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Instruction for use
HEINE direct
ophthalmoscopes

DEUTSCH | ENGLISH | FRANCAIS | ESPANOL | ITALIANO

ENGLISH
HEINE Direct Ophthalmoscopes

These instructions apply to the following products of the HEINE Direct Ophthalmoscope series:
BETA 200 LED, BETA 200 S LED, K180 LED, mini 3000 LED.

@ Please read and follow these instructions for use and keep them for future reference.

Intended Use

HEINE Direct ophthalmoscopes are intended for transient examination of the media (cornea, aqueous
humour, lens, vitreous humour) and retina of the eye. The instruments feature an optical examination
system and an illumination unit powered by a battery or rechargeable battery. The product may
only be used by qualified medical professionals and in professional healthcare facilities.

A For U.S. only:
Federal law restricts this device to sale by or on the order of a Physician or Practitioner.

Warnings and Safety Information

& CAUTION! This symbol indicates potential hazardous situations. Ignoring the corresponding
instructions may lead to dangerous situations of mild to moderate extent.
(Background color yellow; foreground color black).

f NOTE! This symbol indicates valuable advice. This notes are important, but no related to
hazardous situations.

Product overview

1 Spectacle rest

2 Viewing aperture

3 Lens wheel

4 Diopter readout
(plus = green or black,
minus = red)
Thumbrest
HEINE bulb
Connector
Viewing window
Aperture wheel
Filter selector
(interference red-free filter)
11 HEINE Handle

[SEENIENNONG]

Lens wheel (3) correction values
BETA200 LED | K180 LED

+in 1D steps: 1-10| 1520 |40| D
-in 1D steps: 1-10 | 15|20 |25|35D

BETA200 S LED
+in 1D steps: +1 through +38 D
- in 1D steps: -1 through -36 D

mini3000 LED
+]|1]2|3|4]6|8]10]15]20D
-|1]2|3|4]6|8]10|15]20D

Setting up

To set up the HEINE devices, screw the instrument head into the HEINE battery handle or plug it
on the HEINE rechargeable handle.

Verify that the lamp voltage complies with the supply voltage of the handle. The coloured marking
on the bottom of the lamp shows you the lamp voltage:

White ring = HEINE 2.5 V bulb

only for use with the HEINE BETA battery handle

Red ring = HEINE 3.5 V XHL bulb

Black ring = HEINE 3.5 V LED bulb

only for use with the HEINE BETA rechargeable handle and HEINE wall transformer.

This does not apply to the HEINE ophthalmoscopes of the mini3000 series. Their lamp voltage
is always 2.5 V independently of the handle.

Operation

During the examination, place your index finger on the lens wheel (3) and start the examination
using the smallest aperture setting. Place your thumb in the thumbrest (5) or on the attachment
clip (mini3000 instruments). In the diopter readout (4), you can read the set diopter value of the
lens (negative values are shown in red). You can also operate the aperture wheel (9) with your
index finger. With the filter selector (10) you can switch on the red-free filter.

Depending on the instrument, you can choose between different apertures:

From left to right: MicroSpot, medium aperture, large aperture, blue filter, fixation star with polar
coordinates, fixation star, slit aperture, hemispot, red-free filter.

HEINE Ophthalmoscopes are intended for a transient examination of less than < 2 minutes with
a 15 minutes break until the next application.

Please hold the device as close to the eye as possible.

The setup and operation of the HEINE handles are described in a separate instruction document.

If you realize a significant drop of brightness or a flashing of the lightning immediately after
switching on the device, please change the batteries.

Hygienic reprocessing

The instruction is available:

- at www.heine.com

- in a paper version which you can request from the address listed

Maintenance

Changing the light source

& Verify that the lamp voltage complies with the supply voltage of the handle.
Allow the device to cool down before changing the bulb.

mini3000 LED
With these ophthalmoscopes, the LED cannot be changed.

BETA 200 LED | BETA 200 S LED | K180 LED
Detach the ophthalmoscope from the handle and remove the bulb (6). Insert the new bulb until it
locks into place. The lug must fit inside the groove of the guide tube.

Service
The device has no components serviceable by the end-user.

General Notes

{ The warranty for the entire product is invalidated if non-genuine HEINE products or non-original
parts are used and if repairs or modifications are made to the device by persons not authorized
by HEINE. For more information, please visit www.heine.com.
The expected life cycle, when the device is normal used and the warning and safety information
as well as the maintenance instructions are observed, is up to 7 years. Beyond this period, the
product may continue to be used if it is in a safe and good condition.
Note to the user and | or patient:
All serious incidents that occur in connection with the product must be reported to HEINE
Optotechnik GmbH & Co. KG and the member state’s competent authority.
For the examination please use as little light as possible. To do so, you can use the fixation star
as it is combined with a neutral grey filter which reduces the brightness to 30 %. Please ensure
to switch off the light after each examination.

