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ENGLISH
The Power Knee is referred to as the “device” in the following document. This document is for patients (intended
device operator) and healthcare professionals. The device may only be fitted by a healthcare professional. The
section Assembly and Alignment is only for the healthcare professional.
PRODUCT DESCRIPTION
The Power Knee is a microprocessor controlled, and motor-powered prosthetic knee. It can move on its own. It
enables amputees to regain mobility and perform activities of daily living.
The Power Knee has eight main parts (Figure 1):
1. Proximal pyramid adapter
2. Motor
3. Power button and status indicator
4. Battery release clip
5. Power Knee Battery
6. Charging port
7. Battery indicator and battery button
8. Distal pyramid connector
INDICATIONS FOR USE
The device is to be used exclusively for the exo-prosthetic fitting of amputations of the lower limb.
– Unilateral transfemoral amputation
– Use of the device with bilateral transfemoral amputees and patients showing limited residual limb control,
such as unilateral hip-disarticulated amputees and lower extremity dysmelia patients, is subject to a caseby-case assessment and advanced fitting performed by a qualified Össur clinical specialist.
CONTRAINDICATIONS
None known.
INTENDED USE
This device is a modular component for a lower limb prosthesis that replaces the function and aesthetics of
a missing limb.
The device is for low to moderate impact use, e.g. walking. The device is not for running, jumping or similar
activities.
The device is for single patient use.
The patient must weigh between 50 kg and 116 kg (110 lbs and 256 lbs).
The patient must have good control of the residual limb to use all the device functions.
GENERAL SAFETY INSTRUCTIONS
WARNING: In cases of functional change or functional loss, the patient should stop using the device and contact
a healthcare professional.
WARNING: If the device shows signs of damage or wear hindering its normal function, the patient should stop
using the device and contact a healthcare professional.
WARNING: In case of an unexpected power loss the device will stop moving and may not return to full extension.
WARNING: Because the device is battery operated, an occurrence of a power failure or battery depletion during
use will cause the device to stop functioning in a normal way and may subject the patient to the risk of falling.
WARNING: Improper handling and/or adjustment of the device can cause malfunction.
WARNING: A damaged power supply can lead to electric shock.
Do not attempt to modify device.
REQUIRED COMPONENTS
The device is delivered with a power supply and a Power Knee Battery. See Össur catalog for a list of recommended
components. Adapter installation and set-screw tightening shall be performed according to instructions provided
in their respective accompanying documents.
Use Össur titanium adapters to achieve weatherproof performance.
4

