycles

70 % Ut (30 %
dip in Ur) for 25
cycles

<5 % Ut (>95 %
dip in Ur) for 5
sec

transient/burst | supply lines supply lines of a typical commercial or hospital
IEC 61000-4-4 environment.

11 kV for 11 kV for

input/output input/output

lines lines
Surge 1 kV 1 kV Mains power quality should be that
IEC 61000-4-5 | differential differential of a typical commercial or hospital

mode mode environment.

+2 kV.common | £2 kV common

mode mode
Voltage dips, <5 % Ut (>95 % | <5 % Ut (>95 % | Mains power quality should be that
short dip in Ut) for 0,5 | dip in Uy) for 0,5 | of a typical commercial or hospital
interruptions, cycle cycle environment. If the user of LegFit
and voltage requires continued operation

during power mains interruptions,
it is recommended that the LegFit
be powered from an uninterruptible
power supply or a battery.

Power
frequency
(50/60 Hz)
magnetic field
IEC 61000-4-8

3 A/m

3 A/m

Power frequency magnetic fields
should be at levels characteristic
of a typical location in a typical
commercial or hospital
environment.

NOTE Ur is the AC mains voltage prior to application of the test level.

ICU tech sp. z 0.0.
www.icutech.pl
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Guidance and manufacturer’s declaration — electromagnetic immunity
LegFitis intended for use in the electromagnetic environment specified below. The customer
or the user of LegFit should ensure that it is used in such an environment.

C2118-LegF IFU en Version: 6

Immunity test | IEC 60601 Compliance Electromagnetic environment —
test level level guidance
Conducted RF | 3 Vrms 3 Vrms Portable and mobile RF
IEC 61000-4-6 | 150 kHz to 80 150 kHz to 80 communications equipment
MHz MHz should be used no closer to any
part of the LegFit, including
Radiated RF 3 V/im 3V/m cables, than the recommended
IEC 61000-4-3 | 80 MHz to 2,5|80 MHz to 2,5 | separation distance calculated
GHz GHz from the equation applicable to

the frequency of the transmitter.

Recommended separation

distance

o=

d = [E] VP 80 MHz to 800 MHz
d= [El] VP 800 MHz to 2,5 GHz

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

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

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

()

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

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is

affected by absorption and reflection from structures, objects, and people.
Field strengths from fixed transmitters, such as base stations for radio
(cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM
radio broadcast and TV broadcast cannot be predicted theoretically with accuracy.
To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in
the location in which the LegFit is used exceeds the applicable RF compliance level
above, the LegFit should be observed to verify normal operation. If abnormal

ICU tech sp. z 0.0. T-210-26 /V1
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Version: 6

Guidance and manufacturer’s declaration — electromagnetic immunity

[V1] V/m.

performance is observed, additional measures may be necessary, such as
reorienting or relocating the LegFit.
b Qver the frequency range 150 kHz to 80 MHz, field strengths should be less than

Recommended separation distances between portable and mobile RF communications
equipment and the [EQUIPMENT or SYSTEM]

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

below, according to the maximum output power of the communications equipment.

Rated maximum Separation distance according to frequency of transmitter m
output power of 150 kHz to 80 MHz | 80 MHz to 800 MHz | 800 MHz to 2,5 GHz
transmitter 3.5 3.5 7
w d = [ IVP d = [z VP d = [ VP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended
separation distance d in meters (m) can be determined using the equation applicable to the
frequency of the transmitter, where P is the maximum output power rating of the transmitter
in watts (W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range
applies.

NOTE 4 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

Use of accessories, accessories, wires, spare parts other than those offered and / or
A recommended by the manufacturer may result in increased emissions and / or
reduced resistance to the product generally of electromagnetic phenomena.

T-210-26 /V1
C2118-LegF IFU en

ICU tech sp. z 0.0.
www.icutech.pl

Page 13 of 32



ICYU

3 User manual

C2118-LegF IFU en Version: 6

3.1 Transport conditions

e Temperature from -20 to +60°C
e Relative humidity from 10% to 75% non-condensing
e Atmospheric pressure from 700 to 1060hPa

3.2 Storage conditions

e Temperature from -20 to +60°C
e Relative humidity from 10% to 75% non-condensing
e Atmospheric pressure from 700 to 1060hPa

3.3 Unpacking and initial start-up

Every package (UDI - DI:5905214944001) contains:

e Two long cyclic cuffs, one for each leg (LC, REF 100236)

e Two control units, one for each leg (REF 100231)

o Power supply (REF 100232) with one Y cable (REF 100239) with 2 USB Type C
plugs

e This document

e Unlimited access to LegFit application which is available for download on the App
Store or Google Play Store

Spare parts are available for purchase separately:
e LegFit Normal Cyclic Cuff Set (UDI — DI:5905214944049, NC-S, REF 100237)
e LegFit Long Cyclic Cuff Set (UDI — DI: 5905214944025, LC-S, REF 100238)
o LegFit Charger Set (UDI-DI: 5905214944018, REF 100290)

More information about available cuff types can be found in chapter 2.5.

