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Thank you for purchasing O P E L A II® Cx.

Please be sure to read this instruction manual before use. c €
Please also keep this manual close at hand for future reference.






n Safety Precautions

Please read the instruction for use carefully before using the product.

[Intended use)

[Intended users]
[Intended patients]

[Place of use]

This product is intended to illuminate the view field during surgery,
examination, and treatment. Please make sure that the product is only
used for the above purpose. It is designed to be worn on the head.

This product is intended to be used by a surgeon.
Children and Adults

Inside medical facilities

The safety precautions are classified into and clearly specified as “Warning” and “Caution”.
Be sure to follow them during use.

Indicates potential death or serious inju
A\ WARNING P Jury

if this description is ignored and improperly handled.

Indicates potential mild or moderate inju
A\ cauTioN P jory

if this description is ignored and improperly handled.

Indicates expected failure, damage, malfunction, or defects
CAUTION P 9

if this description is ignored and improperly handled.

[ A WARNING]

[ A\ CAUTION)

¢ Explosion may occur. Do not use in a flammable gas atmosphere.

e Malfunction or accident may occur if the product is dropped. Please
do not use this product for any other purpose other than wearing on
your head.

¢ Prolonged use at high intensity or short distances may cause burns.
Please do not use at high intensity or short distances for long period.

e Hazardous optical radiation may be emitted from this product. Do
not stare at operating lamp or illuminate the eyes for too long. May
be harmful to the eyes.

¢ |t may cause burns. Do not use for photosensitive patients or patients
who have received photosensitizing agents.

e Electric shock may occur, if the device is damaged. Discontinue use
immediately in such case and do not damage the cables.

e Electric shock may occur. Do not touch the patient and the charging
stand plugged into power supply via AC adaptor at the same time.
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[In case of a serious accident]

In the event of any serious incident occurring in connection with the device, it must be
notified to the manufacturer and the relevant authority of the member state in which
the user and/or patient is based.

H Table of symbols
Symbol Description Symbol Description
Caution E@ Rated power input
Refer to instruction G—T> Rated power output

manual/booklet

Rated power input
Manufacturer IDJ (battery)

Date of manufacture Plug polarity

Country of manufacture Medical Device

Authorized
representative in the
European Community

Serial number

Waste electrical and

electronic equipment
Importer

@ B

Direct current




E Components

This product consists of the following items.

l Components

Name Quantity
Main unit (with COOLMAX® inner pad) 1pc
Battery unit 2 pc
Charging stand 1pc
AC adaptor 1pc
Attached belt (LL) 1pc
Storage case 1pc
Shoulder belt for storage case 1pc
Instruction for use 1 copy

cooLmax | This product uses “COOLMAX®” as interior fabric

*==="=" | which allows sweat to evaporate for lasting comfort.

- COOLMAX® exhibits superior moisture control by allowing
perspiration to escape, while letting air enter, keeping the fabric
cool and dry, effectively lowering surface temperature.

- COOLMAX® is soft, lightweight with natural texture and excellent
air permeability.

3% COOLMAX® is a registered trademark of INVISTA.
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. n COOLMAX® inner pad
COOLMAX® (front-top) COOLMAX® inner pad

Inner pad (back)

(front-bottom)

Pad base Label

(main unit)

Battery indicator
(main unit)

Front cover

Connection

Beam angle cable Dimmer dial

adjuster

Spot size Size adjuster

adjuster Main unit plug

Battery unit ) AC adaptor
Jack for main

<Top > unit plug

Labels
(AC adaptor) AC adaptor
cable

syjuauodwon .

Power cable

Battery indicator
Belt clip (battery)

Label (battery)

< Bottom >

Jack for
AC adaptor

Power plug

AC adaptor
plug

Battery connector (battery)

<Back >

Jack for AC adaptor

Battery connector
(stand)




Instruction for Use

Before use } ' }

Charging the battery

A\ CAUTION

Electric shock may occur.
Do not damage the cables.

Electric shock may occur.
Do not touch the patient and the charging stand plugged into power supply via AC
adaptor at the same time.

