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I 1 Introduction

> Please read this manual carefully before using this product.

» Instruct the user of the safe product usage.

» Please contact the manufacturer if you have any questions about the product
or in case of problems.

> Report each serious product-related incident to the manufacturer and to the
relevant authority in your country. This is particularly important when there is
a decline in the health state of the user.

> Please keep this manual in a safe place for easy access.

I 2 Design

The product consists of the following components

(@) Power Button @ Proximal Pyramid Adapter

@ Top Outer Cover @ Back Button
® Charging Socket
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I 3 Function

This product uses motors and sensors to control the movement of the knee joint.
The build—in microprocessor analyzes the user's movements based on sensor
measurements and assists the knee joint in flexion and extension at appropriate
timings.

It provides safer and more comfortable walking in a variety of situations.

In addition, the Bio Leg exclusive adjustment software settings allow each user to

walk in a way that is more natural and comfortable.

This product is intended to assist the ability of the prosthetic
knee user and is not intended to enable the user to easily climb

stairs or stand up from a chair without training.

SNO07-IFU-01-002 5
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I 4 Application

4.1 Indications for use

This product is to be used solely for lower limb exoprosthetic fittings.

4.2 Conditions of use
»  This product was developed for everyday use and must not be used for any

other purpose.

Do not use the product in strenuous exercise or other

activities that place an excessive load on the product.

»  The product is intended for the exclusive use by an individual user.

Use of the product by users other than the intended user is

not approved by the manufacturer.

4.3 Indications

»  For users with knee disarticulation, transfemoral amputation, or hip
disarticulation

»  For unilateral or bilateral amputation

> For users with residual limb characteristics corresponding to knee

disarticulation, transfemoral amputation or hip disarticulation

To use this product, the user must fulfill the physical and

mental requirements for perceiving visual/acoustic signals

and/or mechanical vibration signals.
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I 5 Safety Precautions

Please read this “Safety Precautions” carefully before to use the product
correctly.

The precautions shown here are intended to ensure the correct use of this product
and to prevent hazards or damages to the patient and other people.

The degree of danger or damage that may occur if the product is used incorrectly
and the contents of the display are ignored is classified into “Warning,” “Caution,”
and “Notice” and explained.

All of this important information must be followed.

Warning regarding possible serious risks of accident
/N WARNING

or injury.

A CAUTION Warning regarding possible risks of accident or injury.

A NOTICE Warning regarding possible technical damage.

Particularly important supplementary information and

other information.
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5.1 Contraindications.

*This product should not be used by individuals weighing more than 125 kg.
(275 pounds)

= This product is intended only for patients who have undergone transfemoral
amputation, knee disarticulation or hip disarticulation.

*This product must not be used in conjunction with osseointegrated implant
systems.

5.2 Warning.

‘AWARNING

Adherence to Safety Instructions
Please adhere to the safety notes specified in this manual. Improper use of
the product may result in injury to the user or damage to the product.
> Follow the safety and handling instructions outlined in this manual.

/AN WARNING

Cease Use if Damaged
If you notice any damage or defects in the product or accessories, such as
unusual noises, rattling, or visible damage, stop using the product immediately.
Continued use in these conditions may lead to further damage and possibly
injury to the user.

> Contact the manufacturer for assistance.

/N WARNING

Do Not Disassemble or Modify
Do not disassemble or modify the product or accessories, including the AC
adapter.
Doing so may cause damage or malfunction, which could lead to injury.
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/AN WARNING

Prevent Entanglement During Use
During the movement of the device's knee joint, there is a risk of injury from
getting fingers or hands caught in the mechanism.
> Please keep your fingers and hands away from the moving parts of the
device.

/AN WARNING

Power Off During Adjustment
Always turn off the power when making alignment adjustments to the product.
If the product moves unexpectedly during adjustment, it could cause injury.

‘AWARNING

Do not use in areas where flammable anesthetic gases or combustible gases
are present, or in high—concentration oxygen environments.
This may cause explosions or fires.

AWARNING

Risks Associated with Ingress of Dust and Moisture into the Device
The device may malfunction unexpectedly due to faults, potentially causing
injury to the user through falls or other accidents. Ingress of particles and
liqguids can lead to electric leakage or fire hazards.
> Ensure that dust and liquids do not enter the device.
> Take care to prevent splashes of water from contacting the product.
> On rainy days, protect the device from direct exposure to moisture by
covering it with clothing or a cover.
> If you suspect that dust or liquid has entered the device, stop using it
immediately. Wipe the device with a dry cloth and allow it to air dry
thoroughly. Regardless of whether there are any operational abnormalities,
always contact the relevant prosthetic manufacturing facility and have the
product inspected by our company.

SNO07-IFU-01-002 9
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Caution

A\ cauTion

Use the product only in the environment specified in this manual

If used outside the specified environment, the device may be damaged, and

users may be at risk of injury.
> Please refer to ” Technical Data” and “Electromagnetic Compatibility” in

this document.

/I\ CAUTION

Do Not Use with Other Medical Devices
This product should not be used in conjunction with other medical devices.
Using it with other devices could damage both the product and the other
devices, compromising safety.

A\ cauTion

Do not use in locations with other medical equipment such as electric surgical
units (electrosurgical units), MRI scanners, or CT scanners.
This product should not be used in conjunction with other medical devices.
Using it with other devices could damage both the product and the other
devices, compromising safety.

A\ cauTion

Attention to Warnings/Messages

Failure to notice and respond to warnings or messages from the product could
lead to falls and injuries. The product might perform unexpectedly due to
changes in assistance force.

> Follow the procedures specified in this manual whenever warnings or

messages are issued.

10
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/\ CAUTION

Always remove the device from the body before charging.
Charging while attached to the body may result in electrocution.

/\ CAUTION

Use Specified Charger Only
Do not charge the device with any AC adapter or power cable not specified
by the manufacturer. Using an unsuitable charger could damage the device.

/\ CAUTION

Software Operation in Specified Environment Only
Run the adjustment software only in the operating environments specified.
Installing the software in an unspecified environment may lead to operational
issues.

/I\ CAUTION

Assembly by Certified Professionals Only

The assembly of the device and any components should only be performed by

certified prosthetists as designated by our company. Improper assembly (such

as loose screws or misalignment) could lead to malfunctions and injuries
during use, as well as damage to the device.

/\ CAUTION

Adjustments by Certified Professionals Only
Adjustments to the prosthetic (such as alignment and control parameter
settings) should only be made by certified prosthetists authorized by our
company. Incorrect settings could cause unexpected movements of the
product, potentially resulting in falls and injuries.
> Ensure settings are adjusted according to the procedures outlined in this
manual.

SNO07-IFU-01-002




.Caution When Using on Stairs

When using the device on stairs, ensure that it is in the appropriate mode to
prevent falls. Always use handrails and other fall-prevention measures when
using the device on stairs.

> Follow the instructions in this manual to switch to the appropriate mode
before using the device on stairs. Use the device on stairs only after proper

training.

/\ CAUTION

Avoid Continuous Use in Intense Activities

Do not use the device continuously in intense activities as it may overheat
and damage the device.

/\ CAUTION

Keep the Device Clean

Keep the device clean. Dirt and debris can cause corrosion and damage to the
device.

> Clean the device before storage as outlined in the 'Device Cleaning’ section
of this manual.

A\ cauTion

Storage/Transport Conditions

Store and transport the device only in the environments specified. Improper
storage or transport conditions can damage the device, and in the case of Li—
ion batteries, can lead to deterioration, fire, or leakage.

A\ cauTion

Avoid Mechanical Stress During Storage/Transport

Do not expose the device or accessories to unnecessary mechanical stress
during storage or transport, as this could lead to damage.

12
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Even when the device is not in use, regular charging is necessary
The device contains a Li—ion battery, which may deteriorate if not charged for
an extended period.

