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User’s instructions LED Nystagmus Spectacle
@ Type 801/821

Dear Customer,

thank you for purchasing this LED nystagmus spectacle. Please
read this instruction carefully before using your new LED nystag-
mus spectacle carefully to ensure proper handling and long service
life.

Other languages of the instructions for use can be found on our
homepage www.dehag.com.

With the LED nystagmus spectacle it concerns an investigation ins-
trument which serves to observe spontaneous quick ocular move-
ments (nystagmus) with patients with disturbances of the balance
sense.

Read the safety instructions carefully and still only use the LED
nystagmus spectacle as described in this manual, so it does not
accidentally come in injury or damage. Keep this instruction for
use to the later checking up. With passing on of the LED nystagmus
spectacle you also hand over this instruction for use.

Note for the user

Any serious incident that has occurred in connection with the nys-
tagmus spectacle should be reported to DEHAG Medizin-Techni-
sche Produktions GmbH & Co. KG and the competent authority of
the Member State in which the user and/or patient is established.
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Safety instructions
General

e Please read the instruction carefully and retain them for
reference.

-

e Use this LED nystagmus spectacle solely in accordance
with this instruction.

e The lenses are very delicate, handle the spectacle with
great care.

e Only the switch housing type 8.0121.01 with Li-lon bat-
tery type 8.0121.02 is approved for power supply of the
LED Nystagmus Spectacles.

e Avoid placing the LED nystagmus spectacle on surfaces
that could scratch the lenses.

e The LED nystagmus spectacle may only be used by me-
dical staff. This instruction do not replace a good medi-
cal education.

e Misuse or any modification is not under the responsibi-
lity of the manufacturer.

e Please check the nystagmus spectacle for functionality
and integrity before each use.

e Have any repairs carried out solely by a qualified elec-
e trician.self.

B} v202307-AA 2



User’s instructions LED Nystagmus Spectacle
@ Type 801/821

e Never try to repair the LED nystagmus spectacle your-
self.

e Repairs may only be carried out with original spare
parts which are installed according to the intended use.
Any change leads to the exclusion of liability.

e Any change leads to the exclusion of liability.

e The CE-sign looses is validity in case of the use of any
non original spare parts.

e If you transfer the LED nystagmus spectacle to a third
party, also hand over this instruction manual.

Warnings

General
o e Do not use damaged instruments!
e Protect the LED nystagmus spectacle and its parts
against all kind of mechanical damage or force!

e Avoid hitting the lenses, which could break and cause
damages!

¢ Do not throw and use with care!

e Screen the nystagmus spectacle and the accessoires
from the sun. Keep dry! The products have to shelter
from humidity about 75%!ded from the warranty!
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e Misuse, damage, and wear are not covered by the war-
ranty!

e Any signs or wear and tear due to regular use are exclu-
ded from the warranty!

e Make absolutely sure that no liquids enters the LED nys-
tagmus spectacle or the accessories!

Switch housing with Li-lon-Akku
e Use the enclosed charger type 8.0121.02 only.
e Do not heat or throw the switch housing of into fire.

e Do not charge and leave the switch housing at the high
temperature.

¢ Do not deform, short-circuit, disassemble or modify the
switch housing.

e Do not allow the switch housing to be immersed in or
wetted with water.

e Do not subject the switch housing to mechanical load, a
strong impact or a throw.

e Do not carry or store the switch housing together with
material which have sharp edges or is electrical conduc-
tive in the same custody.

e Disregarding the above items may cause heat, fire and
explosion!
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Charger

e The charger is designed for use with switch housing
type 8.0121.01 only.

e The charger is designed for indoor use only and should
not come into contact with water, dust, oil, grease etc.

e The charger should not be covered while in use.
e The main socket should be easily accessible.

e |nthe event of operational error, the plug should be im-
mediately removed from the socket.

¢ Do not open the charger.

e Charger and switch housing should not be used in the
vicinity of flammable anaesthesia gases.

e Do not cut, squeeze and tear at the plug or the switch
housing.

Intended use

Device for short-term examinations or for mobile use in the
field of vertigo diagnostics.
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Indication/Contraindication

Whether the use of LED nystagmus spectacle is indicated
depends on the type of nystagmus examined. For example,
LED nystagmus spectacle are used to assess spontaneous
nystagmus, but are not suitable for observing directional
nystagmus.

Side effects and residual risks

Contamination due to non-compliance with the prepara-
tion instructions, wrong or defective accessories.

