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1 Important information on this document

INFORMATION

» Please read the entire document before using the product.
» Keep the document with the product and only give it to other persons with this document.
» Please contact the manufacturer if you have questions about the product.

1.1 Scope
This document is valid for the following product:
Reference number Product name Year of manufacture
Serial number
16ES100=3 Ottobock Shoulder 2022
16ES100=3-L SN: YYYYXXXXXX

» Make note of the reference number and the serial number on the nameplate.
You will need this product information when contacting the manufacturer for enquiries.

1.2 Approval date
This document is valid as of the following release date:

Printing reference number |Version Release date [year-month-
day]
647M10=* 04 2022-12-19

1.3 Explanation of warning symbols

/\ WARNING
Warning regarding possible serious risks of accident or injury.

/\ CAUTION

Warning regarding possible risks of minor accident or injury.

i

Warning regarding possible technical damage.

1.4 Pictograms

e Cardiac pacemakers and implanted defibrillators prohibited

* Hazard warning

> @




Upper extremity (e.g. hands) crush hazard warning

Magnetic field warning

Read and observe this document

Wear hearing, eye and respiratory protection

@

Wear a protective cap

1.5 Symbols

@ | Numbering for the parts of an illustration @ | Numbering for a defined sequence

A\ | Follow the safety notice in the section!

Directional arrow

o))




2 Product Description

2.1 Components

\ {

®
®
® 7
Front view
Item Designation Item Designation
1 Shoulder strap 6 Hip strap with strap clip
2 Arm shell with pad 7 Strap holder
3 Magnetic closure parking position 8 Clip fastener
4 Strap clip 9 Chest strap adjustment range
5 Chest strap 10 Arm shell strap




®

®

®

® 6 ©®

Back view

Item Designation Item Designation

11 Adjustment wheel for support level 21 Hook-and-loop tab for ball holder
12 Support level indicator 22 Hip width adjustment range

13 Joint unit with cover 23 Size indicator for hip width XS-XXL
14 Arm bar 24 Nameplate

15 Magnetic closure 25 Name tag, sticker

16 Expander 26 Back strap with length adjustment
17 Expander cover 27 Elastic lace with strap clip

18 Adjustment button for back length 28 Carrying loop

19 Size indicator for back length XS-XXL |29 Neck support holder

20 Ball holder
2.2 Dimensions and weight

Length 850 mm

Width 700 mm

Height 150 mm

Weight 2.4 kg




2.3 Nameplate

Ottobock Shoulder——@®
Assistenzsystem —@
16ES100=3 —(3)
SN YYYYXXXXXX —(4)
Baujahr YYYY —(5)
Ottobock SE & Co. KGaA
CE YmleSmmls = ®
A\
@
1 = Product name 5 = Year of manufacture
2 = Function 6 = Manufacturer
3 = Reference number 7 = CE marking
4 = Serial number

3 Safety
3.1 Hazardous areas and precautions

3.1.1 Hazardous area 1

/A WARNING

Product contains magnets

Personal injury, influence on or damage to devices or items due to a strong magnetic field

> Keep the product away from devices and items that are sensitive to magnetic fields.
(e.g. active implants, electronic devices, magnetic swipe cards).

» Pay attention to applicable information from the manufacturer (e.g. for active implants).

» Make sure that the product is only used by persons with active implants with the prior
approval of a physician.




Magnetic field

Hazardous area 1

The closures of the shoulder straps and arm

shells contain magnets that generate a magnet-

ic field. The magnets can influence the function

of pacemakers or similar active implants. A car-

diac pacemaker can be switched to test mode

and cause illness. An implant may stop work-

ing. Interactions with other magnetic fields

were not tested.

The following precautionary measures are

provided for this hazard:

Product safety devices

* Information with safety notice in the pack-
aging

* “Magnetic field” danger notice on the
product

* Safety notice in the operating instructions

* Instruction and training for users and quali-
fied personnel

Personal safety precautions

*  Wearers of such devices should maintain a
sufficient distance from the magnet. The
magnetic closure manufacturer recom-
mends a minimum distance of 80-100 mm.

*  Warn wearers of such devices against get-
ting close to magnets.

3.1.2 Hazardous area 2

Crushing

Hazardous area 2

Carelessly reaching into the joint unit or the

expander while adjusting the support level, res-

ulting in a risk of pinching the fingers.

The following precautionary measures are

provided for this hazard:

Product safety devices

* Instruction and training for users and quali-
fied personnel

» Safety notice in the operating instructions
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3.1.3 Hazardous area 3

Entanglement

Hazardous area 3
When using the product with long hair, the hair
may become entangled in the joint unit or the
expander.
The following precautionary measures are
provided for this hazard:
Product safety devices
* Instruction and training for users and quali-
fied personnel
« Safety notice in the operating instructions
Personal protective equipment
* Tie back long hair or
gather it under a hair net or
gather it under a protective cap

3.2 General safety instructions

/A CAUTION

Excessive strain on load-bearing components

Injuries due to changes in or loss of functionality

Only use the product for the defined area of application.