CAUTION

Malfunction may occur.
Do not use any accessories which are not included in this product.

1. Place the battery unit on the charging stand. Please make sure that the battery
connector on both sides click into place.

*Connecting the AC adaptor directly to the battery unit will not charge the battery. Please use a charging
stand to charge the battery.

*When using the AC adaptor, keep it in a state where it can be disconnected from the power source at
any time in case of unforeseen event.

*When using the battery for the first time or if it has not been used for more than 3 months, be sure to
recharge it before use. At that time, charging may end before the battery is fully charged. In this case,
please repeat charging and discharging 2 to 3 times before use.

Battery connector
(battery)

L= ATy

2

=~ Battery connector
(stand)
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Before use

2. Make sure the battery indicator (battery) is flashing green.

Battery indicator

Il : Greenlighton

“M - : Green flashing

[ : Orange light on

[] : Lights off

0-25% charging - i - ﬁ 0O O

25-50% charging 8 0 o O Error

50-75% charging

D D D D No response

If it shows error or does not respond,
remove the battery from the stand and
insert it again until it clicks into place. If it
still does not flash green, please refer to
Troubleshooting.

75-99% charging

Fully charged




Before use } } }

Pre-use inspection

A\CAUTION

Hazardous optical radiation may be emitted from this product.
Do not stare at operating lamp or illuminate the eyes for too long. May be harmful to the eyes.

CAUTION

Malfunction may occur.
Do not insert anything other than the enclosed plugs into the jack.

—h

. Shake the main unit, battery unit, and AC adaptor to make sure there are no abnormal sounds.
. Turn all dials and make sure they are not loose.

. Connect the main unit to the battery, turn the dimmer dial on the rear of the main

unit, make sure all three LEDs are turned on at all levels.

. Maximum illumination may not be obtained if the front cover is covered with

fingerprints or other smudges. Check the front cover for smudges, and if there are
any, wipe them off with ethanol before use.

*Do not look directly into the LEDs, but hold the lights so that it projects the light against your hand.

*If there is an abnormal sound, or if any dials are loose, or if any of three lights is not lit, stop using the
product and contact the dealer.

Inset the plug in the
way the yellow line
aligns with the yellow

\ triangle mark. /

\ Dimmer dial )
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Wearing (Attached belt, battery unit)

A\ CAUTION

Do not use with other belts.
This may cause the attached belt to loosen and the battery unit to fall. (Be sure to
use the attached belt of this product.)

Wear the attached belt for a couple of hours before use.
Wear it for a couple of hours at first to check that there is no discomfort or itchiness.
You can use it all day once it fits comfortably.

Wrap the attached belt around your pelvis so that it does not loosen.
The battery unit may fall if the attached belt loosens or moves around.
Make sure to put on the attached belt by following the steps in the correct order.

. 1. Remove the assistive belt and pull the main belt sideways in both directions.

as) 10} uononasu|

Sliding apart

.~"'Until the assistive belt .
reaches this position {




) ior s 3 > 3

. Place the attached belt on your pelvis.

*Wear the attached belt underneath your
surgery gown.

*Wear the attached belt around your pelvis,
not your waist.

. Wrap the attached belt around your pelvis.

Fasten the belt.
5 cm (2 inch) below
your pelvic bone

. Hold the assistive belt at the back. 6. Fasten the assistive belt.
)
O
]
AN Tl
. Pull the assistive belt. 7 . Insert the belt clip of the battery unit
deeply and tightly on the backside of
the main belt.

as 40} uononasu| .
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@ Wearing the battery unit

Place the belt clip of the battery unit in the waistband of your pants or in the back
pocket of your pants.

AN

. The belt supplied with OPELAIIl can also be used.

as) 10} uononasu|
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} Wear and adjust

Wearing the main unit

A WARNING

Malfunction or accident may occur if the product is dropped.

Please do not use this product for any other purpose other than wearing on your head.

1. Turn the adjuster dial to the left to increase the size.

2. Put it over your head and turn the adjuster dial to the right to tighten it.

*Tighten it up until it does not fall off even if you shake your head.