Electricity

wer, only use the switch housing with the lithium-ion ac-
cumulator type 8.0121.01 and the corresponding charger
type 8.0121.02. Other voltage sources are not permitted
and will void the warranty and guarantee.

a In order to provide the LED nystagmus spectacle with po-

e Verify that the mains voltage is the same as that indica-
ted on the type plate on the appliance before use.

e Only connect the charger to an earthed socket.

e Always remove the plug from the socket when the char-
geris notin use.
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e Always remove the plug from the wall socket by pulling
on the plug, not the power cord.

e Make sure that the LED nystagmus spectacle, the power
cord and plug do not come in contact with water.

e Do not cut, pinch or separated the plug.

e Check the power cord regularly to make sure it is not
damage.

e Do not use the LED nystagmus spectacle if the power
cord is damaged. Have a damaged power cord replace
by a qualified service technician.

e Stop the charging procedure immediately if you notice
a strange smell or smoke.

e Do not expose the charger or switch housing to shocks
(e.g. by falling down).

e Do not cover the charger and switch housing or place
objects on top of it.

e Protect the switch housing or charger from heat (even
permanent sunlight) and fire.

e Do not open the switch housing or charger. This may
cause a short circuit. Furthermore, any guarantee or
warranty claim will be void.
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e Do not operate the switch housing or charger near hot
or flammable objects as there is a risk of explosion.

e Do not charge or use a damaged switch housing. Please
contact your authorized dealer or manufacturer.

Use

fected and the good function and the integrity has to

o e Before any use the product has to be cleaned or disin-
be checked.

e Fully charge the Li-lon battery switch housing at room
temperature (approx. 20°C/68°F). Charging below -20°C
or above 60°C (-4°F-140°F) can lead to insufficient char-
ging and can be harmful to the battery life cycle.

Note: The Li-lon battery switch housing is delivered only
partially pre-charged. In order to ensure full capacity and
functionality, fully charge the Li-lon battery switch housing
before the first use.

e Only use the original charger type 8.0121.02 for char-
ging, only these are matched to the Li-lon battery used.

e Insert the 2-pin Lemo plug of the charger into the 2-pin
Lemo socket of the Li-lon battery switch housing mar-
ked with the ,,charger symbol*“.
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@J <«—— 2-pin Lemo socket

e Connect the charger to a mains socket. The charging
process starts automatically.

e Charging operation can be discontinued at any given
time.

e The charging is signalled by a red light on the plug-in
charger. In the case of deeply discharged batteries, the
charging indicator changes from green to red later.

e The Li-lon battery switch housing is fully charged when
the LED indicator on the charger is green. The charging
time is approximately four hours.

e Disconnect the charger first from the mains socket and
then from the switch housing.

e The Li-lon battery switch housing type 8.0121.01 is rea-
dy for use and can be used to start up the LED nystag-
mus spectacle.
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Please note that when connecting the Lemo plug, the red
marked points of the charger or switch housing are above

=

or next to each other.

Please also note that to connect or disconnect the plug to
or from the switch housing, please only grasp the checked
hatching of the sleeves! Only push the sleeves into each
other/pull them apart, never turn them!

Pa
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Please disconnect the LED nystagmus spectacle from
the battery switch housing if you will not be using them
for a longer period of time, otherwise the batteries will
be completely discharged.

Make sure that your hands are dry before touching the
LED nystagmus spectacle, power cord or plug.

Remove the plug from the power supply in the event of
a malfunction during use, and before cleaning the nys-
tagmus spectacle, fitting or removing an accessory, or
storing the appliance after use.

It is to use only the assessories specified by the manu-
facturer.

ckage Contents

Please check the packaging and complain any damage
immediately to the carrier.

User’s instructions LED Nystagmus Spectacle
Type 801/821
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e After opening the packaging, please check the contents
of the packaging for damage that may have occurred
due to improper handling during transport.

Your LED nystagmus spectacle package includes all of the
following items. If any of these items are missing, please
contact the dealer for assistance.

e 1x LED nystagmus spectacle 1x clip-head strap
type 801/821

e 1xuser’sinstruction 1x carton
it &
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Operation
General

With the purchase of the LED nystagmus spectacle type
801/821 you have the opportunity to do an examination
for which the LED nystagmus spectacle remain for a longer
time on the patient’s head. The associated clip-head strap
provides a secure fixation of the LED nystagmus spectacle
in front of the patient’s eyes and facilitates an easy search
spontaneous and provoked nystagmus e.g. through sha-
king the head, storing or examinations on swivel-chaires.

The LED nystagmus spectacle is equipped with strong ref-
ractive biconvex magnifying lenses with a power of +15 to
+18 diopters. They prevent a sharp vision and the fixation
of objects. In this way, the patient’s visual contact with ob-
jects in the environment is interrupted, which would hin-
der the fast eye movements. At the same time the highly
illuminated eyes are easily observable under magnifying
glasses.