If the product has been exposed to extreme strain (e.g. due to falling), take any necessary
measures (e.g. repair, replacement, inspection by the manufacturer's customer service,
etc.).

vy

/\ CAUTION

Uncontrolled rebounding of the arm bar under pretension

Head injury

» When unhooking the magnetic closure, the finger has to remain hooked in the pull loop until
the magnetic closure is securely engaged in the parking position.

/\ CAUTION

Reaching into the joint unit
Pinching of the fingers between the moveable components
» Do not reach into the joint unit while adjusting the support level.

/\ CAUTION

Reuse on other persons and inadequate cleaning
Skin irritation, formation of eczema or infections due to contamination with germs
» Clean the product regularly and before reuse on other persons.

/\ CAUTION

Direct skin contact of the product
Skin irritation due to chafing or sweat formation

11



| » When in doubt, do not continue to use the product if skin irritation occurs.

/\ CAUTION

Contact with heat, embers or fire
Risk of injury (such as burns) and risk of product damage.
» Keep the product away from open flames, embers and other sources of heat.

4 Intended use

Product is intended exclusively for use as a means for work by adults in industrial applications. It
serves to relieve strain on the arms and shoulder girdle during overhead/above shoulder height
work and is intended exclusively for contact with intact skin.

4.1 Staff selection

Incorrect selection of personnel

Personal injuries and damage to property due to the deployment of other than intended person-
nel

» Only assign the respective work to the intended personnel according to this document.

* User
Personnel trained in the safe use of the product, who use the product.
* Qualified personnel
Personnel with expert knowledge obtained through training, authorised to perform inspections
and maintenance, and instructed in the safe use of the product.
(e.g. health and safety officer, ergonomics officer, supervisor, technician)
The product may only be used by trained personnel who have been instructed accordingly.

4.2 Functionality
The product is worn similar to a backpack. The passive exoskeleton relieves strain on the arms
and shoulder girdle during overhead/above shoulder level work.

4.3 Information on re-use

The product is suitable for re-use. Products that are being re-used are subject to increased strain.
Characteristics and performance must not change in a manner that could endanger the safety of
the user or third parties due to re-use.

Required personnel: Qualified personnel

» The work must be carried out by the required personnel.

1) Thoroughly clean the product for reuse.

2) Reprocess the product, noting the condition, function, wear and tear, and damage.

3) Train and instruct the user in the use of the product.

4) Adjust the product for the specific user.

Contact the manufacturer in case of doubt.

4.4 Lifetime
If the daily duration of use is 8 h, the intended use is complied with and the maintenance instruc-
tions are followed, the lifetime is: 5 years.

4.5 Restrictions for use

The product requires the approval of a physician for persons:

*  With cardiac pacemakers or comparable active implants

*  With pre-existing conditions of the locomotor system in the area of the neck, shoulders, arms,
hips

12



The product may not be used by persons:

*  With skin diseases/injuries, inflammation or prominent scars with swelling

* With reddening and local overheating in the affected body regions (arms, shoulders, thorax,
hips and back)

* With pronounced varicose veins, in particular with venous insufficiency or lymphatic flow dis-
orders, including unclear soft tissue swelling distant from the body area to which the product
is applied

* With sensory and circulatory disorders in the area of the upper limbs, hips and back (e.g. in
case of diabetic neuropathy).

» Please contact the attending physician in case of doubt.

4.6 Residual risks

The product may not be used in an unsuitable workplace or working environment.

Before using the product, a qualified expert has to check whether there are risks associated with
the workplace and/or working environment that could constitute a danger for the user.

The following dangers exist:

* Danger of accidentally getting caught on stationary and moveable objects

* Poses hazard by hindering evacuation (e.g. in case of fire alarm)

* Influence of the product on the functionality of personal protective equipment

4.7 Environmental conditions

Noice.

Exposure of the product to unsuitable environmental conditions

Damage, brittleness or destruction due to improper handling

» Avoid storage in condensing ambient humidity.

» Avoid contact with abrasive substances (e.g. sand).

» Do not expose the product to operating temperatures below -10 °C (14 °F) or above +45 °C
(113 °F) (e.g. excessive sunlight, drying on a radiator).

NoTice

Contact with salt water or water containing chlorine as well as abrasive substances
(e.g. sand)

Damage and premature product wear and tear

» Promptly clean the product following any contact with the substances identified above.

Allowable environmental conditions
Storage temperature: -10 to +60 °C
Operating temperature: -10 to +45 °C

Prohibited environmental conditions
Potentially explosive atmospheres

Abrasive media (e.g. sand)

Use in ESD protection zone (not electrostatic discharge tested)

5 Improper use

The product is not intended for the following prohibited uses:
* Use to increase performance

* Use for lifting persons

13



6 Transport
» Transport the product in the bag provided.

Item Designation Item Designation
1 Hook-and-loop for name tag 3 Storage bag for operating instruc-
tions
2 Quick reference guide (bottom of
bag, inside)
7 Storage

» Observe the technical data in the section “Environmental conditions” for storage (see
page 13).