Nearly level
Go a little over the eyebrows

Using with loupe

as() Joj uononisu| .

To prevent the OPELAIIl Cx from interfering with the loupe, fix the front of the OPELAIII Cx.

Careful not to allow the

loupe clasp, gathered hair,
etc. to get between the
product and the head.
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» Wear and adjust

Supplying power to the main unit

There are two ways to supply power to the main unit.

1. How to supply power from the charged battery.

Il : Greenlight on

[ : Orange light on

[] : Lights off

Battery

Indicator (battery)

i
75-100% g i = %
50-75% g i ﬁ %
25-50% g i % % g
10-25% g ﬁ % % g
0-10% ﬁ ﬁ % % g
0% i ﬁ % % g

Battery
Indicator (main unit)

Insert and remove
the plug vertically.

\ Do not twist the plug. /

Error

B 8 0O

No response

n8B86|8

If it shows error or does not
respond, remove the battery from
the stand and insert it again until
it clicks into place. If it still does
not flash green, please refer to
Troubleshooting.




» »

2. How to supply power from the power outlet via the AC adaptor and the battery while in use.
All four lights are on green while the power is supplied from the outlet. No change in
the indicator is made.

*Battery is not charged while the power is supplied to the main unit from the outlet. Please charge the
battery using the charging stand.

*When using the AC adaptor, keep it in a state where it can be disconnected from the power source at
any time in case of unforeseen event.

B : Greenlight on
[ : Orange light on
[] : Lights off

Battery
Indicator (main unit)

Power is being supplied.

£

Insert and remove
the plug vertically.

\ Do not twist the plug. /

Battery
Indicator (battery)

Power is being supplied.

Error

orERIm O

‘ O 0o68oQ

No response

To Power Supply — =

If it shows error or does not
respond, remove the battery from
the stand and insert it again until
it clicks into place. If it still does
not flash green, please refer to
Troubleshooting.

as( 40} uononisu| .

14



) IEEEED > >

Adjusting the light

Adjusting the angle

Turn the beam angle adjuster forward to illuminate the lower field, and turn it back to
llluminate up front.

\ Beam angle adjuster /

Adjusting the spot size

Turn the spot size adjuster forward to make the spot bigger, and turn it back to make
it smaller.

*Clicking sound will be heard when the adjuster reaches its limit.

*When the beam angle adjuster is facing straight down, the spot size adjuster tends to spin without change
to the size, so turn the beam angle adjuster slightly upwards and then adjust the size again.

as) 10} uononasu| .

Spot size adjuster

/
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Brightness level adjustment

Turn the dimmer dial to the right to turn on the light and adjust the illuminance.

Dimming level llluminance Lighting time
5 160,000 Lux 4 hrs
4 135,000 Lux 5 hrs 30 min
3 100,000 Lux 7 hrs 30 min
2 80,000 Lux 12 hrs
1 40,000 Lux 20 hrs

*The above is only a guideline for a brand new product.
*Please adjust the dials by hand. No auto adjuster is mounted.

*OPELAIIl Cx is not intended for sterilization. Please ask the staff around you to adjust the dials as
necessary to prevent the dials from contaminating your hands.

as( 40} uononisu| .
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Use

A WARNING

Explosion may occur.
Do not use in a flammable gas atmosphere.

Prolonged use at high intensity or short distances may cause burns. Please do not
use at high intensity or short distances for long period.

A\ CAUTION

Hazardous optical radiation may be emitted from this product. Do not stare at
operating lamp or illuminate the eyes for too long. May be harmful to the eyes.

It may cause burns. Do not use for photosensitive patients or patients who have
received photosensitizing agents.

Electric shock may occur, if the device is damaged. Discontinue use immediately in
such case and do not damage the cables.

CAUTION

Malfunction may occur.
Use the product where it meets the environmental requirement.
Do not bring the product into an MRI.

*When this product is the only source of lighting during surgery, examination, or treatment, please ensure that
backup lighting is also prepared.