Össur Logic App
For the initial fitting, the healthcare professional must use the Össur Logic app. It is available on Apple App Store.
See Össur Logic on the App Store for mobile device compatibility.
The patient can use the Össur Logic app to connect to the device and access some functions.
ASSEMBLY AND ALIGNMENT
This chapter is for the healthcare professional only.
WARNING: Risk of structural failure. Components from other manufacturers may cause excessive load on the
device.
Bench Alignment (Figure 3)
Alignment Goal
Alignment reference line should pass through bisection of socket at the ischial tuberosity level.
Alignment reference line should pass 0–5 mm posterior to knee axis (a).
Alignment reference line should fall between the posterior and the middle third portions of the foot as marked on
the inside of the foot cover.
NOTE: Prioritize knee alignment over foot alignment if there is a mismatch.
Alignment Instructions
1. Position the foot so that the alignment reference line (b) falls at the junction of the posterior and the middle
third portions of the foot. Consider the heel thickness of the shoe (c). Consider the external rotation of the foot.
2. Use the applicable adapters to connect the device to the foot. Establish the correct knee center height.
3. Position the knee so that the alignment reference line (b) passes 0–5 mm posterior to the knee axis (a).
4. On the lateral side of the socket, make a first mark (alignment reference point) at the bisection of the socket at
the ischial tuberosity level (d). Make a second mark at the bisection of the socket distally (e). Draw a line
through both marks.
5. Position the socket so the alignment reference line (b) goes through the alignment reference point (d).
6. Adjust the socket flexion to 5° in addition to the existing position (i. e. hip flexion contracture) and set the
height of the full prosthesis.
7. Use the applicable adapters to connect the knee to the socket.
Static Alignment
1. Turn the device on (see below).
2. Ask the patient to stand with equal weight on each foot and make sure that the pelvis is level.
3. Check posture and adjust alignment in frontal and sagittal plane as required. Check transverse rotation of foot
and knee.
Dynamic Alignment
1. Tell the patient to walk between parallel bars with usual gait. This lets the patient adjust to the behavior of the
device.
2. Adjust dynamic alignment as required. Make sure that the motion in swing and stance phases stays in the line
of progression. Make sure to achieve step-length symmetry.
3. The Össur Logic App must be used for setting device parameters during dynamic alignment.
4. Instruct the patient how to operate the device and understand the warning signals that the device may issue
(see Device Operation section).
5. Instruct the patient to recognize and activate the different states of the device (see Using the Device section).
DEVICE OPERATION
The battery pack is in sleep mode during shipping and is charged to approximately 30%. To activate it, charge the
battery pack (see below). Fully charge the battery pack before first use.
Turning the Device On
Push and hold the power button for three seconds.
The device will play three ascending tones and vibrate.
When the status indicator flashes green, the device is ready to use.
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Turning the Device Off
Push and hold the power button for three seconds.
The device will play three descending tones and turn off.
Battery Level Indication
Push the battery button. The green lights on the battery indicator show approximate battery level.
Charging the Battery Pack
WARNING: To avoid risk of electric shock, do not wear the prosthesis while charging.
The battery pack can be charged in the device or removed for charging.
– Charge the battery pack indoors.
– The battery pack needs approximately 5 hours to fully charge.
– A fully charged battery pack will last for 4–20 hours, depending on activity.
– The device will turn off when you connect the power supply.
– The battery pack cannot be overcharged.
– The battery pack can only be charged in temperatures between 10 °C and 45 °C. If charge is attempted
outside these limits, it will be delayed until the battery pack temperature meets the limits listed above.
Charge the battery pack as follows:
1. Plug the power supply into the wall socket.
2. Plug the power supply into the charging port. If the battery pack is in the device, it will turn off.
3. After a short while, the battery indicator will show the battery charge level with solid green lights and indicate
charging with a flashing green light. If the power supply is disconnected during charging, the battery indicator
may continue flashing for a short while.
4. After charging is complete, the battery indicator lights will turn off.
5. After charging, disconnect the power supply from the charging port.
6. Disconnect the power supply from the wall socket to save energy.
After charging, insert battery pack if it was removed (see below) and turn the device on.
Always disconnect the power supply from the device prior to donning.
Removing and Inserting the Battery Pack
CAUTION: The device can turn off unexpectedly if battery pack is not inserted correctly. Make sure the battery pack
is securely in place before using device.
How to Remove the Battery Pack:
1. Turn the device off to avoid losing data collected during device operation.
2. Push down the battery release clip at the top of the battery pack until you hear a click. The battery pack will
release from the battery compartment.
3. Remove the battery pack.
How to Insert the Battery Pack (Figure 4):
1. Align the battery pack with the battery compartment.
2. Push the battery pack in at the top.
3. Push until you hear the battery release clip click.
4. Check if the battery pack is securely mounted and flush with battery compartment.
Device Warnings and Messages
The device may give warnings to the patient in the form of audible beeps and vibration.
In that case, the patient must check the color of the status indicator light immediately.
A f lashing orange status indicator warns of a pending situation that must be addressed, such as a low battery
warning or high motor temperature.
A f lashing red status indicator warns of an immediate (60 seconds max) shutdown of the device and possible loss
of support.
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In case of a warning, troubleshoot as follows:
1. Check battery status and recharge if necessary.
2. If the device is hot, allow to cool by reducing activity or stopping use.
3. If this does not help, contact your healthcare professional.
The Össur Logic App can also give information on device warnings.
Connecting to the Össur Logic App
1. Turn on the device
2. Open the Össur Logic app and follow the instructions in the app.
The required PIN code can be found on the device label at the back of the device.
USING THE DEVICE
Usage Safety Messages
WARNING: DO NOT use the device in the following conditions/environment:
– For showering.
– For high impact activities, such as sports and heavy-duty use.
– Where immersion in water or other fluids is possible.
– In high electrical fields, such as electrical transformers, high power transmitters or similar.
– In high magnetic fields, such as near CT and MRI Scanners, RF surgical equipment or similar.
WARNING: Risk of falling. Handrail should be used when walking on ramps and stairs.
CAUTION: If the patient uses a cane or a crutch, the patient must still put weight on the device during stance
phase. If the patient does not put weight on the device, it will not provide support.