I 6 Preparing the Product for Use

6.1 Scope of delivery

Name pc
Bio Leg (SN0O07) Knee joint (with pyramid adapter) 1
Top Outer Cover (Carbon Black) 1
Lower Outer Cover (Carbon Black) 1

Instruction for Use

(this manual: for prosthetists and prosthetic fabrication facilities)

This product does not include sockets or tube adapters. Please have a certified
prosthetist select the appropriate parts according to the user’'s weight and
assemble the prosthesis.

When used in combination with this product, the socket becomes a Type B Applied
Part.

Please apply an insulating treatment to the pyramid fixture used in the socket,
ensuring it does not directly contact the human body. If the fixture is used without
insulation, design and manufacture the socket so that the human body is at least

40 mm away from the fixture.

SNO07-IFU-01-002 13
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6.2 Ch

arging Bio Leg

A fully charged battery can be used for approximately 22 hours of average activity.

When charging observe the following

»  For constant use of the prosthetic knee, it is recommended to charge the

battery

at least once a day.

» Do not disconnect the power cord from the product until just before using the

product

to allow it to operate for the maximum time on a single charge.

»  Charge the battery for at least 4 hours before using it for the first time.

Charge the battery until the LED on the back button of the

unit turns blue and the unit vibrates and beeps.

6.2.1

Charging the knee joint battery

1) Connect the 3—pin plug of the power cable to the
AC adapter.

2) Plug the AC adapter into an outlet.

3) Connect the charging plug of the power cable to
the charging socket of the knee joint.

4) Start charging.

5) When charging is complete, a vibration and beep
are emitted and the LED on the back button
illuminates.

6) When charging is complete, disconnect the power

cable from the knee joint.

When charging is correctly initiated, a vibration and beep are
emitted and the LED on the back button flashes.

14

SNO07-IFU-01-002



BIONIC@

6.2.2 Display of the current charge level

By pressing the rear button, the charge level can be checked by the color of the

rear LED, vibration and beep sound.

Battery charge status Back LED Color Beep signal Vibration Signal
61% or more Blue 4 times shorter 4 times shorter
41% — 60 Green 3 times shorter 3 times shorter
21% - 40 Orange 2 times shorter 2 times shorter
20% or less Violet 1 time shorter 1 time shorter

The charge level can also be checked from the adjustment

software.

SNO07-IFU-01-002 15
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6.3 About outer covers

The top outer cover should always be attached, even when test walking.

@

@ Top Outer Cover
@ Lower Outer Cover

@

Select the size of the lower outer cover according to the

length of the connecting pipe to the foot section and make

sure it does not interfere with the foot section.

6.3.1 How to install the outer cover

1) Attach the top outer cover by inserting it from the bottom and spreading it to
the left and right.

2) Tighten the screws on the left and right sides (red arrows in the figure).

3) Attach the lower outer cover by inserting it from the front and spreading it to
the left and right.

4) Tighten the screws on the left and right to secure the top and lower outer

covers together (green arrow sections in the figure).
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I 7 Setting with the “MoPro” Adjustment Software

An adjustment software ("MoPro”) can be used to change various parameters,
such as assist force, within certain limits (e.g., when becoming accustomed to using
the knee joint).

In addition, battery charge level and other information can be checked.
The app can be downloaded from the following URL or QR code.

https://apps.apple.com/jp/app/mopro—bionicm/id1602657293

7.1 Operating environment

MoPro has been tested on the following operating systems:
» i0S13 or later

» iPad OS13 or later

»  Bluetooth 4.0 or later

7.2 Preparing the product to connect to the MoPro

Before connecting the MoPro to the prosthesis, make sure that

»  Bluetooth on the mobile device must be activated.

»  The mobile device must not be in “Airplane Mode” (offline mode).

»  The mobile device must be connected to the Internet.

>  Prepare the serial number and pairing password of the prosthetic knee to be

connected.

The serial number is affixed as a sticker on the bottom of the
product.

It is the six—digit number indicated under the word “SN”Pairing

passwords can be found on our website.

73 Initial launch of adjustment software (MoPro)
To use MoPro, you need to agree to the Terms of Use and have Bluetooth
connection, etc.

Please refer to the MoPro instruction manual for details.

SNO07-IFU-01-002 17



The power button is located on
the top of the knee joint.

Press the power button and the
power LED glows green to turn
the power on. Press the power
button again, and when the power
LED turns off, the power is off.

Switch Off Switch On

e When fitting a prosthetic knee, make sure that the power
is turned off and the prosthesis is properly fitted before
turning on the power.

*  When removing the prosthetic knee, make sure the power
is turned off.

e The power—off prevention function automatically turns off
the power after a certain period without the prosthetic leg
attached.

18 SNO07-IFU-01-002
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8.1.1 Night mode

When the night mode is set to “on” in MoPro, the power LED and rear LED turn
on/off settings will be changed as follows during the period from midnight to 5:00
a.m. The default setting of the night mode is “off”.

Night mode: On Night mode: Off
Normal Lights off 10 ds aft
] Power LED 1gnts o seconds atter Always on
operation power on
Lights off 10 ds aft
Power LED 1ghts o éecon s arter Always on
Charei start of charging
arging -
Lights off 10 ds aft
Back LED 8 Off 1T Seconds alter | Always blinking
start of charging

Even with the night mode on, the rear LED will flash while the
rear button is pressed while charging, the remaining battery

level is indicated by LED color, and the power LED also lights

up for 10 seconds.

8.1.2 Automatic power off function

In the following two situations, the system is equipped with a function that reduces

battery consumption by automatically turning off the power.

8.1.2.1  Power off prevention function
After 90 minutes with the prosthetic knee removed and the knee joint is fully
extended, the power is automatically turned off. This function is designed to
prevent battery consumption due to forgetting to turn off the power when the
prosthetic knee is not worn, such as while sleeping.

This feature is turned on by default and cannot be turned off.

8.1.2.2 Seated power saving function
After a certain period in the sitting position, the power turns off automatically.
This function is designed to prevent battery consumption due to standby mode
when working while seated for long periods of time. This function is initially turned
off and can be turned on with MoPro. The time until the power is automatically

turned off can also be set in MoPro.

SNO07-IFU-01-002 19
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8.2 Movement patterns

8.2.1 Standing

8.2.1.1  Standing flexion resistance (yielding)

P

It prevents sudden knee collapse by creating
resistance to knee flexion.

This flexion resistance also works during stair
descent and sitting movements to support stable and

smooth movement.

8.2.1.2 Standing assistance (rest)
After standing still with the knee joint in slight flexion for 1.5 seconds, the knee

extension force begins to function, and the user enters the standing assistance
mode. When the prosthetic foot is lifted off the floor, the standing assistance mode
is deactivated.

With the prosthetic knee slightly bent, weight can be placed on the prosthetic side,

allowing the user to take a resting posture or lean against a wall with ease.

The knee extension force, the number of seconds of rest
before the rest function starts, and the range of the knee

flexion angle when the function starts can be adjusted in the

“Rest” setting in MoPro.

20 SNO07-IFU-01-002
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8.2.2 Walking

The motor assists in smoothly swinging the next
P step from the stable stance phase to the swing
phase.

To switch to the swing phase, step forward from full

foot contact.

When test walking for the first time after wearing a prosthetic

knee, be sure to perform the prescribed training.

8.2.2.1 Stance phase
With a certain amount of load applied to the knee joint, standing flexion resistance
occurs.

This reduces the risk of knee collapse during initial contact.

The strength of flexion resistance can be adjusted.

SNO07-IFU-01-002 21



8.2.2.2 Swing phase

In the swing phase, the resistance and assist force for each of flexion and
extension can be adjusted to allow smooth swinging of the prosthetic leg.
It can prevent excessive knee bending and assist with prosthetic leg extension

while following walking speed.

Assist force can be adjusted.
The stronger the assist force, the faster the prosthesis will

extend. However, depending on the degree of adjustment, the

impact at full extension may be stronger, so adjust with

caution.