Stopping operation

Turn the dimmer dial to the level 0 to turn off the light.

*When powered from electric outlet via AC adaptor, unplug the AC adaptor from the outlet.
*In an emergency, the light can be turned off by unplugging the main unit cable from the battery unit.




» »

Maintenance

CAUTION

Malfunction may occur.

Do not diassemble, repair, or customize the product.

Do not use disinfectant other than ethanol.

Do not store the product where it cannot meet the environmental requirement.
Do not store the product in direct sunlight.

[Cleaning]

-

Main unit and battery unit

—

Wipe the product with ethanol after use.

( )

COOLMAX® inner pad J

Each inner pad can be removed for washing as needed.

¢ Dissolve a very small amount of pad shampoo or neutral household detergent in water or
lukewarm water (35°C or less) and gently rub the pad with your hands, then rinse well.

¢ After washing, remove water gently with a dry cloth and dry in the shade in a well-ventilated
place out of direct sunlight.

Storage case J

Wipe with a wet cloth with a small amount of neutral detergent.

as( 40} uononisu| .

18



as) 10} uononasu| .

19

> > D~ rer oo

[Comsumables]

Replace consumable parts as needed.

Consumable parts Approximate timing of replacement

The estimated replacement time per unit is about 2 years.
Battery unit We recommend replacing battery units every two years, as
they may suddenly stop working.

COOLMAX®inner pad When deterioration or soiling is a concern.

[Maintenance]

It is recommended to return the product to the manufacturer for the regular maintenance.
Please note the maintenance cost and the shipping cost will be charged to you.

[Storage)
1. Turn the adjuster dial on the main unit to the right to minimize the size.

2. Store each component in a storage case as shown below.

*It must be the smallest size or it will not fit in the storage case.
*If you are using the attached belt, please place it in the pocket on the lid.

Battery unit

4 AC adaptor

Main unit Charging stand

Disposal

When disposing of the product, please follow the regulations of each country. For
details, please contact your local WEEE.



Troubleshooting

Trouble area

Possible cause

Corrective action

The light does not
turn on.

Dimmer dial is set to 0.

Turn the dimmer dial to the right.

Insufficient remaining power in
battery unit.

Charge the battery.

The light goes on
and off.

Insufficient remaining power in
battery unit.

Charge the battery.

The spot size adjuster
spins without change
to the spot size.

The beam angle adjuster is
pointing straight down

Turn the beam angle adjuster slightly
upwards and adjust the size again.

The light runs less
than two hours even
when fully charged.

Poor connection cord contact.

Remove any dirt from the plug-jack
and insert and remove the plug from
the jack 2 to 3 times.

Battery unit is deteriorated.

Repeat charging and discharging 2 to
3 times.

Battery unit or AC
adaptor gets hot
during charging.

Due to the energy-exchanging
heat during charging.

It is normal for the temperature to
reach around 55°C.

Charge the battery under the condition
specified in "environment". (15-25°C).

Indicator does not
respond even when
the AC adaptor is
connected.

Poor power plug contact.

Remove any dirt from the power plug
and unplug it from the outlet 2 to 3
times. If there is still no response, try
another outlet.

Poor jack contact.

Remove any dirt from the jack and the
plug of the AC adaptor.

All four lights of the
indicator are lit
orange.

The battery unit is reconnected
immediately (within 1 second)
after it was disconnected from
the charging stand.

Disconnect the battery unit from the
charging stand, wait about 1 second,
and then reconnect it to the stand.
The battery starts charging and the
indicator starts blinking green.

Only the battery unit and AC
adaptor are connected.

Connect the main unit. All four lights of
the indicator will be turned green.

The temperature inside the
battery has exceeded 60°C
during charging.

Charging will resume automatically
once the internal battery temperature
drops to approximately 45°C. Please
leave the battery unit on the charging
stand.

*In case the trouble is not resolved with above actions, please contact your local dealer as the device could be

malfunctioned.