The LED nystagmus spectacle is equipped with a timer
function that facilitates the observation of the deflections
within a certain period of time. In addition, the glasses are
equipped with an activated switch-off function. Here the
illumination of the LED nystagmus spectacle switches off
one minute after the timer has expired, a renewed wearing
of the LED nystagmus spectacle automatically switches it
on again.
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Use

Clean the LED nystagmus spectacle with a soft cloth
moistened with water and a mild detergent before each
use. Then dry the glasses thoroughly with a soft dry
cloth.

Please make sure that the LED nystagmus spectacle is in
an undamaged, technically perfect condition.

Hold to the patient the LED nystagmus spectacle in
front of the eyes over the nasal bridge.

Place the clip-head strap over the patient’s ears and
around the back of the head.

Make sure that the nystagmus spectacle do not shift
during the examination. If necessary, tighten the clip-
head strap more tightly.

The Lemo connectors of the LED nystagmus spectacle have
a simple push/pull locking mechanism for secure connec-
tions and coding for correct connector alignment.

Insert the 5-pin Lemo plug of the LED nystagmus spec-
tacle type 801/821 into the 5-pin Lemo socket (marked
with the ,,LED nystagmus spectacle symbol“) of the bat-
tery switch housing.

B} v202307-AA
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(@' <—— 5-pin Lemo socket
aiaas A

Switching on/off, timer function, automatic switch-off
and switch-on and stepless brightness adjustment of the
LED nystagmus spectacle

The battery switch housing is used to select the features
of the LED nystagmus spectacle type 801/821 as well as
allowing you to work without needing an electrical con-
nection, for instance during swivel-chair examinations.
The battery switch housing and cradle ensure that the LED
nystagmus spectacle can be used at all times.

E] O <«+——— Brightness control
e
<«—— Timer function

<«—— Switching on/off
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e Switch on the LED nystagmus spectacle type 801/821
by pressing the on/off switch. Press the button again to
switch off the LED nystagmus spectacle.

e The timer function is started by pressing the start but-
ton with stopwatch symbol and the LED in the nystag-
mus spectacle signals the elapsing of 30, 60 and 90 se-
conds.

e The brightness of the LED nystagmus spectacle is regu-
lated by pressing the +/- buttons. With the minus but-
ton you reduce the brightness, with the plus button you
increase the brightness of the LEDs.

e With the automatic switch-off and switch-on function,
the LED nystagmus spectacle switches off after approx.
one minute after the timer has elapsed. The light will
turn on again when the device are picked up.
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Deactivation / activation of the switch-off function:

By simultaneously pressing the on/off switch and the
timer button you switch on the LED nystagmus spectacle.
After the 30-sec LED goes out (after about one second)
release the timer button, then switch off the LED nystag-
mus spectacles and switch it on again. A short flash of
the 30-sec-LED after switching on signals the deactivated
automatic switch-off.

&

To activate the automatic switch-off, please proceed as for
deactivation.

Low Battery indicator

nystagmus spectacle is switched on by flashing all three
timer diodes five times to indicate that the Li-ion battery
is low. Charge your switch housing with the charger type
8.0121.02 until the diode on the charger lights up green.

o The ,Low Battery” indicator shows you when the LED

T
|

& <«4+—— Diode

=TIy
444
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Processing instructions

Store your LED nystagmus spectacle in a closed place whe-
re it is protected from dust and dirt to ensure their hygienic
conditions.

All surfaces of the appliance are not sensitive to conventio-
nal, mild cleaners. A soft cloth or absorbent paper should
be used to apply cleaning liquids, in order to avoid scrat-
ching the surface and to dose and spread out the liquid
better. Incorrect or incomplete cleaning may jeopardize
the patient or medical staff!

Restriction regarding reprocessing
The end of the product service life is usually determined by

wear and damage caused by use.

Place of use

Remove surface soiling with a soft disposable cloth.

Maintenance

Please sort damaged parts and have them repaired.
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Cleaning / disinfection: automatically

e An automatic cleaning and disinfection is not approved
@ for the LED nystagmus spectacle.

e Do not disinfect by spray or soak!

Cleaning / disinfection: manual
Validated procedure:
0 Pre-cleaning with a cloth soaked with 80% ethanol.

Wipe disinfection with a soft, lint-free non-woven cloth
soaked with ECOLAB incidin Oxy Foam S. Reaction time ac-
cording to the manufacturer of the disinfectant 1 minute.