8.2.3 Sitting/standing up

It controls knee flexion resistance and assists in knee extension during sitting and

standing up activities in a chair.

22 SNO07-IFU-01-002
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8231 Sitting

During the sitting motion, the flexion resistance of
the knee joint as the flexion resistance of the
standing position allows the left and right knee to
P bend equally.

Sitting in a chair, with the knee joint bent about

90° and no load applied to the prosthetic foot for 5
seconds, the user enters the sitting mode.

Once in the sitting mode, the resistance of the knee

joint to both flexion and extension is adjusted to

—

facilitate movement of the prosthetic knee.

remarks

¢ In the sitting mode, resistance acts in the flexion direction. By
moving in the extension direction, the resistance in the flexion
direction is reduced. After that, if the knee joint angle remains
unchanged for 2 seconds, flexion resistance is applied again.

e The sit—to—stand power saving function automatically turns off
the power after a certain period in a sitting position (the sit—to—
stand power saving function is turned off by default). When the
power is turned off by the sit—down power saving function, the
power switch must be pressed again to turn the power on when
using the stand—up assist function or when starting to walk.

e Use of the product with the power turned off may cause the
user to fall over.

*  The on/off of the sit-down power saving function and the time
until the sit—down power saving function is activated can be set

in MoPro.

SNO07-IFU-01-002 23
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8.2.3.2 Standing up

During the standing up motion, an assist in the
direction of extension is applied to the prosthetic
knee, which enters a standing up mode to lift the
body.

1)Open both feet to an equal width.

2)Tilt the upper body slightly forward.

3)When the weight is applied equally to both legs
with the prosthetic knee weighted, the knee assists
in the direction of extension.

4)Make sure that the knee is fully extended before

moving on to the walking motion.

Support the elbow rest or other support with hands and try to
stand up.

Practice enough to allow full extension of the knee.
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8.24 Ascending and descending the stairs

Assists smooth ascent and descent of the stairs by controlling knee flexion

resistance and assisting knee extension.

8.241 Walking up stairs

1) In standing or walking mode, place sound side on the first step of the staircase.

2) With the Bio Leg extended, extend the knee on the sound side and lift the Bio
Leg.

3) When the user flexes hip joint on prosthetic side to place the Bio Leg on the
top step, the Bio Leg flexes to avoid hitting the stairs.

4) When the Bio Leg is placed on the upper step and weight is placed on the Bio
Leg, the Bio Leg extended to assist in the stair climbing motion.

5) When the user finishes climbing the stairs, the prosthetic knee is swung forward

as a walking motion to release the stair ascending mode.

J
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Remarks

Assist force and knee joint flexion angle can be adjusted in the

MoPro. Instruct the user to deactivate the stair ascending

assist function when finished climbing stairs.

The two ways to unlock the system

*  When the prosthetic foot is lifted off the floor, the Bio Leg
is intentionally bent to initiate the swing phase of gait
(when released, the Bio Leg vibrates to indicate to the
user that it has been released).

e Assume a standing position with both legs extended and
wait for 5 seconds.

Walking without deactivating the stair ascending assist function

may cause the knee to bend significantly, delaying the lower

leg from coming forward and causing the user to fall. Please

have the user practice deactivating the stair ascending assist

function.

26
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8.24.2 Walking down stairs

<

1)

2)

3)

4)

5)

In standing mode, place the prosthetic foot on
the first step of the staircase as shown in the
figure

Weight on the prosthetic side and flex the joint
of the Bio Leg while using the flexion resistance
of the Bio Leg.

Once the sound side is grounded on the second
step, lift the Bio Leg and wait until it extends to
have a slightly flexed.

Place the prosthetic foot on the next step of
the staircase and repeat 2)—4) until the end of
the stairs.

After completing the stair descent, swing the
Bio Leg forward as a walking motion to release

the stair descent mode.

This action should be practiced thoroughly and with care.
Only when the sole is properly grounded the system react

correctly and the flexion movement is controlled.

SNO07-IFU-01-002
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Remarks

The strength of the flexion resistance and the angle at which

the Bio Leg stops just before initial contact can be adjusted in

the MoPro. Instruct the user to deactivate the stair descent

assist function when finished descending stairs.

The two ways to unlock the system

*  When the prosthetic foot is lifted off the floor, the Bio Leg
is intentionally bent to initiate the swing phase of gait
(when released, the knee joint vibrates to indicate to the
user that it has been released).

e Assume a standing position with both legs extended and
wait for 5 seconds.

Walking without the stair descent assist function deactivated

may cause a delay in the lower leg coming forward, which may

cause the user to fall.

Have the user practice disabling the stair descent assist

function.

825 Ramp

8.2.51

Walking up a ramp

When swinging the prosthetic knee out, the extension of the knee joint is

controlled, making it easier to get the prosthetic leg up the hill.

J

28
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8.25.2 Walking down a ramp

When the prosthetic side touches the ground and the knee bends, flexion
resistance is increased, flexion of the knee joint is controlled, and the body’s
center of gravity is low and stable.

The swing phase is not initiated even if the knee joint is flexed.

v

Remarks

If the angle of the slope is steep, it may switch to stair
descent mode.

If the mode is switched to stair descent mode, please
deactivate the stair assist function and walk.

8.2.4 Walking up the stairs.
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8.3 Adjustment of prosthetic knee parameters

MoPro can be used to adjust parameters such as assist force for each

operation/function.

For details, please refer to the help in MoPro and the MoPro instruction manual.

The app can be downloaded from the following URL or QR code.

https://apps.apple.com/jp/app/mopro—bionicm/id1602657293
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I 9 Storage

»  If not used for a long period of time, store away from high temperature and
humidity.
»  Products should be recharged periodically, even when not in use for long

periods of time.

I 10 Cleaning

»  Clean the product with a cloth dampened with fresh water when needed.
»  Dry the product with a lint—free cloth such as a non—woven cloth and allow it

to air—dry fully.

I 11 Product Warranty and Maintenance

Regular check at 12—month intervals and regular maintenance at 24—month
intervals are mandatory in the interest of user safety, maintaining operating
reliability, protecting the warranty, ensuring basic safety and the essential
performance characteristics, as well as reinforcing EMC safety.

The manufacturer grants a grace period of no more than one month before, or two
months after, the due date.

Please contact us to check the latest information on firmware, etc. for the

equipment you are using.

11.1  Additional services

During maintenance, additional services may be provided free of charge or can be
billable according to an advance cost estimate, depending on the extent and
validity of the warranty.

* Bio Leg main unit
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11.2 Warranty details
» 3-year
»  Performing repairs

»  Periodic maintenance

The warranty may not cover the product if it is damaged or
broken due to surface scratches, negligent or improper use,

intentional or careless handling, or rough handling.

11.2.1 Maintenance

To maintain product performance and ensure safe use, please have the specified

periodic maintenance performed.

Regular maintenance includes inspection of sensors and

replacement of worn parts.

11.2.2 Scheduled maintenance

»  The 3-year warranty includes regular free check at 12 months and regular

free maintenance at 24 months.

Failure to perform scheduled maintenance will void all

warranties.

11.3 Product structural strength

This product has a strength that can withstand 3 million walking cycles, equivalent
to a 125kg wearer for three years. Deterioration or damage caused by long—term
use is not covered by the warranty.

*Tested in accordance with ISO10328—-P6-125kg
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I 12 Disposal

Some jurisdictions do not permit the disposal of these products with unsorted
household waste. Disposal that is not in accordance with the regulations of your
local government may have a detrimental impact on health and the environment.
Please observe the instructions of your local authority pertaining to return and
collection.

Note that a Li—ion battery is used in this product.

I 13 Legal Information

All legal terms are subject to and may vary according to the national laws of the

country of use.