» Protect the product from moisture and extreme temperature fluctuations.
» Store the product in the bag to protect it against contamination.

8 Unpacking
Required personnel: User, qualified personnel
» The work must be carried out by the required personnel.

8.1 Scope of delivery

» Check the delivery for completeness.

Quant- | Designation Reference number

ity

[Piece

(s)]

1 Bag 29A358

1 Ottobock Shoulder 16ES100=3
16ES100=3-L

1 Operating instructions 647M10="

14



9 Fitting

Required personnel: User, qualified personnel

» The work must be carried out by the required personnel.

The product is individually adapted to the user by trained and instructed qualified personnel who
are authorised to do so.

INFORMATION:

The product is preset to size M (medium) on delivery.

Name tag with size

Mark your personal adjustments Tutorial videos
Al XS S
(2) Bl XS S

C short
D

of] T e e e
ottobock.
8] (9]

Make a note of the personal settings.

Item Designation Item Designation

1 Name field 6 Elastic lace: Adjust comfortably

2 Quick reference guide: A-D 7 Quick reference guide: E — support
level

3 Hip width: XS-XXL 8 Side: Left, right

4 Back length: XS-XXL 9 Support level: 1-4

5 Back strap: Short, standard 10 QR code for training video

15



Quick reference guide

Adjust before use

Tutorial videos

Silver markings

Before putting on the product, adjust it to the
user's T-shirt size using the silver markings.
Adjusting before use

A - adjust hip width

B - adjust back length (on both sides)

C - adjust back straps (on both sides)

D - adjust elastic lace (on both sides)

E - adjust support level (on both sides)

16

Green markings

Use the green markings to make adjustments
for daily use.

Putting on and taking off

open, close - open/close hip strap

open, close — open/close chest strap

release - release magnetic closure from park-
ing position and put on arm shell (on both
sides)

open, close — open/close magnetic closure of
the arm shell (on both sides)

tighten, release - tighten/release the strap
clip of the shoulder strap (on both sides)
adjust — adjust the support level (on both
sides)



9.1 Hip width
Quick reference guide “A”

Alignment: The ball holders are lined up with the user’s hips on the sides. The arms swing

through freely.

f

Adjusting the size from “M" to “S" is illustrated in the following steps as an example.

Prerequisite: The product is not being worn.

1) Disengage the hook on the size indicator of the hip strap.

2) Depending on the size, pull the sides of the hip strap apart or push them together.
3) Select the individual size and engage the hook in the flap from above.

4) Pull the two sides of the hip strap apart and tighten the strap.

17



9.2 Back length
Quick reference guide “B”

Adjustment: The upper edge of the joint unit is at shoulder height when the product is being
worn.

Adjusting the size from “M" to “S" is illustrated in the following steps as an example.

Prerequisite: The product is not being worn.

1) Push and hold the adjustment button on the expander cover.
2) Slide the cover along the rail and engage it at the desired size.
3) The selected size is visible on the bottom edge of the cover.

18



9.3 Back strap
Quick reference guide “C”

Alignment: The neck support holder sits evenly on the shoulders and is not suspended in midair.
Make sure that the neck support holder is not shifted too far to the front, towards the chest, or too
far to the rear, towards the back.

TIP:

* Select the shorter setting “short” for back length “XS-S".

* Select the longer setting “standard” for back length “M-XXL".

Adjusting the size from “standard” to “short” is illustrated in the following steps as an example.

INFORMATION:
The back straps are set to the “standard” length on delivery.

Prerequisite: The product is not being worn.

1) Open the hook-and-loop closure and adjust the back strap length.
2) Fasten the strap end on the hook-and-loop closure.

» Adjust both sides equally.
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9.4 Elastic lace
Quick reference guide “D”
Option 1: Adjusting the elastic lace while the product is not being worn

Alignment:

* The length setting of the two laces allows the arms to reach forward comfortably.

* If the arm shells shift, tighten the two laces to keep the arm shells in position. Repeat as
needed until the desired result is obtained.

* The joint units do not cause any pain or pressure on the shoulders.

TIP:

* Use atighter setting of the lace for slimmer, shorter users.

* Use alooser setting of the lace for taller, more muscular users.

Prerequisite: The product is not being worn.

1) Tighten the lace at the end of the strap to adjust it.

2) To loosen the lace, tilt the strap clip and reposition the lace.
» Adjust both sides equally.
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Option 2: Adjusting the elastic lace on the body

Alignment:

* The length setting of the two laces allows the arms to reach forward comfortably.

* If the arm shells shift, tighten the two laces to keep the arm shells in position. Repeat as
needed until the desired result is obtained.

* The joint units do not cause any pain or pressure on the shoulders.