A Precautions

In case of any visible damage to the product or if the parameters differ from those described
in this manual, it must not be used. You must report this fact to the manufacturer or seller.
Use of a defective product may result in damage to the user and for which the manufacturer
is not liable.

Charge the LegFit devices only with the dedicated power adapter, supplied with the device.

Before using the power adapter, check that the voltage indicated on the charger matches the
local mains voltage.

The two devices must be charged before the first usage. Therefore, connect the charger and
wait until the devices are charged completely. After the devices have been charged, pair both
devices with a smartphone using the LegFit App. Change the settings according to your
preferences or the prescription of the medical personnel using the application. After settings
are set, the LegFit is ready to be used.

ICU tech sp. z 0.0. T-210-26 /V1
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Please consult your doctor should you notice reddish or bluish discoloration of the skin, or a
warming up, swelling, inflammation or pressure pain in the calf during or after use of the
LegFit device.

Version: 6

3.4 Function of the button

The unit button has 3 different functions, depending on the time the button is pressed:
e Shortpress: 0-3s
e Longpress: 3-10s
o Resetpress: > 10s

It also presents the device status by its light color as described in chapter 3.10.

3.5 Installation and start-up

Please note that cuffs may be in contact with intact skin only and may only be used by
one person.

al 9

Connect device to cuff Mount of the system

Put the device in the same Fixate the straight ending on the leg
orientation as the cuff on the cuff- with one hand. Wrap the cuff around
connector. If the device is properly the leg with the other hand and fixate
pressed down, turn the device 90°. the cuff with the Velcro. Ensure that
Ensure that the device is properly the cuff is tightly wrapped otherwise
connected to the cuff. tighten the cuff by reattaching one

Velcro after the other.

3 4 5

sy 0

Proper fit Turn on Operation
Make sure that the To turn on the device During operation,
ICU tech sp. z 0.0. T-210-26 /V1
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air chambers are on
top of the calves and
the devices are on
the outside of the
legs. Both mounted
cuffs have to match

C2118-LegF IFU en

press shortly (~1s)
the device’s button.
Repeat this step for
the second device.
The devices will
automatically start to

the device inflates
according to the
interval and
pressure settings
chosen with the app.
The devices make a

the above graphic. generate pressure. humming noise
The inflation cycle during pressure
starts  within 3 generation which is
seconds. normal. Stop each

Version: 6

control unit with a
short button press.

=> If no or insufficient pressure can be generated, the LegFit device turns into standby
mode, indicated by a pulsating button. Make sure that the cuff is attached tightly to
the calf and restart the device with a short button press.

= lItis recommended to leave the control unit attached to the cuff between uses.
= The control units and cuffs can be cleaned easily with a moist towel. Detach the
control unit from the cuff before cleaning.

3.6 Charging

/

/

1. Connect both control units and the power adapter with the USB cabile.
2. Connect the power adapter to the mains socket.

= Charge the LegFit device with the supplied power adapter only.

= The LegFit device will turn on and the button will pulsate white, indicating the
charging process.

=>» When the battery is fully charged, the button pulsates green. In this mode, the LegFit
device can be switched off with a long button press.

T-210-26 /V1
C2118-LegF IFU en
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3.7 Pairing with a smartphone

1. Download the LegFit (version > 1.0.0) App, available in the Google Play Store, install
the App and allow all requested permissions.

Below is the QR code for the application:

https://play.google.com/store/search?q=ledfit&c=apps&pli=1

The smartphone needs to run Android V9 or higher and needs to support Bluetooth

Low Energy BLE 5.0.

Only a user according to section 2.3 is allowed to control the devices with the app.

2. Turn off both LegFit devices.
3. Turn on one of the LegFit devices with a long button press. The button starts blinking

blue.

4. Inthe LegFit-App, tap the three lines icon in the top left and select “Connections” in

the menu.