13.1 Liability

The manufacturer will only assume liability if the product is used in accordance
with the descriptions and instructions provided in this document. The manufacturer
will not assume liability for damage caused by disregarding the information in this
document, particularly due to improper use or unauthorised modification of the

product.

13.2 Local legal information
All legal requirements are subject to the national laws of your country and may

vary.
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| 14 Technical Data

141 Bio Leg

Product name

Robotic Prosthetic Knee

Reference number

Bio Leg SNO0O07.

Connection (proximal)

pyramid

Overall length: 282.3mm (11.1 in)
Overall length (effective dimension): 254mm
(10.0 in)

Rligegeions To outer cover (bottom) (M): 358.1mm (14.1 in)
To outer cover (bottom) (L): 111.8mm (16.2 in)
Width: 111.8mm (4.4 in)

Weight 3kg (6.6 Ibs)

Max. body weight

Max. 125kg (275 Ibs)

Maximum possible

flection angle

132°

Operating temperature

-10°C/+14%F to +40°C/+104°F
If the device is stored below 0°C /+32°F for an extended time,

device will not perform as expected.

Internal power supply

Li—ion battery

Product temperature for

charging

0°C/+32°F to 40°C/+104°F
*Charging at between 10°C /+50°Fto 40°C /+104°F is
recommended.

Please note that the specifications are subject to change without notice in order to

improve product performance.

34
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14.2 AC Adapter (Battery charger)

Model PW-M065A2-1Y190A

Input AC100-240V, 2-1A, 50-60Hz
Output DC19.0V 3.24V 65.0W Max
Mark IEC 606011

I 15 Environmental Conditions

The device is not waterproof against rain or submersion.

If wet, wipe the knee joint and parts with a cloth and dry thoroughly and naturally.

No salt water or chlorinated water allowed.

If the device has been submitted to these conditions, it is must be sent for service

to BionicM
Use Shipping/Storage
Temperature -10°C~40°C -20°C~60°C
30%~75% 10%~100%

Relative humidity

non—condensing

non—condensing

Atmospheric pressure 70kPa~106kPa

50kPa~106kPa

SNO07-IFU-01-002
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I 16 Electromagnetic Compatibility

16.1 Warnings for Electromagnetic Compatibility

This product is a device that complies with the EMC (Electromagnetic
Compatibility) standard IEC 60601-1-2:2014+A1:2020, which is required for the
safe use of medical electrical equipment. The EMC standard is a regulation that
ensures the safe use of medical electrical equipment by keeping the noise
generated by the equipment from affecting other devices and by minimizing the
influence of electromagnetic waves emitted by other devices to a certain level. As
detailed information regarding the EMC environment necessary for the safe
functioning of the equipment is required to be provided to users according to IEC
60601-1-2:2014+A1:2020 (Section 5.2.1.1), we provide the technical information

below.

@ What is EMC (Electromagnetic Compatibility)?

EMC (Electromagnetic Compatibility) is the ability to meet the following two
requirements:

— Do not emit noise that causes unacceptable interference to other electronic
devices in the vicinity. (Emission)

— Withstand the electromagnetic environment, such as noise emitted by other

electronic devices in the vicinity, and perform its functions normally. (Immunity)

@ Technical explanation related to EMC (Electromagnetic Compatibility)

Medical electrical equipment requires special attention concerning EMC, and failure
to follow the EMC information provided may result in serious accidents.

— This product requires special attention regarding electromagnetic compatibility
(EMC) and must be used according to the EMC information provided in the EMC
technical documentation.

— This product may be affected by portable and mobile RF communication
equipment.

— Do not use this product in close proximity to or stacked with other equipment

(except during communication).
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/A WARNING

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

/A WARNING

Use of accessories and cables other than those specified or provided by the
manufacturer of this device could result in increased electromagnetic emissions

or decreased electromagnetic immunity of this device and result in improper
operation.

/AN WARNING

Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 30 cm (12inches)
to any part of the device, including cables specified by the manufacturer.

Otherwise. degradation of the performance of this eauipment could result.
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16.2 Electromagnetic Emissions Compliance Information

Emissions test Standard Compliance level

Conducted and radiated RF emissions CISPR11 Group 1 — Class B

16.3 Electromagnetic Immunity Compliance Information

Immunity Test Standard Compliance Level
El L A +8kV contact
ectrostatic discharge IEC 61000-4-2 oKV 4KV, 8KV, = 15KV air
10V/m_
Radiated RF EM fields I[EC 61000—4-3 80MHz 2.7GHz

1kHz 80%AM

Proximity fields from RF

wireless communications IEC 61000-4-3 See table 16.4
equipment
Electrical fast o +2kV for power supply lines
transient/burst IEC 61000-4-4 100kHz
L +0.5kV, = 1kV line(s) to line(s)
Surge IEC 61000-4-5 | 55,y ¥ 1KV, 22KV line(s) to earth
3V rms
. 0,15MHz — 80MHz
Conducted disturbances IEC 61000-4-6 | 6V in ISM and amateur bands
induced by ields between 0,15MHz and 80MHz

80 % AM at 1 kHz
Power frequency magnetic IEC 61000-4-8 30A/m

field 50Hz and 60Hz
09%U+:0.5 cycle
0° ,40° 90° ,135° 180°
Voltage dips IEC 61000-4-11 |22 270 and 315

0%U+:1 cycle and
70%U+:25 cycle
Single phase: at 0°
Voltage interruptions IEC 61000-4-11 0%U+:250 cycle
Proximity magnetic fields IEC 61000-4-39 | See table 16.5

Note: UT is the A.C. mains voltage prior to application of the test level.
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16.4 RF wireless communications Compliance Information

Test Band Maximum Distance Imgt;r;ity
frequency (MHz) Service Modulation power (m) level
(MHz) w) (V/m)
380~ Pulse
385 TETRA400 modulation 1.8 0.3 27
390 18Hz
430 o
~ GMRS460, +5kHz
450 470 | FRS460 deviation 2 0.3 28
1kHz sine
710 Pulse
745 7(7)37 I1_23I'I%Band modulation 0.2 0.3 9
780 217Hz
810 GSM800/900
800~ TETRABOO, Pulse
870 iDEN820, modulation 2 03 28
930 960 CDMAB50, 18Hz
LTE Band 5
GSM1800;
1720 1700 | CDMA1900;
Pulse
GSM1900; .
1845 ~ DECT: modulation 2 0.3 28
1990 | LETBand 13, | 2'7Hz
1970 4,25,UMTS
Bluetooth,
2400 | WLAN, Pulse
2450 ~ 802.11b/g/n, modulation 2 0.3 28
2570 RFID2450, 217Hz
LTE Band 7
5240 5100 Pulse
5500 ~ Z\I/I;]AN802'1 1 modulation 0.2 0.3 9
5785 5800 217Hz

16.5 Test specifications for ENCLOSURE PORT IMMUNITY to
proximity magnetic fields

Test frequency Modulation lMIEAE%'\gIT(I\}-rE)S T
30kHz CW 8
134.2kHz Pulse modulation 2.1kHz 65
13.56MHz Pulse modulation 50kHz 7.5
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I 17 Frequently Asked Questions

Q: Is the product

waterproof?

A: The product is not waterproof against rain or submersion,
so please handle with care.

If the product gets wet, wipe the product with a cloth and dry
it thoroughly and naturally.

If there is any abnormality after drying, please contact us.

Q: How many hours does
it take to fully charge
the battery?

Depending on the remaining battery level, ambient
temperature, etc., the battery will be fully charged in about 3
hours.

Q: How long will the
battery last?

When fully charged, it can be used continuously for
approximately 22 hours, or 1 day of average use.

If the prosthetic knee is to be used constantly, it is
recommended that it be recharged once a day.

Please also check the “Frequently Asked Questions” on our website.

40

SNO07-IFU-01-002




BIONIC@

I 18 Signals

18.1 Signal for operating states
Beeps and vibrations notify the patient when switching between walking and stair

ascending/descending.