TIP:

* Use atighter setting of the lace for slimmer, shorter users.

* Use a looser setting of the lace for taller, more muscular users.

Prerequisite:

The product has been put on.

A trained user or qualified personnel is available for adjustment on the body.

1) Extend the arms forward and then up to check that the arm shells are in a stable position and
to check the fit on the shoulders. Adjust the laces in case of discomfort.

2) If the arm shells shift, tighten the laces until the problem no longer occurs.
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9.5 Support level

Quick reference guide “E”
Pre-adjust the support level while the product is not being worn, with the expander released.
Perform the final adjustment of the support level with the product on the user and the arm shells
closed.
TIP:
The support level adjustment depends on:
* Body weight and arm weight of the user
* Tool weight, using the tool with one or both hands
*  Type of activity:
- Ahigher support level can be chosen for static activities.
Attention: A higher support level increases the resistance when lowering the arms. This
can lead to muscle fatigue over time and should be avoided.
- Choose a lower support level for dynamic activities so the resistance when lowering the
arms is not too high.

INFORMATION: The indicator on the joint unit shows the support level setting (level 1-4). Turn-
ing the adjustment wheel clockwise (+) increases the support level, and turning it counter-clock-
wise (-) decreases the support level. Different support level settings may feel more comfortable
for unilateral activities.

Prerequisite: The product is not being worn.

1) Turn the adjustment wheel on the joint unit to set the desired support level.
2) Repeat this step on the opposite side.

22



Adjusting the support level on the body

Prerequisite:

The product has been put on.

A trained user or qualified personnel is available for the adjustment

» Adjust according to the user’s preferences and the work they perform.

1) Move the arms to check the support level INFORMATION: If the adjustment wheel is
pre-setting. hard to turn due to the user’s range of

2) To adjust, elevate the arm and position the motion, have the qualified personnel carry
hand behind the head to ensure the adjust- out the following steps.

ment wheel can turn easily. 1) Take off the arm shell from the rear and
3) Turn the adjustment wheel on the joint unit make the adjustment in the extended state.

to set the desired support level. 2) Put on the arm shell and check the support
4) Repeat these steps on the opposite side. level again.

3) Repeat these steps to obtain the desired
result, and on the opposite side.

10 Application

/\ CAUTION

Incorrect or excessively tight application

Risk of local pressure and constriction of blood vessels and nerves due to improper or excess-
ively tight application

» Ensure that the product is applied properly and fits correctly.

Norice.

Use of a worn or damaged product

Limited effectiveness

» Before each use, check the product for functional reliability and for possible wear or dam-
age.

» Do not continue using a product that is no longer functional, or that is worn or damaged.

Required personnel: User
» The work must be carried out by the required personnel.
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Position the product in front of the body with
the chest strap and hip strap opened.

Put on the product like a backpack.

Tighten the shoulder straps slightly to position
the hip strap.

I

= = Z




Close the clip fastener on the hip strap.

INFORMATION: The optimal position of the
hip strap is above the buttocks and at the
height of the pelvis.

Pull the hip strap forward by both ends and
tighten it until it no longer slips out of place dur-
ing use.

Position the ends of the hip strap in the strap
holders.
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Fasten the chest strap.

Adjust the height of the chest strap within the
adjustment ranges.

CAUTION! Uncontrolled rebounding of the
arm bar under pretension.

Hook a finger into the pull loop of the magnetic
closure.

Hold the pull loop of the magnetic closure until
the arm shell is closed!

26



Carefully unhook the pull loop of the magnetic
closure.

Pull down on the pull loop on the arm shell
while moving the arm in front of the body over
the closure.

Position the upper arm in the centre of the arm
shell.
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28

Open the comfort pad of the arm shell.

Pass the strap over the comfort pad and
engage the magnetic closure with the pull loop
in the fastening position on the arm shell.
Make sure that the magnetic closure engages
fully.

INFORMATION: The circumference of the
arm shell strap is adjusted with hook-and-
loop closures. The strap is adjustable on
both ends.

Adjust the arm shell strap to the desired cir-
cumference using the two strap ends. Fasten
the hook-and-loop closures.



Lay the free end of the comfort pad so it is
loosely positioned over the arm shell straps and
fasten with hook-and-loop.

Repeat these steps for the arm shell on the
opposite side of the body.

INFORMATION: Make sure the arm shells
are closed during use.

Check that the arm shells are centred and the
tension of the arm shell straps is comfortable.

INFORMATION: The shoulder straps lie
loosely on the shoulders and do not inter-
fere with elevating the arms.

The hip strap stays in position and is not pulled
up by excessively tight shoulder straps when
the arms are elevated.
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30

Tighten the shoulder straps if they are too
loose.

If the shoulder straps fit too tightly, tilt the strap
clip to loosen the strap.

Stow the ends of the shoulder straps in the
strap holders.



Check the fit of the product on the body:
1) Shoulders

2) Arms
o 3) Hips

4) Back

and apply it to the hook-and-loop on the bag.