5. Select the device with the corresponding serial number.

6. After a successful pairing, the button starts pulsating blue.

Version: 6

Home screen
No paired devices

Connections screen

ER——
Leg

.
N\
-\
N
Mode
Cyclic Static
Pressure
40mmHg 80mmHg
Interval
1 min 3 min

Found Devices

LegFit - 21070016

Stored Devices

ICU tech sp. z 0.0.
www.icutech.pl
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Version: 6

7. Repeat steps 3 — 7 with the second LegFit device.

=> If the coupling fails, the device will turn off automatically after 3 minutes. Perform the
procedure again.

= The LegFit device can be turned off manually during the pairing procedure with a long
button press.

=> A LegFit device can only be paired with one LegFit app.

ICU tech sp. z 0.0. T-210-26 /V1
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3.8 Select Settings

= LegFit device settings can only be selected after connecting it with a LegFit app.

Version: 6

1. Start the LegFit app on the smartphone.

2. Turn on both LegFit devices with a short button press.

3. The previously paired devices will connect with the LegFit app automatically. For the
units that are not paired please perform the pairing procedure described in chapter
3.7. If you have successfully paired your devices with the app, the app screen will
look like the picture below.

Mode
Cyclic Static
Pressure
40mmHg 80mmHg
Interval
1 min 3 min

4. Select the cyclic mode
5. Select the required pressure and interval and confirm the change.

= If there was an error during the change of the settings, a message will be shown by
the LegFit app. Information about errors with recommended solutions can be found in
chapter 3.9.
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3.9 Use App to Start and Pause Operation

Start the LegFit app on the smartphone.

1.
2. Turn on both LegFit devices with a short button press.
3

Version: 6

. The previously paired devices will connect with the LegFit app automatically. For the

units that are not paired please perform the pairing procedure described in chapter

3.7.

4. To start the operation, tap the Start button which then changes to Pause button. To

pause, tap the Pause button which changes then to the Start button.

Start button

Pause button

®

®

=> If there was an error during the operation, a message will be shown by the LegFit
app. Information about errors with recommended solutions can be found in chapter

3.9.
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3.10 Errors and warnings in LegFit App and recommended solutions

Below are the errors and warnings that may occur while using the LegFit application, along
with the recommended actions and potential causes:

Warning or Error Message

Recommended Action

Cause

Bluetooth® connection error

Ensure that Bluetooth® is
enabled in your
smartphone’s settings and
try again.

A problem occurred while
attempting to establish a
Bluetooth® connection with
the device.

the error persists, turn off the
devices and application, then
restart everything. If the
issue continues, contact the
manufacturer.

An error occurred on | Turn off the application and | An error occurred when

controlling the pressure | the devices, then try | using the Start/Pause button

cycle. reconnecting. in the LegFit app.

An error occurred on | For safety reasons, do not| An error occurred while

uploading the device | use the device when this | attempting to change the

settings. error appears. Try changing | settings for the LegFit
the settings a few times. If | devices.

smartphone’s settings, then
try reconnecting to the LegFit
devices.

Location permission required | Enable =~ GPS in  your | GPS access is disabled in
smartphone’s settings. the smartphone’s settings.

Not possible during the| To change the settings, | The wuser attempted to

operation! pause the devices by clicking | change settings while the
the Pause button in the | device was running, which is
LegFit application. not allowed.

There is no connected | Ensure Bluetooth® is | No LegFit devices were

device! enabled in your | detected.

Please turn on the Bluetooth
module.

Turn on Bluetooth® in your
smartphone’s settings.

Bluetooth® is disabled in the
smartphone’s settings.

Please turn on location/GPS

Enable GPS in
smartphone’s settings.

your

GPS/location services are
disabled in the smartphone’s
settings.

3.11 Status presentation

The button light indicates the status of the LegFit device:

Green steady

Normal mode, cyclic pressure generation according to the pressure and interval
settings, full battery.

Yellow steady

Normal mode, cyclic pressure generation according to the pressure and interval
settings, low battery. Connect with the charger.

ICU tech sp. z 0.0.
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Red steady

[ Normal mode, cyclic pressure generation according to the pressure and interval
settings, empty battery. Connect to the charger immediately.

White steady

Normal mode, cyclic pressure generation according to the pressure and interval
settings, battery currently charging.

Green pulsating

() Standby mode, no pressure generation, full battery.

Yellow pulsating

() Standby mode, no pressure generation, low battery. Connect with the charger.

Red pulsating

® Standby mode, no pressure generation, empty battery. Connect to the charger
immediately.