CAUTION: A finger trap hazard exists at the front and back of the device joint when in operation.
NOTICE: Avoid direct impact to the back and the front of the device.
WARNING: If the device gives a warning signal – sound or vibration, immediately stop walking and proceed with
caution.
CAUTION: High intensity use or use in high ambient temperature may cause the motor to become hot to the touch.
WARNING: In the case of an unexpected power loss the device will stop moving. It may not return to full extension
and will not provide full support.
NOTICE: Avoid excessive shocks or vibrations.
USING THE PROSTHESIS
The device automatically adapts to activities such as walking, standing up, walking up stairs, and more. It has
several different states that the patient must learn to recognize and activate.
Standing
The device is in standing state by default and it will revert to standing state if it does not recognize a movement
pattern.
The device will provide support when the patient applies weight to the prosthesis. The knee will release/swing
freely when the prosthesis is unloaded/no weight is applied to it. The patient can take small steps and turns in
a natural and physiological way.
Walking on Level Ground
The device adapts to the patients walking speed and style. It will give adaptive support in stance phase and
powered extension and flexion in swing phase.
Sitting Down
The device automatically detects sitting down motion. The device will provide support while the patient sits down.
The patient can use this to distribute weight equally to both legs and control how fast to sit down.
To sit down, the patient should:
1. Stand in front of a chair.
2. Take most of the weight off the prosthesis momentarily.
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3. Put weight back on the prosthesis.
4. Within 3 seconds, lean slightly backwards and start flexing the knee. The knee will provide support during knee
flexion until seated.
5. The patient can now take the weight off the leg to release the knee and move the knee freely while seated.
After a few seconds of sitting without moving the knee, the knee will enter standby. Standby turns off the motor to
save power.
To exit standby, flex or extend the knee slightly.
Standing Up
The device will recognize when the patient starts to stand up. The device will provide a powered extension to let
the patient apply equal weight to both legs.
To stand up, the patient should:
1. Make sure the prosthetic foot is underneath knee.
2. Put equal weight on both feet.
3. Start to stand up. The patient will feel the knee assist standing up naturally.
NOTE: If the patient is unable to apply enough weight to the prosthesis to get the knee to assist with standing
up, the patient can increase weight by momentarily pressing on top of the knee by hand.
Walking Up Stairs
The device will provide powered knee extension when it detects stair ascent.
Initial training:
1. Stop in front of the first step of the stairs.
2. Flex the hip to lift the prosthesis off the ground. The knee will swing freely.
3. If needed, swing the leg outwards to get the leg onto the first step to prevent the toe from catching the step.
4. Put the prosthetic foot flat onto the first step.
5. Put weight on the prosthesis and extend the knee fully. The knee will detect the stairs and will provide powered
extension.
6. When the knee has fully extended, place the other foot on the same step.
7. Take the weight off the prosthesis and if stair ascent has been triggered, the knee will flex.
8. After a brief pause the knee will automatically extend.
9. Practice going up and down the first step, repeating the above steps, until the patient is familiar with the knee
action.
To walk up stairs, the patient should:
1. Stop in front of the first step of the stairs.
2. Flex the hip to lift the prosthesis off the ground. The knee will swing freely.
3. If needed, swing the leg outwards to get the leg onto the first step to prevent the toe from catching the step.
4. Put the prosthetic foot flat onto the first step.
5. Put weight on the prosthesis and extend the knee fully. The knee will detect the stairs and will provide powered
extension.
6. When the prosthetic knee has fully extended, place the other foot on the step above.
7. Flex the hip on the prosthetic side to bring the prosthesis to the next step. The prosthesis will provide knee
flexion to provide clearance and to prepare for the next step.
8. Continue climbing the stairs, with a step over step pattern.
9. At the top of the stairs:
a. If prosthetic foot is leading, place the other foot next to it, and keep equal weight on both feet for 3 seconds
before continuing.
b. If the other foot is leading, flex the hip to place the prosthetic knee slightly in front of the other knee until the
prosthetic knee extends.
Walking Down Stairs and Ramps
The knee will give support while it flexes when walking down stairs and ramps.
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To walk down stairs or ramps, the patient should:
1. Take the first step down with the prosthesis.
2. Put weight on the prosthesis. Lean slightly backwards to flex the knee. The knee will flex and give support.
3. Lower the other foot onto the next step or ramp.
4. Continue to walk down the stairs or ramp. The knee will adapt the support to the walking speed.
Tell the patient to put half of the foot onto the lower step for constant support when walking down stairs.
Walking Up Ramps
Walking up ramps requires no change from level ground walking.
Standing Lock
Standing lock lets the patient stand with the knee locked at up to 30° angles. The patient can lean against objects
or stand comfortably with the knee slightly bent. In standing lock, the knee will not flex but it can be extended.
To enter standing lock, the patient should:
1. Remove weight from the prosthesis.
2. Flex the knee to the desired position, up to 30°.
3. Put some weight on the prosthesis and hold it in position for a second.
4. Transfer full weight to the prosthesis. The knee will lock and give support.
To exit standing lock, the patient should:
Take weight off the prosthesis. The device will return to standing state.
Kneeling
The device automatically detects kneeling motion. The device will provide support until the knee reaches the ground.
To kneel, the patient should:
1. Take a step forward with the sound leg. If needed, use a hand support to maintain balance.
2. Take most of the weight off the prosthesis momentarily.
3. Put weight on the prosthesis.
4. Within 3 seconds, slightly flex the hip on the prosthetic side and hold pressure until the knee starts to flex.
5. Kneel. The device gives support while kneeling.
Driving
When driving a vehicle, the device must be turned off.
PRODUCT CARE
Cleaning
Wipe the device with a soft cloth moistened with a 30% isopropyl alcohol solution or mild soap.
NOTICE: Do not use compressed air to clean device.
It is recommended to maintain the device in good outward condition by cleaning the surface of the device regularly.
Maintenance
Examine the device regularly for signs of damage. If you find signs of damage, consult your healthcare professional.
WARNING: Do not attempt device repairs or remove covers. Risk of injury or damage to device. Send device to
Össur for maintenance or repair.
ENVIRONMENTAL CONDITIONS
The device is weatherproof if used with other weatherproof components.
A weatherproof device can tolerate splashing water (e. g. rain).
Dry thoroughly if device gets wet.
No salt water or chlorinated water allowed.
Do not expose to pressurized water jets.
If the device has been submitted to these conditions, is must be sent for service to Össur.
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Use