Mark your personal adjustments

AfXxslsimpL fxeyxx]|
BREXSY S M L B XL § XXL
[ short standard

D

Mark your support level

[ left § . § o | 0 J 0 |
I I T .

ottobock.

11 Removal

Transfer the personal settings to the name tag

/\ CAUTION

Uncontrolled rebounding of the arm bar under pretension
Head injury
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» When unhooking the magnetic closure, the finger has to remain hooked in the pull loop until
the magnetic closure is securely engaged in the parking position.

/A CAUTION

Reaching into the joint unit
Pinching of the fingers between the moveable components
» Do not reach into the joint unit while adjusting the support level.

Required personnel: User
» The work must be carried out by the required personnel.

INFORMATION: The arm shells are under
pretension. Exercise care when taking them
off.

Disengage the pull loop of the magnetic closure
from the hook of the arm shell.

Move the pull loop down while keeping tension
on the strap.

Lift the arm out of the arm shell and move it in
front of the body.
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Slowly guide the arm shell up.

Allow the magnetic closure to fully engage in
the parking position on the shoulder strap.
Verify that the magnetic closure fits correctly.

Repeat these steps on the opposite arm shell.

Open the chest strap.

33



the hip strap at the strap clips.

Loosen

Open the clip fastener.

Take off the product like a backpack.
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We recommend storing the product in the sup-
plied protective bag.

12 Accessories
Required personnel: Qualified personnel
» The work must be carried out by the required personnel.

12.1 Arm shell set
The pre-assembled arm shell set can be replaced.
The available sizes are M (medium) and L (large) (see page 48).

Replacing the arm shell set

Required materials: T25 screwdriver (e.g. 710Y24), torque wrench (e.g. 710D21)
Prerequisite: The product is not being worn.

Using the T25 screwdriver, unscrew the screw
on the back of the cover.
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INFORMATION: The elastic lace stays con-
nected to the joint unit.
Slide the cover up along the elastic lace.

Using a T25 screwdriver, unscrew the arm bar
screws and remove the arm shell set.

INFORMATION: Insert the lock nuts on the
inside of the joint unit.
Insert the lock nuts and attach the arm shell

set.




Using a T25 screwdriver, tighten the screws to
a tightening torque of 3.2 Nm.

Position the cover on the joint unit.

C

Using a T25 screwdriver, tighten the screw on
the back of the cover to a tightening torque of
3.8 Nm.

Repeat these steps on the opposite side.
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12.2 Non-slip arm shell pads
The arm shell pads included as standard can be replaced with non-slip pads. The available sizes
are M — medium (29A324=M) and L - large (29A324=L).

Replacing with non-slip pads

Prerequisite: The product is not being worn.

Remove the pad from the arm shell at the hook-
and-loop fastener.

Position the non-slip pad with the narrow side
on the magnetic closure.

Attach the non-slip pad to the hook-and-loop in
the arm shell.

Repeat these steps on the opposite side.

13 Combination possibilities

Required personnel: User, qualified personnel

» The work must be carried out by the required personnel.

The Ottobock Shoulder can be used in conjunction with the following products:

* Paexo Cool Sleeve

* Paexo Neck

* Paexo Jacket

NOTICE! Please observe the enclosed product information for the combined use of these
products.
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13.1 Paexo Cool Sleeve
The Paexo Cool Sleeve is intended for cooling the upper arm in warm environments and can be
worn under the arm shells in combination with the Ottobock Shoulder.

Pull the sleeve over the arm and position it on
the upper arm.

Centre the cooling surfaces of the sleeve
underneath the arm shell.

Put on the arm shell as described in the sec-
tion “Putting on the product” (see page 23).

13.2 Paexo Neck

The Paexo Neck is a neck support that relieves the neck region and cervical spine. It can be worn
during all kinds of overhead work. The neck support consists of the upper section and the holder
integrated into the Ottobock Shoulder (--- FEHLENDER LINK ---, item 29).

The Paexo Neck can be connected to the Ottobock Shoulder while it is being worn or not being

worn.

Connecting the Paexo Neck

Option 1: The product is not being worn.
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Lay out the front of the Ottobock Shoulder.
Position the neck support over the holder on
the Ottobock Shoulder.

Engage it in the desired position.

Various adjustment possibilities 1-7 allow the
neck support to be individually adapted for
each user.

Option 2: The product is being worn.
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Position the neck support over the holder on
the Ottobock Shoulder.
Engage it in the desired position.

Checking the fit

Tip the head back and check for correct fit.

If necessary, adjust the position of the neck
support to obtain an optimal fit.

The neck support can be readjusted by tighten-
ing or loosening the shoulder straps.

13.3 Paexo Jacket
The Ottobock Shoulder can be combined with the Paexo Jacket for welding work. The jacket has
openings in the sleeves and at the back for making fine adjustments to the Ottobock Shoulder.
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ular jacket.