White pulsating

(@) Standby mode, no pressure generation, battery currently charging.
Blue blinking
—iO::— Pairing mode. Ready for pairing with a smartphone.
Red blinking
7\‘_ An error with the LegFit device occurred, it will power off within 10s if it is not

" connected to the charger. If the error persists after a restart, contact your local
distributor.

Green blinking

o- Firmware update over-the-air ongoing.

Button not illuminated

Device is powered off.
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4 Technical Service
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4.1 Storage

j Keep the device dry

Before putting the device in the storage place, turn the devices off and disconnect the power
cord from the devices. The devices shall be stored in a safe and dry place. The storage
environment must be from -20 to +60°C and 10 — 75% relative humidity.

4.2 Cleaning

A Warning

Do not immerse the Control Unit in water or any other liquid.

Do not allow liquids to enter connectors, openings or electrical components.

Do not use disinfectants unless specifically approved by the manufacturer.

Do not use cleaning products containing alcohol, solvents, bleach or abrasive agents.

Do not use high-pressure water or steam cleaning methods.

Do not autoclave any part of the device.

If the cuff becomes contaminated with blood, body fluids or other potentially infectious
materials, remove the device from service and follow local infection-control procedures.

Routine cleaning
The following procedure is intended for routine cleaning of the reusable cuff and Control Unit.

Perform the cleaning procedure whenever the device is visibly soiled and as required by local
hygiene procedures.

Preparation

1. Turn off the devices and unplug the power cord from both the main power supply and
the devices.

J

2. Each device consists of a cuff and a control unit. Before cleaning, disconnect these two
parts.

3. Inspect the cuff and Control Unit for visible contamination or damage before cleaning.
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Control Unit Cleaning

Use soft, lint-free cloth lightly dampened with clean tap water and mild soap.
Wipe all accessible external surfaces of the Control Unit.

Do not spray liquids directly onto the Control Unit

Do not allow liquid to enter connectors, ports or openings.

Wipe dry with a clean cloth after cleaning.

gl =

Cuff Cleaning

1. Hand wash the cuff using clean potable water and mild non abrasive soap.

2. Clean all external cuff surfaces using a soft cloth or sponge.

3. Do not use alcohol-based cleaners, solvents, bleach, or abrasive cleaning agents.
4. Rinse thoroughly with clean water to remove all soap residues.

Drying

1. Allow the cuff to air dry completely at room temperature before reuse.

2. Do not use tumble dryers, heaters or other high-temperature drying methods.

3. Ensure that the cuff is completely dry before reconnecting it to the Control Unit and
before use on a patient.

Inspection Before Reuse
Before each use, inspect the cuff, connectors and Control Unit.

Do not use the device if any of the following conditions are observed:
o Tears, cuts or punctures in the cuff material

Damaged seams or fasteners

Cracks or deformation of connectors

Visible deterioration of materials

Suspected air leakage

Any other damage that may affect safety or performance

O O O O O

If damage is detected, remove the device from service and contact the manufacturer or
authorized service personnel.

Limitation on Processing

Routine cleaning only is required under normal conditions of use.

The device is intended for contact with intact skin only.

Disinfection and sterilization are not required under normal operating conditions.

Repeated exposure to alcohol-based products, solvents, bleach or abrasive cleaning agents
may damage device materials and reduce service life.
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4.3 Damage and defects

A Warning

Damage and defects detected in the product should be reported immediately to the
manufacturer's service. A product that cannot be safely operated (defects have not been
removed) cannot be used until repaired.

C2118-LegF IFU en Version: 6

4.4 Repairs

A Precaution

Repairs are made by the manufacturer. You may not carry out any repairs or modifications to
the product yourself without special training and authorization. An unauthorized handling or
repairing of the device could lead to serious injuries or in worst case to death. After obtaining
written approval from the manufacturer for repair by the customer's technical personnel, the
manufacturer will provide the necessary diagrams, parts lists, descriptions, and repair
information.

The manufacturer only allows the use of original spare parts. For the safe and reliable
operation of the product, only spare parts supplied by the manufacturer should be used.
Handling of used parts must be in accordance with applicable environmental regulations, see
4.8

4.5 Technical inspections and maintenance
The user or the distributing company shall not perform any inspection or maintenance.

A Warning

Do not attempt to disassemble, open, service or repair the battery!

Do not short external contacts, crush, puncture or dispose of the battery in fire or water!
Use only a producer-approved charger to avoid damage or fire!