Charging

Shipping

Extended Storage

Temperature

-10 °C to 45 °C
(14 °F to 113 °F)

10 °C to 40 °C
(50 °F to 105 °F)

-25 °C to 70 °C
(-13 °F to 158 °F)

0 °C to 45 °C
(32 °F to 113 °F)

Relative Humidity

0% to 100%,
condensing

0% to 100% relative
humidity (noncondensing)

10% to 100%,
condensing

10% to 90%

Atmospheric Pressure

700 hPa to 1060 hPa

700 hPa to 1060 hPa

700 hPa to 1060 hPa

700 hPa to 1060 hPa

If the device is used outside the allowed temperature range, device performance may be unexpected. Battery
warnings may occur.
If the device is stored below 0 °C (32 °F) for an extended time, device will not perform as expected. When the device
warms up, performance will be restored.
Not suitable for use in the presence of flammable anesthetic mixture with air, oxygen, or nitrous oxide.
EXPECTED SERVICE LIFE
Expected life duration under normal usage is 6 million steps. Depending on patient activity, this corresponds to
a duration of use of 4 to 6 years.
TECHNICAL SPECIFICATIONS
Power Knee weight (incl. battery pack)

2.5 kg (5.5 lbs)

Power Knee build height (Figure 2)

27.7 cm (10 7/8’’)

Battery pack specification

Lithium-Ion / 3300 mAh / 95.04Wh

Battery pack weight

521 g (1.15 lbs)

Energy to charge the battery pack

227.4Wh at 230V AC, 50 Hz
190.1Wh at 110V AC, 60 Hz

Primary packaging weight

3.2 kg/7.1 lbs

Power Supply Specif ications
NOTICE: Only use this power supply. Do not use a different power supply.
Power Supply
Manufacturer

FRIWO

Model No.

FW8030M/24

Input

100–240 VAC, 50–60 Hz, 0.6–0.3 A

Output

24 VDC, 1.25A

DESCRIPTION OF SYMBOLS
Symbols present on the device, the battery pack, the power supply, and the packaging.
Symbol

Description
CAUTION! Read instruction for use.

ON / OFF
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Symbol

Description
Type B Applied Part

Non-ionizing electromagnetic radiation

Manufacturer address

Direct current

Consult instructions for use

Device contains electronic components and/or batteries that
should not be disposed of in regular waste

IP54

Protected from harmful effects of dust and against the effects of
splashing water
Serial number

Year of manufacture
PIN

Device specific wireless communication PIN Code
XXXXXX

Positive center connection

Surface can be hot.

The battery pack shall not be disassembled, crushed, heated
above 75 °C or incinerated.