Signal notifications regarding operating status can be toggled

on and off in MoPro.

. Vibration
Event Beep Signal .
Signal
Operation transitions other than the following Once Once
Standing > Ascending stairs Twice Twice
Walking (small steps) — Standing Twice Twice
Ascending stairs — Walking None Once
Descending stairs — Walking None Once
18.2 Charging status signals
Vibration
Events Back LED Color Beep .
Signal
. Flashes in colors corresponding to . .
Start charging Twice Twice
charge level
Lights up in different colors
i ) Twice Twice
Charging complete according to charge level

Battery charge status

How to check the charge level.
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18.3 Warning/error signals

18.3.1 Warning signals in use
: Vibration . .
Event Back LED Color Beep Signal Signal Required Action
The temperature of the
product is low. Move the
product to a warmer
Low environment such as
temperature indoors. Although the
pet Flashing orange . . product can be used
conditions . 5 times 5 times . .
(Warning No 5 times continuously, if the
70028 0’%40:‘:) temperature is outside
the permissible range,
the joints will be put on
brake and the motion
assist function will stop.
The product temperature
Hich is high. Please refrain
teﬁw erature from activity. You can
concFi)itions . continue to use the
(Warning No. Ela'shlng orange 5 times 5 times product, but |'f the g
0028 0080” times temperature Is outside
or “0032 the acceptable range,
0001") the joints will be put on

brake and the motion
assist function will stop.

42
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18.3.2 Error signals in use

Back . .
Event LED :i::; V:iz:‘:l’" Required Action
Color
The temperature of the product is out
of the acceptable range. Move the
product to a safe place (where you can
Hypercooled Pink sit) and a warm environment such as a
state blli:king 10 10 times room, then turn off the power and
(Error No. 10 times times discontinue use until the temperature
0028 0400”) is within the permissible range.

*[f the temperature is not back within
the allowable range, an error will be
notified after restarting.

Excessively The product temperature is out of the

high acceptable range. Relocate to a place

safe for sitting down, then turn off the

temperature Pink power and discontinue use until the

conditions blinking 10 10 times temperature is within the permissible

(Error No. 10 times range.

0028 0800” times *[f the temperature is not back within
B the allowable range, an error will be

or 0032 notified after restarting.

02007)

i There is a possibility of malfunction.
Possible Pink Relocate to a safe place for sitting
malfunction blli:king 10 down, then turn off the power and
(Error No.: 10 times 10 times | restart it. If the error message appears
other than times repeatedly after restarting, discontinue
above) use and contact the manufacturer for

support.

MoPro.

When an error occurs, the error code is displayed on the

SNO07-IFU-01-002
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18.3.3 Error signals during charging

Back LED Beep Vibration . .
Event . . Required Action
Color Signal Signal
Charging error. Turn off the power
and restart it. Also, check the
Pink connections of the power cable and
. in
Charging Lo 10 . AC adapter, and that they are
blinking 10 . 10 times | q h g
error times times properly connected to the product

and the power outlet. If the error
repeatedly appears, contact the
manufacturer for support.

44
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Symbols

Consult instructions for use

Manufacturer

Type B Applied Part

Non—-ionizing electromagnetic radiation

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

Indicates the temperature limits to which the equipment can
be safely exposed.

Indicates the range of humidity to which the equipment
can be safely exposed.

Indicates the range of atmospheric pressures to which
the equipment can be safely exposed.

Date of manufacture (YYMMDD)

Serial number

Model number

Positive center connection

Direct current
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I 20 Trademark

All product names mentioned in this document are subject without restriction to
the respective applicable trademark laws and are the property of the respective
owners.

All brands, trade names or company names may be registered trademarks and are
the property of the respective owners.

Should trademarks used in this document fail to be explicitly identified as such this
does not justify the conclusion that the denotation in questions is free of third—

parties rights.
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I 21 Software License
L1777 77777777777777777777777777777777/77777777777777777777777777777777

Open—source software

This product uses software under the following open—source software license.

Zephyr
Copyright: The Zephyr Contributors.

Licensed under the Apache License, Version 2.0 (the “License”); and
You may not use this file except in compliance with the License.

You may obtain a copy of the License at
http://www.apache.org/licenses/LICENSE-2.0

Unless required by applicable law or agreed to in writing, software distributed under
the License is distributed on an “as is” basis, without warranties or conditions of
any kind, either expressed or implied.

See the license for the specific language governing permissions and limitations
under the license.

L1111 7777777777777 777777 7777777777777777777777777777777777
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| 22 Link

You can view the operation and training methods for Bio Leg™ and the dedicated
app MoPro™ via the following URL and QR code.

MoPro™ Guidebook for Professionals — App designed for Bio Leg™
https://bionicm.com/file/mopro_beg_en

EFpE

=]

The Bio Leg™ & MoPro™ Practitioner’ s Guide
https://bionicm.com/file/training_en

[=;

Instruction Manual for Professionals https://bionicm.com/file/ifu_pro_en

EFR:E

=]

MoPro™ Guidebook for Users App designed for Bio Leg™

https://bionicm.com/file/mopro_user_en

Instruction Manual for Users https://bionicm.com/file/ifu_user_en

OFai00
[
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/l\ =y
BBERETDRIE. ARHORYS LI EBET> TS
AAISERY =R IECTHBETSERET B TNABYET

R
/!\ PRy =Y

L THESNT AC PHT4FLUNTRIEEBETHRNTI SN
BEUND AC TR TREBRT—TILTRELITILHBNWIBET EETLAHY
EER
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' \\ N
! R

RABAYVIL 7 FEESN-BI{EFRE TRIFS B TS

BESNEBEBRELUNNZVINIZTNA VR —ILEN-BE . BEOFREEN
RETIETNIHYET,

' : N
! R

BBEV N EQMILIE, U AR BB R L AT oTHEEL
BTSN TOAENES RUDEA, FEDAMESHEE) ERAGICRE

ENELERENGEILAG T HRIRERMEAHYFET T HEDHBORRAIZEG
YEY,

BREOWE (MEADE, HEIA/ 5A—48E) (&, SHARH-BERERTLT
STLHEEL

BEo-EERTIE HRMAFHEHBEZICLY . FRAEINGELEEGETIEELH
YES,

>EAEDHREFIRICHEL ., HBROREEHEREIZIT TS,

' \\ N i
! R

WBEERLERO LYTYETSRIZFEL TSN
BIEGE—FEFERALGVE, FIRAENEGET SREAHYET
>R THRBEERT IRELT FIYVDOFAFDEEDHILEITo TS,
AEDFIBIR - THBELENTE—F~AETEL-RERLTIESL,
FETo-&., BERTOFERZToTIEEL,

NS

#BEHLLBMETEREEALGL TS
HBRNRHAL. BBEVBIBTIETNLHYFET,
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RE ST
/!\ Py =t

HAEREHRITROTILEN
ANFICLYBBOBRENEIY ., HBENKE/ BT IEENABHYET,
>AERBOFRIZSRLTIEZS,
RETIRE. RBEFR/LTHLREL TS,

A\ EE

RE/BEPITFDECHBHACNL RZHRE, FRRICSAGL TSN
NEBOODAIZEYEGRABIET E2EENIHYES

A\ Em

BEORE/ @R EHEESAERETT TSN
BHESNERELUSNTRE/BESN-5E . BEVBIETIEETNLHYFET,
A GF Li-ion BtZEFEAL TV EY  fEESNEREUNTRESN S EICE
MDLIE X BRENFORRIZEYET,

5.4 b3

A\ s

BBREZEALGVVEAETLEHANL BNV ETT,
HERIZIL Li-ion BAABSN THEY . REFRBZTHOLBNEEMNSIET SHE
ENHHYET,

Plllj
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ls EARORESR
6.1 BWEREELIVHRA