If the device is not used for an extended period of time, recharge the battery regularly to
maintain a proper functioning. Do store the device in a safe and dry place.

4.6 Expected Lifetime

Control unit: 2 years
All types of cuffs: 2 years
Charger and cable: 2 years

Expected lifetimes and shelf lifetimes are equal.

4.7 Troubleshooting

In case of Error or System | A reset press (>10s) on the button results in a device reset.
not responding After the release of the button, the device will start up.
Button steady or pulsating The battery of the device is empty and must be recharged
red
After pressure generation | The cuff was not connected or not connected properly.
the device remains in wait | Tighten the cuff and short press the button to restart
state (pulsating button) pumping.
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If wait state persists There is a leakage in the air path. Try to disconnect the
control unit from the cuff. Check if the O-ring is clean and
reconnect the system. If an error remains, contact your
authorized service personnel.
Button blinking red Surveillance triggered, make sure that:

e Battery is charged

o Device is within the defined temperature range

e The air flow (cuff connection port) is not blocked
Turn off the device by disconnecting the charger and a short
press on the button and restart the device.
If error persists, contact your authorized service personnel.
Too high pressure If the pressure generated is too high and uncomfortable the
settings can be adapted.
Connect with the device and reduce the maximum pressure.
Pressure generation does | If the pressure generation does not stop and the system
not stop hangs, try to turn off the device with a short press. If it cannot
be turned off remove the cuff from the leg or disconnect the
control unit from the cuff. Perform a reset of the device with
a reset press (>10s).

C2118-LegF IFU en Version: 6

4.8 Environmental protection

The device shall not be disposed of in general waste since it includes electronic components
such as the battery. The device shall be properly disposed of at a place for waste of electrical
and electronic equipment. The same applies to the power supply and the power cord. The
cuff can be disposed of in general waste.
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5 Labels
Control Unit Label Packaging Label
C€ «m O X
100230 Bylomeka T
b g
i ok 2022-07
e e o e
Eytomeke 2 Model: LegFit Med[cal
BEF 0021 | o (oN Soopa s (01)05905214944001  *°© /hj,fc 1°°"‘7Ss§,
(11)220700 .20°QIH/STORAGE 10%—Q§STORAGE
20°C /Y TS:;:SPORT 10%-@;5/::SPORT
e 5.0V ===500mA
LBL P/N 100247 V3
Charger label Charger Cable label
Le &) ( @ FeFli00239
\100232 LBL P/N 1002492 ) Lﬂ LBL P/N 100260 vz]
NCL Cuff label (f;z? Normal, for left NCR Cuff label (size: Normal, for right leg)
/
ngif \ gflt'
) [ et w GE or w0 €
B 100327 @ - 100325
= N ICU tech sp. z 0.0. = N ICU tech sp. z 0.0.
Bytomska 14 Bytomska 14
P PL81-509 Gdynia . PL81-509 Gdynia
€l) Made in EU () Made in EU
\_ LBL P/N 100328 V2 J \_ LBL P/N 100326 V2 Y.
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LCL Cuff label (size: Large, for left leg)

-~

) [0 o m C€
B [REF] 100331

ICU tech sp. z 0.0.
= 3

Bytomska 14

. PL81-509 Gdynia
Q) Made in EU
\ LBL P/N 100332 V2

Legfit

/

NC Cuff set label (size: Normal)

Legfit
0% [Ti] Model: NC-S
B 100237 CWE
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P i PL81-509 Gdynia
d ) Made in EU

944
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905214

LBL P/N 100252 V4
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LCR Cuff label (size: Large, for right leg)
on b C€
@ - 100329
ICU tech sp. z 0.0.
S N Bytomska 14
. PL81-509 Gdynia
@) Made in EU
\_ LBL P/N 100330 V2 Y,

LC Cuff set label (size: Large)

Legfit
% [Ti] Model: LC-S
B [REF] 100238 [MD] C E
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\l_m) Made in EU
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LBL P/N 100253 V4
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Charger Set Label

ICU tech

sp. z 0.0.
Bytomska 14
PL81-509
Gdynia

Made in EU

[ X
AN

905214 ~ 944018

5

Legfit

App Label

Model: CH-S
100290

-

C13]

™

e

MD
0197

100358
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Made in EU

LBL P/N 100352 V1

Legfit

/

LBL P/N 100291 V3

“The Bluetooth® word mark and logos are registered trademarks owned by Bluetooth SIG, Inc. and any use of

such marks by ICU tech is under license. Other trademarks and trade names are those of their respective

owners.”