IP67

Battery pack is protected against harmful effects of dust and
temporary immersion in water.
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Symbol

Description
Model number

See operating instructions

Recyclable Lithium Ion battery

This way up

Fragile, handle with care

Recyclable Material

Keep Dry

Class II Equipment

For indoor use only

Energy Efficiency Level VI
Alternating current
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DEVICE LABELS
The labels can be found at the rear of the device, on the power supply and on the internal face of the battery pack.
PIN Code required for Bluetooth connectivity can be found on the device label.
Device Label			
HF511xx

Battery Pack Label

YYYY

POWER KNEE™ PKA01
Input 24V
1.25A(max)
Battery Operated
15A(max)
33.6V

PIN

XXXXXX

FCC ID:2ADHKATWINC1500
IC:29266-ATWINC15008
FCC ID:2AA9B04; IC:12208A-04

Grjothals 1-5, 110 Reykjavik, Iceland

Power Supply Label

WIRELESS MODULES
This device contains the following radio frequency transmitters:
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Model

Regulatory Certif icates

WiFi Module
Model:
ATWINC1500MR210PB

FCC
Contains FCC ID: 2ADHKATWINC1500
Canada
Contains transmitter module IC:
20266-WINC1500PB

R

Type and Frequency
Characteristics

Effective
Radiated Power

2412 - 2462 MHz
(5 MHz Interval, 11
Channels)

005-101762

Korea
Contains transmitter with certificate number
R-CRM-mcp-WINC1510MR210P

Taiwan
Contains transmitter with certificate number
CCAN18LP0321T2

Bluetooth 4.2
Module
Model: BMD-300

FCC
Contains FCC ID: 2AA9B04
Canada
Contains IC: 12208A-04
Japan
Contains transmitter with certificate number

F1D 2402–
2480 MHz

0.35 mW/MHz

Korea
Contains transmitter with certificate number

R-CRM-Rgd-BMD-300
Brazil
Contains ANATEL approved module # 0315418-11156
Mexico
Este equipo contiene el módulo con IFT #:
NYCE/CT/0146/17/TS
USA-Federal Communications Commission (FCC)
This equipment has been tested and found to comply with the limits for a Class B digital device, pursuant to Part
15 of FCC Rules. These limits are designed to provide reasonable protection against harmful interference in
a residential installation. This equipment generates, uses, and can radiate radio frequency energy. If not installed
and used in accordance with the instructions, it may cause harmful interference to radio communications.
However, there is no ensured specification that interference will not occur in a particular installation.
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If this equipment does cause harmful interference to radio or television reception, which can be determined by
tuning the equipment off and on, the user is encouraged to try and correct the interference by one or more of the
following measures:
– Reorient or relocate the receiving antenna.
– Increase the distance between the equipment and the receiver.
– Connect the equipment to outlet on a circuit different from that to which the receiver is connected.
– Consult the dealer or an experienced radio/TV technician for help.
Any changes or modifications not expressly approved by the party responsible for compliance could void the user’s
authority to operate the equipment.
CAUTION: Exposure to Radio Frequency Radiation.
This device must not be co-located or operating in conjunction with any other antenna or transmitter.
Canada – Industry Canada (IC)
This device complies with RSS 210 of Industry Canada.
Operation is subject to the following two conditions:
(1) this device may not cause interference, and
(2) this device must accept any interference, including interference that may cause undesired operation of this
device.
CAUTION: Exposure to Radio Frequency Radiation.
The installer of this radio equipment must ensure that the antenna is located or pointed such that it does not emit
RF field in excess of Health Canada limits for the general population; consult Safety Code 6, obtainable from
Health Canada’s website www.hc-sc.gc.ca/rpb.
ELECTROMAGNETIC COMPATIBILITY
WARNING:
– Use of this equipment adjacent to or stacked with other equipment should be avoided because it could
result in improper operation. If such use is necessary, this equipment and the other equipment should be
observed to verify that they are operating normally.
– Use of accessories, transducers, and cables other than those specified or provided by the manufacturer of
this equipment could result in increased electromagnetic emissions or decreased electromagnetic immunity
of this equipment and result in improper operation.
– Portable RF communications equipment (including peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm (12 inches) to any part of the device, including cables
specified by the manufacturer. Otherwise, degradation of the performance of this equipment could result.
The device may be susceptible to electromagnetic interference from portable and mobile RF communications
devices such as mobile (cellular) telephones or other equipment, even if that other equipment complies with
CISPR EMISSION requirements.
The device is suitable for use in any environment except where immersion in water or any other fluid is possible, or
in flammable / explosive atmospheres, or where exposure to highly electrical and/or magnetic fields can occur (e.
g., electrical transformers, high-power radio/TV transmitters, RF surgical equipment, CT and MRI scanners).
Electromagnetic Emissions Compliance Information
Emissions Test