&% .
Bio Leg (SN007) Knee joint (E53wK)
NEHAN— (L) (B)
HEDN—(TER) (B) 1
BREBAE (R E) 1

feln

—_

—_

AERZFZ, VTIMOF1—TTETEEFENF A BREELICI>THEREOHKE
[CEDLE-EYGEHMERELRREHEI TSN, AR LBAEHOETERLEYY
YhE, B BEEHELTREONETS,
ViIrybERYHESIVREE RS RICHRGNEBETL. EEAMRICEMLZVOESIL
2N, BEERASRIEBLEZTHOLRVTHEAT 58X BERAEENLAEA
40mm L EBEND RISV Ty hERRET - ERIL TSN,
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6.2 REEIZDOLT
BHRBOWKET, FHMSEERCHLTH 22 BREATEET,
KRBETIBICIE. UTOBEEF TR,
> BRFEBERATISAE. RECLIE1ERRETILEREHLETS,
> 1 EOXEECEAEEEETESL512T 20, MREFERATIEMETHRNSE
BEa—RENSEOTEELY,
> HHTHEATHEEE. NyTU—% 4 BRI EFRBELTLEN,

AAEEARELD LED AFRIZHY, RBIEE—TEMNIBLETN
yT)—EFEL T,

621 FEAHX

1) RTES—TILDIEVTS5% ACTETAIHEHELTL
pit= AN

2) AC 7HETB%EAVEUMIELAHET.

3) RET—ITINOREISVERMBRFOREZADICHE
HLET.

4) REFFBLET.

5) REMNTETTEL IRBMBLVE—TENLRESN. BE
RE D LED ANEATLET.

6) REMNTET LIS, REY—TILEBFBFEISHLTLE

U,
FRENELBIESNBE . EBELUE—TEDRESN. HER

2D LED AmigLE T
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622 EHREBOMRAE

BEARIVERS LT, BHE LED OB RBBIVE—TETRELANILEHERT ST

EMTEES,
TEERE L7E LED & Beep signal Vibration Signal
61%LL Lk & 4 [ (5<) 4E (5
41%~ 60% % 3@ (5&<) 3@ (5&<)
21%~ 40% ik 2 [{ (5&8<) 2 [\ (52<)
20% LT ES 1[E( 58 1[E( 52<)

RERT7ITVr—2avh b RBELRNIVEER T HENTEET,

SNO07-IFU-01-002
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6.3 shEEH—
PN N— (L) (TR R E AT B, BICERY A H=RAECLTGEEL,

=

@

D HE&EHN—(LER)
@ NEHIN—(FER)

@

HEEN/N—(TE) IXBEBEDEFE/ A TODRSICADLETH AR
FERL., BREETFHLEWNIEEFRERLTIESY,

6.3.1 SNEH/N\—DEF
D NEHAN—EHETHILELAL LS. ERICATENSERELET,
2) ERIZHDIRCEROFET , (FHFHREEE)
3) NEAN—TEHERANSELRAL KSIC, EAICATFHEALEELET,
4) ERIZHIACERD THEA/N—LE - TEHE—HKICEELET .

(B ch#k&ENER)
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I 7 HABRR7IVr—3> “MoPro”

HER7SIT—ar (L. MoPro) &#>T, EBFEDEREEHIZEDOETT AR
NAHREDRENGA—RERBTBHIENTEET,
Fl= N TFY—FRELRIGELHERTHENTEET,

FI)5—2av(dFE URL £=1E QRO—KFREYRBTEEY,

https://apps.apple.com/jp/app/mopro—bionicm/id1602657293

)

7.1 Bh{EIRIR

MoPro (AT DARL—T AT VR T LATRENERINTLNET,
> i0S13 L%

>  iPad 0S13 LIf%

»  Bluetooth 4.0 LI[%

1.2 PAVr—a EROER

MoPro L& BT BRI, U T DI EERERL TS,

>  E/NAILIFERD Bluetooth AEFHLTLVHIE,

> EERATHERE—F (A TZ4E—R) [ZE>TLVEWNI L,

> ERERASAA—RURERELTLND IS,

> BEEIIEROVITILFUN=ERTYLTIRRT—FE2AET S,

T FUNR—ER R TEIZ—IIL TS TOET,
[ SN IDXFDHEIZRKREINTLNS 6 HTOEFTT,
RV IRAT—FIL, B OR— LR—CTHEREWEFITEYS,

13 7TV —a>(MoPro)D ) EIEE
MoPro MERIZ(E. FIFARII D EEA® Bluetooth EHREENNETT,
FEL<IE MoPro MELEERBAZEZ ZE ALY,
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BRARI(IHRBFOLEICHYE
E

BRARZ =W L BIRLED A
BEITRY. ERENAUICRYET,
BEEBERRIEZHL, TR LED A
HITTHILERNSA TDRETT,

EIROFFIRE EIRONIKRE

s BREEBEITHLER.BREAIICLIRETEREL, ELKE
BENTWSILEHRELTHLEREA VICL TS,

o BREENT EEE BRNFDITE-TNSILEHERL TS
lI\O

o BRELENPIEBEICEY, BREZEBELTOVEWVAET—E
FEARRIBY 5L BBMICERAATJIZEYET,
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811 FArE—F
MoPro THAME—REIA U IIZRET SE. RELBERMSFRISEOREHIZHL
T.ERLED BXUEMELED Da LT BATDERENTEENDBYEEINET , TAME—F
DEAZE LA T2 TWVET,

FARE—F: F> FALE—F: F7
BEEEER | BELED | EEAUAD 10 BEISHST R AT
_ TRLED | FEBUANS 10 BRITHAT R AT
TR BELED | REMMAS 10 BEISHA R A

FALE—RTFA IOKRETEH, TEFICETRIVERLTLSM
(3@ LED A EiEL. /Ny TY—R =N LED B THRRSN, BiR
LED % 10 ¥ mATLET .

8.1.2 BHEIERAHEE
TE. 2D2DOWRIZBNT., BREEHIF TAHIIZTHIET, N\yT)—HEXHNZ DH%EE
NEHIhTLET,

8121 ERHLGNELLLHEE
ERENL. REORBEENTLICHELIZIRET 30 2iiBT 5L, ERNBEEIMICA
IITHYFET . BETCLWSMELGE . BREFEFLTLVEWMEEDERELENIZKD/\yT1)—
HEZMHIET - DHEETY,
COMBETMBIRETAUIZH>THEY . A TITT B LIETEEE A

8122 [EE{IEIENEEE
B DRKET—EBARAT 5L, BRNVEBMICAIITHYET,
EHEMES-FETORESET I, FHIREICEZN\vTU—HBEHILT 500
BEEETT , COMEEXFBIIREETA DIZH->TEY . MoPro THUIZT B EMTEET . F
t-. BBMICEEBENA TITHEETOERE MoPro THRETEET,
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8.2 B{EE—FIZDIT

821 3IIfi

8211 MEu®DEHER(A—ILTAVY)

BORICHT HEREELSE LT, ALBHINE
® BEET.