14 Troubleshooting

Required personnel: User, qualified personnel
» The work must be carried out by the required personnel.

Put on and take off the Paexo Jacket like a reg-

Malfunction

Cause

Measure

Expander

Expander tension disrupted

Support level decreases

Have qualified personnel
with the appropriate expert-
ise remedy the fault

Worn expander

Send the product to the
manufacturer to have
expanders replaced

Joint unit

Joint unit jams

Worn joint unit

Have qualified personnel
with the appropriate expert-
ise remedy the fault

Send the product to the
manufacturer to have joint
unit replaced

Arm shell pad

Pads are chafing

The pads have folded over
in the arm shell or the pads
are worn, reducing the
padding in the arm shell

Contact the manufacturer
Request replacement pads
from the manufacturer and
attach the new pads in the
arm shells

15 Inspection

Required personnel: User, qualified personnel

» The work must be carried out by the required personnel.
Carry out the following inspections daily:

» Check the product for sound condition, functionality, and wear and tear.
» Check the legibility of the nameplate.
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» Check the product for the printed “Magnetic field” warnings.
» Contact the manufacturer in case of doubt.

Required personnel: Qualified personnel

» The work must be carried out by the required personnel.

» Carry out the following inspections annually:
15.1 Inspecting the plastic parts

Check the following plastic components for functionality and wear and tear:
1) Arm shells

2) Neck support holder
3) Expander cover

4) Ball holder cover

5) Strap clips

6) Clip fasteners

7) Magnetic closures
Replace the components if they show signs of wear and tear or are not working.

Contact the manufacturer or have the components replaced by the manufacturer.

15.2 Inspecting textiles
Check the following textiles for functionality and wear and tear:
1) Shoulder straps

2) Back straps

3) Arm shell straps
4) Chest strap

5) Hip strap

6) Pads

Repair the product if there are signs of wear and tear.

Contact the manufacturer or have the components replaced by the manufacturer.

15.3 Checking the connection of the arm shell on the bar

1) Rotate the arm shell by hand in the arm bar mounting and check its mobility in the mounting.

2) Remove soiling with a cloth in case of stiffness.
Contact the manufacturer in case of doubt.

15.4 Inspecting the joint unit

» Check the functionality of the joint unit by moving the arm bars, taking note of unusual noises

and stiffness.

— The arm bars move back to their initial position on their own without making noise.

Contact the manufacturer in case of doubt.
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15.5 Inspecting the ball holder

~

1)
2)
3)

4)
5)

6)
7)
8)

Check the mobility of the ball in the ball
holder while the product is not being worn.
Move the back bar in the ball holder.

— The ball has to move freely.

In case of stiffness, loosen the two screws
using a T20 screwdriver.

Remove the cover from the ball holder.
Remove the ball from the ball holder and
clean it with a cloth.

Position the cleaned ball in the ball holder.
Set the cover onto the ball holder.

Tighten the two screws to a tightening
torque of 1.5 Nm.

Repair the product if there are signs of wear and tear. Contact the manufacturer and have the

components replaced by the manufacturer.

15.6 Inspecting the screw connections

Required materials: T20, T25 Torx wrench (e.g. 710Y24), torque wrench (e.g. 710D21)
1) Check the screw connections while the product is not being worn.

2) Tighten to the tightening torque.

Component Item Tool Size Tightening
torque

Cover Joint unit cover T25 3.8 Nm
(1x per side) 0

Arm bar Transition from T25 3.2 Nm
joint unit to arm 0
bar (2x per side)

Arm shell Transition from T20 5 Nm
arm shell to arm 0
bar (1x per side)

Ball holder Top of the ball T20 0.5 Nm
holder cover (2x 0
per side)

Contact the manufacturer in case of doubt.

16 Maintenance

INFORMATION

The product may be exposed to increased loads.
» Shorten the maintenance intervals according to the expected loads.

Maintenance service is offered by the manufacturer.

» Please contact Customer Service regarding this.
— Have the reference number and the serial number ready (see nameplate).

Required personnel: Qualified personnel
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» The work must be carried out by the required personnel.
» Carry out the following maintenance tasks annually:
16.1 Replacing the arm shell pads

Required materials: Arm shell pads, size M (33A42) or L (33A43)
Prerequisite: The product is not being worn.

Remove the pad from the arm shell at the hook-
and-loop fastener.

INFORMATION: The arm shell pads are
marked with left or right and the size M
(medium) or L (large). Note the labeling and
positioning when replacing the pads.

Position the arm shell pad with the narrow side
on the magnetic closure and attach it to the
hook-and-loop surface in the arm shell.

16.2 Replacing the arm shell strap
Required materials: Arm shell strap, size M (29A326=M) or L (29A311=L)
Prerequisite: The product is not being worn.
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NOTICE! Place the upper section of the
magnetic closure in the parking position on
the arm shell.

Open the arm shell strap at the hook-and-loop
closures and remove it from the arm shell.