Standard

Compliance Level

Conducted and Radiated RF Emissions

CISPR 11

Group 1 – Class B

Harmonics Emissions

IEC 61000-3-2

Class A

Voltage Fluctuations / Flicker Emissions

IEC61000-3-3

Complies
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Electromagnetic Immunity Compliance Information
Immunity Test

Standard

Compliance Level

Electrostatic Discharge

IEC 61000-4-2

± 8 kV contact
± 15 kV air

Electrical Fast Transient/Burst

IEC 61000-4-4

± 2 kV for power supply lines
± 1 kV for input/output lines

Surge

IEC 61000-4-5

± 1 kV line(s) to line(s)
± 2 kV line(s) to earth

Voltage Dips

IEC 61000-4-11

0 % UT; 0.5 cycle
At 0°, 45°, 90°, 135°, 180°, 225°, 270°
and 315°
0 % UT; 1 cycle and
70 % UT; 25/30 cycles
Single phase: at 0°

Voltage Interruptions

IEC 61000-4-11

0 % UT; 250/300 cycle

Power Frequency (50/60 Hz) Magnetic Field

IEC 61000-4-8

30 A/m

Conducted Disturbances Induced by RF Fields

IEC 61000-4-6

3V
0,15 MHz – 80 MHz
6 V in ISM and amateur bands
between 0,15 MHz and 80 MHz
80 % AM at 1 kHz

Radiated RF EM Fields

IEC 61000-4-3

10 V/m
80 MHz – 2,7 GHz
80 % AM at 1 kHz

EN IEC22523

12 V/m
26 MHz – 1 GHz

RF wireless communications Compliance Information
Test frequency
(MHz

Band
(MHz)

Service

Modulation

Immunity test level
(V/m)

385

380 - 390

TETRA 400

Pulse modulation
18 Hz

27

450

430 - 470

GMRS 460, FRS 460

Pulse modulation
18 Hz

28

710

704 - 787

LTE Band 13, 17

Pulse modulation
217 Hz

9

800 - 960

GSM 800/900,
TETRA 800, iDEN 820,
CDMA 850, LTE Band 5

Pulse modulation
18 Hz

28

745
780
810
870
930
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RF wireless communications Compliance Information
Test frequency
(MHz

Band
(MHz)

Service

1720

1700 - 1990

GSM 1800, CDMA 1900,
GSM 1900, DECT, UMTS
LTE Band 1, 3, 4, 25

28

2450

2400 - 2570

Bluetooth, WLAN,
802.11 b/g/n,
RFID 2450,
LTE Band 7

28

5240

5100 - 5800

WLAN 802.11 a/n

9

1845

Modulation

Immunity test level
(V/m)

1970

5500
5785
REPORT A SERIOUS INCIDENT
Important notice to users and/or patients established in Europe:
The user and/or patient must report any serious incident that has occurred in relation to the device to the
manufacturer and the competent authority of the Member State in which the user and/or patient is established.
DISPOSAL
The device and packaging must be disposed of in accordance with respective local or national environmental
regulations.
Device packaging is made of recyclable Polypropylene (PP 5) plastic and Polyurethane Foam.
LIABILITY
Össur does not assume liability for the following:
– Device not maintained as instructed by the instructions for use.
– Device assembled with components from other manufacturers.
– Device used outside of recommended use condition, application, or environment.
COMPLIANCE
ISO 10328
The device has been tested according to ISO10328 standard to 3 million load cycles.
The load level specification is ISO 10328- P5 - 116 kg.

ISO 10328 - “P” - “m”kg *)
*)

Body mass limit not to be exceeded!

For specific conditions and limitations of use
see manufacturer’s written instructions on
intended use!

EN60601
The device complies with:
EN60601-1:2006/A1:2013
EN60601-1-2:2015
The device complies with Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment (ROHS3).
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The device complies with Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on
the making available on the market of radio equipment.
The device has been designed and tested according to the applicable international standards or in-house defined
standards when no international standard exists or applies.
Compatibility and compliance with the internal and international standards are only achieved when the device is
used with recommended Össur components.
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