COEHERIE. BETYCEY BRI CLEE . RELE
A L—XBEEEYR—ILET,

8212 I{ut#HBI(KREE)

BRTEEERMIEEE 1.5 BBELTOSE, BERIETHABEELH. ThM
BE—RICAVET  BEEHERN ST L. THBHE—FIBBINET, BRERE
[ZEF R CHREE B R A BT ENTES I, KEEBET-1=Y , (B ZHY
Mo =YUFBIEMTEET,

BREITT H, REHEEZRIAT 2FTORILNE. BLUREEE
Fta 9 SRR RIE R A E O FEE (LB S HENTEET  MoPro T

FTMABIDREICTREST HENTEET,

68 SNO07-IFU-01-002



BIONIC@

ET—E—DTVAMIKY RELIZIZEENSR L
—RXIZRO—SERYHEL T, BN ERBISBITL
9,

WHIARICEIBE R BICIE. + AR ERRICK SRR
BEEL. EROREHEHRICIIERDOERYELE
TBHEIITLTLZELY,

BEREBRICOODTHSTIIRE. BTFAEDIN —=2TET
B2 TLESELY,

8221 IIfI4H
BT C—EBOWENEA>TOSRETIE, MO BHERNELET, ChIzk
Y. BB OBFINORVERLSEET,

BEIEIDBS LB T S EMNTEFT,
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8222 hRiI4H
WA T, Bl - BREAENDERB IV TORANNZREL, ALA—XIRRER
BIENTEEY . ROMAYBEEHE . RRDBRET VAN HITREITER
FTHIENTEET,

TORNAFRES D ENTEFT,

TYRNNEBT DEBRBMNEBBLET A ABDREEICKS
T. TEHEROEENBAGLENH L, TELTHEL T

823 REEfI-idbEMNY

BFOEMESUILE LAY EERFIZ, BRODErREH
DFIES, BRERDT L ANEITEVETS,
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8.2.31

PBE sz

BEDEMED EEZ LMD IEBRE &L TR F O JE il
ERICE ST EEDREYFICHITTESZEATEE
ER
BFICEMNT, BRBRFH 90° BE/MA>TULSIRET,
BERBICHENDNSLGVREDEE 5 RIS
& EME—FIZAVYEY,

BEE—FICASE. R FOEM-HROM AR
HERAFBIN. REDREFMNLOIBRYET,

£l

BEAIE—R T, BHIARICHLTERNMBEES . MEFARIZEH,
FIEICKY ., BHARDERIT/NSKGYES, 20O BRFOAE
AEELGLMRRET 2 B F 9 5L BE. BHERNBEET,
R OIRET—ERHEN AT L. BERNBEMICATICTEHER
EEMEENHYET WHAIRETIE., B EREEIA TICH>TWE
EDB

PERIET ALK YEBIRA DICH oz, 315 LAY TS R MEEEEFI
AT 5580, HTEMRT5LTE. BE. BRRMVFERLT.E
BEFUNTIDBENHYET,
BENATORETCHEZERTLIE. EEELVGRTLIETNALH
B=HEBLTZALY,

EEGIETEEEDA Y -4 7. B LU B ETEHEENNMEBI T 2FETOR
fEllE. MoPro TERETAHIEMNTEET,
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8232 1iBEMNY

A5 ENYEMERIT, BRARADT A ERD
RIc@E, Kkeib LIF 55 EAYE—RIZAYET,
1) MR EHFTEICFAEET .

2) EAZOORIAITHEIT TS,

) BRICAEENTHCEEEHLTHEIFICHE
ENMTEHE BROBBEARNDTOAMBEES,

4) RO EERICHELI-CEEHRLISA T, HTEMEIC
BITLTEELY,

VBT AEEFTRATAL EMNDLIICLTEELY,
BRETEMERTEDLD. THITHREL TS,
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8.24

e Fx 57 B2

PEER D F IR ENE RS IR BEHER DO RIECRBRDOT L AN EITHEITET, RA—RK

FEREMBLET,

REEEY

8.2.41

J

D BFFFYEFERAL T,

2) L, FIESHTE-R T, FEUIBRIZERERD 1 BB
IZEEET,

3) B FAMBUTAREET, FFUIMBIORZE L. i
FEEHL EITFES,

4) R FELORICREL-DICRRAOKRELEELIT
BE. BBFEABEIZAOASHEVLSEHBLEST,

5) REEZ LDEICRE . BERICAEENTHE. RED
BBV KSET D ANEE. B EYEIRET I XL
LFET,

6) MEBRZ LU -OSTEIEEL TR B ZRTIICIRY Y
L. BB EVE—RZM@BBRLET.

e
TIOANNPRBFORMABELEIL, MoPro THREITBHIEMNT

EFFET BEE LYK hof-0, R EVT O X MEREZERERRT 5 &5

[TEEFITEHRBAL TS,

BRI DIZITTR 2 DOFENHYET,

s ERAIORMERISETRIC. ERMICREOREZHIT. S
TOWERIRRIZ A D ESHBMEEITES (BERRSh b L. R F AR
L. BRaEhf-CtE1—F—(HDEET),

s MEZEMIELRETILMERY., ZOFEFE5 HEFD,

B EYT S RMEREZERL TOVELMREETEHITT D&, KEEN

[EEAL . TREASHTIICH T A DM EBh, EFENGRETIETNANH

UFET BB EYT7S AMEREE MR T 2B B L EFEICTH>TLE

LY,
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8.24.2

R TY

N BT FFYEHRALTIZEN,

e

2) MBI, FFHITE-FT, OIRBAIZREER D 1 BRBICEAL
EX I8

3 BZROEMENZEMALT. REZRRAICREFE R
BFLEHFTOEFET,

4) FEUIRAIA T DERICHELI-5, BRAIZHS LIFTRD

BRICEZET,
5 ERMEMY SERC. B FIBEREMURETILES
VEI,

6) BEERETYURA =D, HTEEELTRREZRICIRYHL. B
BTYE—FERBRLEYT,

COHEIFESITHE LT, TELTITH> TS,
RENEHALEML-BEICOA S ATLMNELLREL., BRR®
gEMNarO—ILENET,

e
EREROEEO, EMERTICRBF AL ESAELLE X MoPro

THABIHIENTEEY . BEZTYRD 1z BERTY7 VR

HEEEMIRY D &IICEEHICHBAL TS,

fERR T BICIE TR 2 DOAEDIHYET,

s ERAIOEBERNMOETIRIC. ERMICEEDREZRIT. £
TOBEBICA D ROILEMEEITRD (BRI D& IR F AR
BL. RS hizllE1—V—(ZHLEET),

s MREZEMEIULKETIMZERY. TOFEE S HEFD,

BEEETYUT S AMEREEBEBRL TULVRLVRRE THATS H &L TRRAVAT

[CHTLADMEN, KEENGETIEENLHYET .

BEERTYU7 D AMEREE MR Y AR BEE BB ST TS,

74
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825 IRE

8251 3RELY

ERERYHIIRIC. R FomEN 2 O—LEN, RO
Q EITRRZHLOILLET,

8252 FETY

Q £ ZAIAEIC OV THRSF OB N A EdER A
L. BREOREAIVFO—LEN, ADELIMECRELE

¥,

BREAEHLTOTHEMARBSSNER A,

"%

REDAHENRGIZRIT, BRTYE—FIUIVEDLSAIREEAH
YET ., BETYE—FIZOYBEDL>TLE G EIZIE, BEERT VX b
HREEMIRL THITL TSN,

rg.24 BEERFBRREERIZSRLTILSL,
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83 EBRONTA—FHE
MoPro Z{FE AL T, ZENME-HEED T VAN ABEDINGA—RRABET HENTEET,
EHIE MoPro EDAILT . B LU MoPro M EIRERBAZESBL TS,

TI)4r—avId TR URL F£1z1E QRIA—FLYBGTEET,

https://apps.apple.com/jp/app/mopro—bionicm/id1602657293

K HRADREIZONT

> RERBREALGVEEE. SRSEDREEEITTREL TS,
> REBEALGVMGETH, RAEEHAMICHEEL TSN,

10 SREOBFALIZONT

> HENENEEE BRAKTELSERELMVATEEZHTZEN,
> FEHALERT OTHEVATERDOKKEZHERY., LonYEBREIESE TS
LY

11 REOREEASTFVR
A—HF—DReH. BEOEEEOHR. RIIDORE. BXNLGREEEEELMERER
HDFER. BLUEMC ZL2MEDBIED=HIZ. 12 y AR TOER SR E 24 v ARIRT
DEEAAVTFUANBATY, HERIE RO 1 AN 2 v ARFETOH T HMZ
RBHTUVET,
FRSNTVSEBEDI7— LI I7EOEHEROERITBLETHOEHLEZE
(A

11REEDH R

AUTFURBICIE, RELOSEHEEAEICH LT, BN —ERDNEHTRESN DS
BV EFOERRBLYICEONWTERSINIGELHYET,
*Bio Leg A&{K
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N 2R AR EREARR
> 3 EMOE SR

> BEOER

> TEHAUTFUX

KA LD BEREFITENGHEAA X BEFETE
B HHVFERGEFVARE THEE, BHIBLIISA1E, REED %

ENESETWEEGENHYET .