ICU tech sp. z 0.0.
www.icutech.pl

T-210-26 /V1
C2118-LegF IFU en

Version: 6

Page 29 of 32



ICYU

6 Warranty Card

C2118-LegF IFU en Version: 6

Serial No.
Device 1:

Serial No.
Device 2:

Date of
Purchase

Warranty conditions

Producer warrants its LegFit Device (“Device”) to be free from defects in workmanship and
materials for a period of two (2) years from the date Device is delivered to the original
purchaser (“Warranty Period”).

This Limited Warranty:

1. Applies exclusively to the original purchaser.

2. Is non-transferable

3. Does not cover any Device that may have
been damaged in transit, subject to misuse,
neglect, or accident

4. Does not cover any Device that has been used
in violation of the manufacturer's
instructions, including but not limited to the
guidelines contained in this user manual

The manufacturer’s obligation under this Limited Warranty is, at its sole discretion, to repair
or replace the Device that is defective in workmanship or material.

The warranty does not limit, exclude, or suspend the buyer's rights arising from non-
conformity of the product with the contract or its defectiveness (warranty).

Any repair of the Device does not include activities specified in the user manual that the
user was obliged to perform on their own, as well as maintenance tasks.

In case of wishing to use the warranty, the manufacturer must first be informed. Shipments
sent as cash on delivery will not be accepted.

To make a warranty claim, the manufacturer must be informed of the observed defects, and
these must be documented in order to verify the claims and possibly rectify the defects
without the need to return the Product.

If the equipment needs to be returned to a specialized service center, the manufacturer will
inform the warranty user within 14 days of the claim being made.

Claims can be made electronically to the email address info@icutech.pl.

The manufacturer will respond promptly, but no later than 14 days from the date of receiving
the Product, with its position on the claim and will inform about further proceedings in writing
or via email to the email address provided in the claim.
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It is forbidden to break any factory seals or protective devices or to remove the type label
and serial number from the device.

C2118-LegF IFU en Version: 6

In the case of an unjustified claim for repair or replacement under the warranty, the claimant
will be required to cover all costs incurred by the manufacturer in connection with the actions
taken as a result of this claim, including transportation to the manufacturer.

The warranty is valid only with proof of purchase (receipt or invoice). The warranty card
without the attached purchase document is not valid.

In addition, to this Limited Warranty:

o THERE ARE NO WARRANTIES THAN THOSE EXPRESSLY STATED
HEREIN.

o TO THE EXTENT PERMITTED BY LAW, ICU TECH SP. Z O.0.
PRODUCTS DOES NOT MAKE ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE AS
TO ANY PRODUCT OR DEVICE, WHETHER OR NOT THAT PRODUCT
OR DEVICE IS COVERED BY ANY EXPRESS WARRANTY CONTAINED
HEREIN.

o INNO EVENT SHALL ICU TECH SP. Z O.0. BE LIABLE FOR ANY
SPECIAL, INCIDENTAL, CONSEQUENTIAL, OR INDIRECT DAMAGES
(INCLUDING, WITHOUT LIMITATION, DAMAGES FOR LOSS OF
PROFITS, USE OR TIME INCURRED BY PURCHASER OR END USER).
IN ADDITION, ICU TECH SP. Z O.0. SHALL NOT BE LIABLE FOR ANY
EXEMPLARY OR PUNITIVE DAMAGES.

6.1 Manufacturer

ICU tech sp. z 0.0.
Bytomska 14
81-509 Gdynia

6.2 Authorized service points

ICU tech sp. z 0.0.
Bytomska 14
81-509 Gdynia

6.3 Swiss Authorized Representative (CH-REP)

ICU tech GmbH
Bahnhofstrasse 2
CH-3534 Signau
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7 Document history

Version: 6

Date Version | Author Description of change
05.12.2022 1 MAKR First edition
04.07.2023 2 BASK Package content update
Updating address details
27.07.2023 3 BASK Updated technical inspections and maintenance
21.02.2025 4 JUST Whole document was changed based on TUV
feedback.
Deleted static cuffs
20.03.2026 5 DAKL, JUST Updated section 2.3, add information about
contact to points 1.2 and 2.8.
Added to cuff labels single patient multiple use
sign.
28.07.2026 6 DAKL Update section add information about leg
conditions 2.1 and 3.3, app requirements 3.7
and cleaning procedure 4.2.
Added new cuff labels and App Label.
Release
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