Bunooyss|gno.l .
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M Classification

Specifications

Electrical shock protection classification

Internally powered equipment
(when using battery), Class Il
equipment (When powered from
electric outlet via AC adaptor,
Class Il AC adaptor as a part of
ME equipment)

Protection against harmful intrusion of water or particulates

Not applicable

Sterilization

Not applicable

Use in high oxygen concentration environments

Not applicable

Brand name

OPELAIIl Cx

llluminance at center (illumination range:
©60mm, illumination distance: 400mm)

160,000 Lux *10%.

Color temperature

Approx. 5,000 K

lllumination size (at 400mm illumination distance)

Approx. 60-230 mm dia.

LED

3 high-intensity LEDs (average life time 50,000 h)

Power consumption

Approx. 8W

outlet via AC adaptor)

Ml Main unit
Rated input (when powered from a charged battery) | 6V, 8W
Rated input (When powered from electric 12V 8W

External dimensions

Approx. W200 x H115 x D245-300 mm

Weight

Approx. 310 g

Head measurement

51-65 cm

H Battery unit

Built-in rechargeable battery

Nickel hydride battery

Rated input (when power is supplied from a

charging stand) 8, 1.8A
Rated input (When powered from electric

outlet via AC adaptor) 12V, 0.7A
Rated output (when using charged battery) 5V, 1.8A
Rated output (When powered from electric 12V, 0.8A

outlet via AC adaptor)

External dimensions

Approx. W85 x H140 x D40 mm

Weight

Approx. 430 g

M Charging stand

Rated input

12V, 2.5A

Rated output

8V, 3.6A

External dimensions

Approx. W100 x H65 x D100 mm

Weight

Approx. 250 g

Bl AC adaptor

Rated input

100-240V, 47-63Hz, 0.4-0.6A

Rated output

12V, 2.5A




l Environment

During charging 15-25°C, 20-85% RH (non-condensing)
During operation 0-35°C, 20-85% RH (non-condensing)
During storage / transport 20-50°C, 20-85% RH (non-condensing)
Atmospheric pressure allowance 700 to 1060 hPa

*Specifications change depending on the usage conditions and are subject to change without notice.

*The expected life time is 5 years on the condition that the maintenance by the manufacturer every 2 years.

*Using, charging, or storing the product at a temperature or humidity outside of environmental specifications
will reduce the battery capacity and charging efficiency and cause the lighting time to become shorter.

*Photobiological safety (IEC62471)
This product is classified as Risk Group 2.

[Applied Standard]

IEC60601-1
IEC60601-1-2

[Electromagnetic compatibility]

If this product needs to be used in close proximity to other equipment, make sure that this
product and other equipment are operating properly before use.

[Medical Device Regulation]
This product complies with the requirements of European Regulation (EU) 2017/745.
Classification : Class |

suoneoyioads .
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n Warranty

B Warranty coverage

e We will repair or replace the product free of charge if it fails within 1 year from the date
of purchase provided it has been used correctly following the instruction for use and
precaution notes of attached labels, etc.

M Disclaimer

e The warranty does not apply if the failure or malfunction falls under any of the following
categories.

a) Defect or damage caused by incorrect use and/or inappropriate repair and modifications.
b) Defect or damage caused by dropping after purchase.

c) Defect or damage caused by fire, earthquake, flood, lightning, other natural disasters, pollution or
abnormal voltage from the power source, power supply that is outside the specifications (voltage,
frequency), etc.

d) Consumable parts. (battery unit, COOLMAX® comfort inner pads, cord clip, etc.)

e) Cause of defect is attributable to anything other than this product.

f) Any other defect and/or damage caused by usage not specified in this instruction manual.
g) Only the main unit, AC adaptor, and charging stand are covered.

¢ We shall not be liable for any incidental damages (loss of business profits, business
interruption) arising out of the use or inability to use this product.
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Instruction manuals for each country

Germany France

Switzerland Authorized Representative

CH |REP| 0OZG OneZurich Group AG

Milibodenstrasse 3 8172 Niederglatt ZH Schweiz

European Authorized Representative:

EU |REP| MedNet EC-REP GmbH

Borkstrasse 10, 48163 Muenster, Germany
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