11.21 ATFUR
BADMRETHIFL, RECHFEOWEEHIZH BESNEER ALV TFRERITT
<FEELY,

EHALTF VAT, BV —DRBRELVEFEL-H RO
ThWET,

11.22 EHATFURX
> SEREECIFT125A8. 24 hAEDEYEEALTFUAREENET,

AT FOANERENGEAST-IHE . ETORIANEHIZLEY
FITDOT, BT RIFTLSL,

NIMFDBEREIZDOLNT

ABGIEIAE 125kg DEFBELNSERICHLT 5T 7ILEER 300 BEIZHIT558
ExALTEYET . REFERICEITHBELIEOBRBIT OV TIIRIEARNTT .
* [S010328-P6-125kg IZZEHLL 1-FHERZE Efk
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12 BBOEE

AT BEOREIIL—HEIZUNTAIEETEERE A,
BEFVOHBOEFIZEHLTICEELESES. BRECRBICEELEEEZRIFTETL
BHYET,
BREOCRRIZEALTIE. & BARDIETRIZH TS,
BE. RESIZ(F Li-ion EthAFEFARASNTLET,

[ 13 EMER
TRTOZENEHEEREOBRFNREL . FERAL TS,

1318

BLETTIE A EICRBEINHBPE LIV RICH O THEANFERSN IS S ICOAERE
ZEVEY AEDHAZHESEAL. FEUGERACHGOREICL - TELEEFIIONT
X BETFEREREVEEA,

13.2;5R915 3R
FERHEEICOVWTIITART, CERICEPEOERNEICEMLEY,
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[ 14 BBOHR

14.1Bio Leg

E-R e Robotic Prosthetic Knee

Fiz Bio Leg SN007

BEfREs GEfL) ES3vk
£ F: 282.3mm
2R (E$%): 254mm

sHis S\ 2EH/N—(TEBET) (M): 358.1mm
Sl aEH/N— (FEBET) (L): 111.8mm
tE: 111.8mm

HNEES 3kg

FERERKGE B&K. 125kg

XA BEAE 132°
-10°C A5 40°C

ENEBE * RSN CLUTORIETREBEGRESND L EEILH
HEYICEMELACEYET,

AFER Li-ion Ejth
0°C M 40°C

S ERE "5

* FEERFL 10°CH D 40°CHEEEHERLET,

14111 AC 7R TR (FER)

X PW-MO065A2-1Y190A

AAh AC100-240V, 2-1A, 50-60Hz
A DC19.0V 3.24V 65.0W Max

b5 ki IEC 60601-1

AERERET DL LD ACTHTIOAERTEET,

SNO07-IFU-01-002
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115 GRS RERSE

AEBFIBHKTEBYERA . MPERKITEBELTZEN, FN5EE, BREET O

MEMTHEMY ., TLITEFEIE TS,
AEMEIRKLERKICHMNAGOESZLTZEN,

AEGBNREICHENIISEE, B —EXNERTIDENHYFT,

<ER-RE-EERE>

AR - REREE
BE -10°C~40°C -20°C~60°C
\ 30%~75% 10%~100%
E HELRECE BELECL
T 70kPa~ 106kPa 50kPa~ 106kPa

80
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|16 EERYSEH@LE(EMC) B

16.1 BRIMIIEICDUINT

AWF L, ERESHEBORLLFERICHEL EMC (BRI ILE) 3 #& IEC60601-1-
2:2014+A1:2020 [ZHEEHLL =B TI, EMC BRI IX. WBEINRETEH /A XM D EE(IZF
EBEEZLTVEIICL thDEBISHKELNIBHEDEELF—ELNILIZIMNZBIET,
EERESHBRORELGHEREHER T H-ODREITI , IEC60601-1-2:2014+A1:2020 (&5
232 521.1) IZHL. B ORELEEICREL EMC IRBICE T 5MEHRE1—Y —
[CRETIVELNH D=0, UTICHMTTERERELET,

& EMC (BRI Ex?
EMC (BRARIIM) &l RD 2 DOEEEE-TEEHEFLET,
EEOMODEFHSRIC, FERTELRVNEEEFEZ5L5G /4 XEHSHL,
(T2yiay)
FAEOMOEFHIBIMOHINE /A XE, FRSNDGFTOEHIREICH R . #a5
[CHBEZ ERICRETES, (132=71)
@ EMC (BRI 1%) (=B S a7 Sies
AESHRIE.EMC [CEAL TG FEZ WL ELL., RIZEE T 5 EMC DIFRIZHK
DhEWGEICERGERENRETIAEENHYET,
CARB G X EREF L (EMC) IZBEL T, BRI EEN B ETHY . EMC Biffi ERHSEES
N1z EMC ERICEDSWLWTHEALLZ TSI,
SRRV HEREERPDEEHFRICIVARERIIEEEZTHIENH D,
CARB T, OBRBRICEFIEY, EREYLEERETHERALEWL E, BIEREZR
<)

A B

HEEMOMSILBEELTERLEZY . BAERTHERLEZYT AT TL
f—éL\ LN, BEDESIERITRAREADYET . TOLILERANDELIS
BlE. COEBLHBOBBNERICHEL TS IEEHERT H-DICERITINEN
HYEF,

A\ ws

COEBEORETMNEEFFRELIZLOLUNDT VY —0r—JILEERYT
S&. COKEDBHMHAEMLIZY ., BHMEAETLEYLT, BRIEFZSIEES
JHREMLHYET .

A

B RFBERKZ (ToTH7r—JILONEToTHHEEDEDHBEST) (X, &
ERMEELES—TILEETEEDOLNELE DM 5H 30 com(12 10F) LLEBELT
FERALTZEL, Z5LE0 e COEBEDMHREMNMET I HAIEEEAHYET,

ullm

1]u||§-1.*

A
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16.2 ISV aVviEAREELUES Y

ISy avHERIAR HERARE A
EE /RS RF TSy 3y CISPR11 Group 11 - Class B

16.3 /13a=T4HEL AR

132 =T,HBRER BARNE 1Sa=T1HEBELAIL
m—— L E8kV B
HEIME IEC61000-4-2 T 9KV, = 4kV, 8KV, +15KV air
T0V/m
%4t RF ER IEC61000-4-3 80MHz~2.7GHz
1kHz 80%AM
R%gé%g&xgﬁ%ﬁﬁ%@ IEC61000-4-3 164 HESHE
E:RLE’L—:JEL/EEE%/ A +2kV AHXREHR—FA
friaiivs IEC61000-4-4 100kHz # 3% LR 3
+0.5kV, = 1TkV(TA-S5 1)
b= IEC61000-4-5 +0.5kV, = 1KV, =2kV(5 1> - HhfE)
ADXRFEHR—LH
3Vrms
] 150kHz ~80MHz DD ISM RV T7IFa7
?gy;ﬁ,éiﬂﬁllé:ofﬁﬁﬁéhéﬁ IEC61000-4-6 %f&%—c‘
= Y
1kHz T 80%AM
ADKRFREHR—
PR ———— — 30A/m
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Zephyr
Copyright: The Zephyr Contributors.

Licensed under the Apache License, Version 2.0 (the “License”); and
You may not use this file except in compliance with the License.

You may obtain a copy of the License at
http://www.apache.org/licenses/LICENSE-2.0

Unless required by applicable law or agreed to in writing, software distributed under the
License is distributed on an “as is” basis, without warranties or conditions of any kind,
either expressed or implied.

See the license for the specific language governing permissions and limitations under the
license.
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