Clean the LED nystagmus spectacle after each use.

e Clean the LED nystagmus spectacle with a damp cloth
and possibly some mild detergent.

e Never use corrosive or scouring cleaning agents or
sharp objects to clean the appliance.

e Dry the LED nystagmus spectacle with a soft, dry cloth
thoroughly.

e Do notimmerse the LED nystagmus spectacle set in wa-
ter, or in other liquids.
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Control and testing

Check the parts after cleaning for visible dirt. You may need
to repeat the cleaning.

Packaging

The LED nystagmus spectacle must not be packaged in ste-
rile packaging. Other packages are also possible.

Sterilization

Do not sterilize the LED nystagmus spectacle, thus elect-
ronic components can be damaged by high temperatures.

Waste disposal

After the lifetime the instrument has to be littered in com-
ﬁ pliance with the local regulations and law or to be returned

to the manufacturer! The following applies for the Euro-
pean Union: According to the EC Directive 2012/19/EC on
Waste Electronic and Electrical Equipment (WEEE) do not
dispose of this product as unsorted municipal waste. Pre-
pare this product for reuse or separate collection as speci-
fied by the directive. If this product is contaminated, this
directive does not apply. Low batteries have to be removed
and littered according to the local regulations and law.
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Technical data

e Type:

e Power supply:

¢ Dimensions:

e Weight:

* Protection class:
e C(lassification:

e C(lassification:

e CE marking:

e Spaulding:

e Charging period:

User’s instructions LED Nystagmus Spectacle
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801/ 821

Li-lon rechargeable battery
190 x 90 x 70 mm?

approx. 170 g (spectacle only)
IP X0

Class |, according to Annex VIII of
Directive 2017/745 (EU)

Risk group 1 according DIN EN 62471
according to Directive 2017/745 (EU)
uncritical

approx. 4 h at fully discharge

e Storage and transport conditions:

e LED nystagmus spectacle:

e Storage temperature: -30 to 60°C
e Working temperature: 0 to 25°C
e Humidity: 30 to 75%
e Barometric pressure: 700 to 1,060 hPa
e Switch housing:
e Storage temperature: -20 to 60°C
e Humidity: 45 to 80%
e Barometric pressure: 700 to 1,060 hPa

B} v202307-AA
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Guarantee terms

DEHAG Medizin-Technische Produktions GmbH & Co. KG
guarantees the appliance for defects caused by manufac-

tur

ing and/or material faults for 24 months from the date

of purchase, subject to the following conditions.

B} v202307-AA

No charges will be made for labour, materials and shi-
ping costs during the guarantee period. Any repairs car-
ried out during the guarantee period do not extend the
guarantee period.

The importer automatically becomes the owner of any
faulty parts or a faulty appliance (in the event of a com-
plete replacement) replaced by the importer.

All claims submitted under guarantee must be accom-
panied by the original bill of sale.

Claims under guarantee must be submitted to the dea-
ler where the appliance was purchased, or to the im-
porter.

The guarantee does not cover damage caused by:
e Accidents, incorrect use, wear and/or neglect.

e Faulty installation and/or use in a manner contra-
vening the prevailing statutory, technical or safety
regulations.

User’s instructions LED Nystagmus Spectacle
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e For malfunction or damage caused by improper
handling, especially handling contrary to the inst-
ructions or inadequate or improper care and main-
tenance.

e Malfunctions on electrical devices due to external
influences, such as voltage changes, electromagne-
tic fields, radio interference, etc.

e Repairs carried out by the customer or third parties.

e Careless transport, i.e. without suitable or protec-
tion.

e The warranty does not cover batteries or other accesso-
ries that are attached to the LED nystagmus spectacle,
if necessary.

e No claims can be submitted under this guarantee for
damage other than repair or replacement of faulty
parts. The manufacturer can never be held responsible
for any consequential loss or damage, or any other con-
sequences, resulting either directly or indirectly from
the supply of the appliance by the manufacturer.

e All costs of transport, packing and transport insurance
are borne by the purchaser.

e For defects that are asserted that occur after the war-
ranty period or are not warranted.
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Service

If a fault should occur please contact the DEHAG service
department:

DEHAG Medizin-Technische
u Produktions GmbH & Co. KG

Hinter dem Hamberge 24

37124 ROSDORF / GERMANY

Tel: 0551/ 32519

Fax: 0551 /37 61 06

E-mail: info@dehag.com

Internet: www.dehag.com

C E-Declaration of Conformity

The C€ mark confirms that this product complies with the
European Parliament Regulation 2017/745 (EU) of 05% Ap-
ril 2017 on medical devices.
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Symbols
0 Observe operating instructions!
e Service
A Dangerous voltage!
@ Cleaning
M Manufacturer
ﬁ Disposal according to WEEE guideli-
nes
| —
REF Order number
MD Medical Device
C € Medical Device complies
with Directive 2017/745 (EU)
25
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