Rotate the arm shell so the bar lies on top.
Starting at the bottom, thread the strap through
the opening (item 1) in the arm shell. The hook-
and-loop closure faces out.

Fasten the hook-and-loop closure.



Turn the arm shell over.

NOTICE! Make sure the hook-and-loop
faces down.

Pass the strap end through the metal eyelet
from above.

Turn the arm shell over.

Starting at the bottom, thread the strap through
the opening (item 2) in the arm shell. The hook-
and-loop closure faces out.

Fasten the hook-and-loop closure.
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17 Spare parts/wear and tear parts

Quantity | Component Reference number Spare Wear
[Piece part and tear
(s)] part’
2 Arm shell strap L™ 29A326=L X X
2 Arm shell strap M™ 20A326=M X x
1 Arm shell pad set L (arm shell |33A43 X X
pads left, right; arm shell straps
left, right)
1 Arm shell pad set M (arm shell |33A42 X X
pads left, right; arm shell straps
left, right)
1 Arm shell set L (arm shell L, 33A44=L X

bar, magnetic closure upper
section, arm shell pads, arm
shell straps (left, right))

1 Arm shell set M (arm shell M, 33A44=M X
bar, magnetic closure upper
section, arm shell pads, arm
shell straps (left, right))

1 Ball holder component group | Replacement by manufac- X
turer

1 Elastic lace Replacement by manufac- X
turer

1 Expander Replacement by manufac- X
turer

1 Neck support holder 29C24 X

1 Magnetic closure, upper sec- | 29A363 X

tion

1 Name tag with size 647E594 X

1 Name tag, sticker 29A359 X

1 Bag 20A358 x

1 Textile system, complete Replacement by manufac- X
turer

Wear and tear part: The component is a wear and tear part which is subject to normal wear and
has to be replaced depending on the operating conditions, duration and intensity. Contact the
manufacturer in case of doubt.

Arm shell strap L"™: Large

Arm shell strap M™: Medium

18 Cleaning and disinfection

/A CAUTION

Arm bars under tension may rebound
Risk of injury due to moveable bars
» Make sure the joint units are not under tension for cleaning.
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/\ CAUTION

Reuse on other persons and improper cleaning, disinfection
Skin irritation, formation of eczema or infections due to contamination with germs

fied personnel.

» Inspecting, reprocessing, cleaning and disinfecting of the product to be carried out by quali-

| NOTICE |

Use of improper cleaning agents
Damage to the product due to use of improper cleaning agents
» Only clean the product with the approved cleaning agents.

Required personnel: User, qualified personnel
» The work must be carried out by the required personnel.

18.1 Cleaning textiles

Permissible cleaning agent: Standard mild detergent
Required materials: Laundry bag, detergent
Prerequisite: The product is not being worn.

Remove the back strap.

Open the hook-and-loop tab for the ball holder.
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Remove the ball holder with the connected plastic
plate.

Tilt the top strap clip.

Remove the elastic lace from the strap clip.
Repeat all steps on the opposite side.




> Wash the textiles with closed hook-and-loop
closures and clip fasteners:

» Hand wash at 30 °C, rinse thoroughly.

» Machine wash at 30 °C using a gentle cycle
and a laundry bag.

» Allow to air dry. Do not expose to direct heat
sources (e.g. sunlight, stove or radiator).

B AR =2 X

18.2 Cleaning - removing dust

Norice.

Using the product in a dusty environment

Personal injury due to blocking components

» Clean the product with compressed air.

» Wear personal protective equipment (breathing protection, eye protection, hearing protec-
tion) when working with compressed air.

Prerequisite: The joint units are not under tension.
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> After the product was used in a dusty environ-
ment:

» Thoroughly clean the joint units, expanders
and ball holders with compressed air.

18.3 Cleaning plastic parts

Allowable cleaning agent: pH neutral soap (e.g. 463H10 Derma Clean)
Required materials: Soap, microfibre cloth

Prerequisite: The product is not being worn.

» Clean the plastic surfaces with a microfibre cloth.

18.4 Disinfecting plastic parts

Required materials: Colourless, alcohol-free disinfectant, microfibre cloth

Prerequisite: The product is not being worn.

» NOTICE! Test the disinfectant for material compatibility in a concealed area on the
product. Apply the disinfectant to a microfibre cloth and disinfect the plastic surfaces, omit-
ting the expanders and the elastic laces.

19 Packaging

Required personnel: User, qualified personnel

» The work must be carried out by the required personnel.
Prerequisite: The joint units are not under tension.

» Store the product in the bag provided.

20 Disposal

Required personnel: User, qualified personnel

» The work must be carried out by the required personnel.

Return the product and its accessories to the manufacturer for disposal.

21 Legal Information
All legal conditions are subject to the respective national laws of the country of use and may vary
accordingly.

21.1 Liability

The manufacturer will only assume liability if the product is used in accordance with the descrip-
tions and instructions provided in this document (Operating Instructions). The manufacturer will
not assume liability for damage caused by disregard of this document.
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21.2 Declaration of Conformity

EC Declaration of Conformity

in accordance with EC Machinery Directive 2006/42/EC, Annex Il 1.A oﬂo b 0 c k

Manufacturer Person residing in the community and
authorised to compile the relevant technic-
al documents

Ottobock SE & Co. KGaA Ottobock SE & Co. KGaA
Max-Nader-StraBe 15 Dominik Schmidt
D - 37115 Duderstadt Max-Nader-StraBe 15

D - 37115 Duderstadt

Description and identification of the machine

Product Ottobock Shoulder

Product reference 16ES100=3

number

Function Passive exoskeleton to relieve strain on the arms and shoulder girdle

during overhead/above shoulder height work

This is to declare in express terms that the machine complies with all of the relevant pro-

visions of the following EC directives.

2006/42/EC Directive 2006/42/EC of the European Parliament and of the Council of
17 May 2006 on machinery and amending Directive 95/16/EC (amended
version) (1)
Published in L 157/24 dated 9 June 2006

Source of applied harmonised standards according to Article 7 paragraph 2

EN ISO Safety of machinery — General principles for design — Risk assessment
12100:2010-11 and risk reduction (ISO 12100:2010)

DIN EN ISO Biological evaluation of medical devices — Part 10: Tests for irritation
10993-10:2014-10 and skin sensitisation (ISO 10993-10:2010); German version EN ISO

10993-10:2013
DIN EN ISO 10993-5  Biological evaluation of medical devices — Part 5: Tests for in vitro cyto-
toxicity (ISO 10993-5:2009); German version EN ISO 10993-5:2009

Duderstadt, Germany, 13 Dr Sénke Rossing Dominik Schmidt
January 2023

Place, date Head of Ottobock Bionic Exo- Head of Regulatory Affairs
skeletons
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22 Appendix

22.1 Noise emissions

Noise measurement on the product

Emission sound pressure level 0 dB(A)

Measurement method Free field at a distance of 1 m from the product at a
height of 1.6 m

Hearing protection Not required

Noise measurement on the product during assembly work

Sound power level < 55 dB(A)

Measurement method Free field at a distance of 1 m from the product at a
height of 1.6 m

Assembly task Assembly of a cable harness in a passenger car

Workpiece Cable harness

Hearing protection Not required
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Deutsch

Weitere Sprachen auf Anfrage beim Hersteller verfligbar.

English Other languages available from the manufacturer on request.
English US Other languages available from the manufacturer on request.
Francais Autres langues disponibles auprés du fabricant sur demande.
Italiano Sono disponibili ulteriori lingue da richiedere al produttore.
Espaiiol Otros idiomas estan disponibles a peticion al fabricante.
Portugués Qutros idiomas estéo disponiveis a pedido ao fabricante.
Nederlands Verdere talen op aanvraag beschikbaar bij de fabrikant.
Svenska Begar ytterligare sprak fran tillverkaren.

Dansk Yderligere sprog pa forespgrgsel hos producenten.

Norsk Andre sprak tilgjengelig pa foresparsel hos produsenten.

Suomi Muita kieliversioita on saatavana valmistajalta pyynnosta.
islenska Onnur tungumal eru faanleg fra framleidanda samkveemt beidni.
Polski Inne jezyki dostepne na zyczenie u producenta.

Magyar Tovabbi nyelvek kilon kérésre a gyartonal elérhetok.

Cesky Dalsi jazyky k dispozici na vyzadani u vyrobce.

Roména Alte limbi sunt disponibile la producator, la cerere.

Hrvatski Ostali jezici dostupni su na upit kod proizvodaca.

Slovenséina Dodatni jeziki so na povprasevanije na voljo pri proizvajalcu.
Slovensky Dalsie jazyky su k dispozicii na poziadanie od vyrobcu.
Bbnrapcku Opyrv e3avum ca Ha pa3nonoXXeHWe Npu NouckBaHe OT NPOU3BOAUTENS.
Tilrkce Diger diller talep Uizerine Ureticiden temin edilebilir.

EMnVIKa AMeC YAwaagec gival SIaBETIUEC ATTO TOV KATATKEUQTTH KATOTTIV QITAUATOC.
Eesti Taiendavad keeled on saadaval tellija kaudu tellimisel.

Pycckui Lpyrve a3blku NPegocTaBnsaTCs NO 3anpocy y NpomM3BognTens.
B#F:E CEESHNIE. mOSELRERLYCAETEET.

3z HitE S m S ES.

304 REBAEEREMHEMES.

=0 JIEl 210o{= M=Alo| 2F Al ®MSELICL

duypell aalll bl s dnmiazall 8,4l o g3 5,338 wlall

Ottobock SE & Co. KGaA

Max-Nader-StraBe 15 - 37115 Duderstadt - Germany
T +49 5527 848-0 - F +49 5527 848-3360
support.exoskeletons@ottobock.com - www.ottobock.com
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