General Warnings
A Check the correct operation of the device before use! Do not use the device if there are visible
signs of damage.
Do not use the device in fire- or explosive risk area.
This product is not allowed to enter or be used in areas with strong magnetic fields e.g. MRI
scanners.
Do not modify the device.
Use only original HEINE parts, spare parts, accessories and power sources.
Repairs shall only be carried out by qualified persons.

Light exposure hazard

A Because prolonged intense light exposure can damage the retina, the use of the device for
ocular examination should not be unnecessarily prolonged, and the brightness setting should
not exceed what is needed to provide clear visualization of the target structures.

The retinal exposure dose for a photochemical hazard is a product of the radiance and the
exposure time. If the value of radiance were reduced in half, twice the time would be needed
to reach the maximum exposure limit.

While no acute optical radiation hazards have been identified for direct or indirect ophthalmo-
scopes, it is recommended that the intensity of light directed into the patient’s eye be limited
to the minimum level which is necessary for diagnosis. Infants, aphakes and persons with
diseased eyes will be at greater risk. The risk may also be increased if the person being
examined has had any exposure with the same instrument or any other ophthalmic instrument
using a visible light source during the previous 24 hours. This will apply particularly if the eye
has been exposed to retinal photography.

CAUTION - The light emitted from this instrument is potentially hazardous. The longer the
duration of exposure, the greater is the risk of ocular damage. Exposure to light from this
instrument when operated at maximum intensity will exceed the recommended maximum
exposure (RME) of 2.2 J/cm?, unless additional action is taken by the user to minimize
exposure, after ___* (see table below, column “Recommended maximum”).

The risk of retinal injury at an exposure of 2.2 J/cm?is not high, but because some patients
may be more susceptible than others, caution is advised if this radiant exposure value is
exceeded. However, because of a significant risk of injury at exposures exceeding 10 J/cm?,
the user should avoid exposures longer than ___* (see table exposure guidelines, column
“Maximum”).

Disposal
X’ The product must be recycled as separated electrical and electronic devices. Please observe
== the relevant state-specific disposal regulations.

The appendix contains following tables

- Electromagnetic disturbances — Requirements and tests
- Technical specification

- Exposure guidelines

- Explanation of the used symbols



Electromagnetic disturbances - requirements and tests

Immunity test levels

Test

Test level

IEC 60601-1-2 test levels

Compliance test levels

Electrostatic Discharge
(IEC 61000-4-2)

Contact discharge: +8 kV
Air discharge: £2 kV, £4 kV, 8 kV, 15 kV

Radiated RF EM fields
(IEC 61000-4-3)

3V/m
80-2700 MHz
80 % AM at 1kHz

Electrical fast transients | bursts
(IEC 61000-4-4)*

+2kV
100 kHz repetition frequency

Direct ophthalmoscope with a 2,5 V bulb: not applicable, because
of the internally powered mode.

Direct ophthalmoscope with a 3,5 V bulb: compliance test levels
are identically to the IEC 60601-1-2 test levels.

Surges

Direct ophthalmoscope with a 2,5 V bulb: not applicable, because
of the internally powered mode.

(IEC 61000-4-5)* 05KV, £1kv Direct ophthalmoscope with a 3,5 V bulb: compliance test levels
are identically to the IEC 60601-1-2 test levels.
3V Direct ophthalmoscope with a 2,5 V bulb: not applicable, because

Conducted disturbances
induced by RF fields
(IEC 61000-4-6)*

0.15 MHz - 80 MHz
6 Vin ISM bands between 0.15 MHz and 80 MHz

80 % AM at 1 kHz

of the internally powered mode.

Direct ophthalmoscope with a 3,5 V bulb: compliance test levels
are identically to the IEC 60601-1-2 test levels.

Proximity fields from RF wireless
communications equipment
(IEC 61000-4-3)

385 MHz; Pulse modulation: 18 Hz; 27 V/m
450 MHz, FM: £5 Hz deviation: 1 kHz sine; 28 V/m
710, 745, 780 MHz; Pulse modulation: 217 Hz; 9 V/m
810, 870, 930 MHz; Pulse modulation: 18 Hz; 28 V/m
1720, 1845, 1970 MHz; Pulse modulation: 217 Hz; 28 V/m
2450 MHz; Pulse modulation: 217 Hz; 28 V/m;
5240, 5500, 5785 MHz; Pulse modulation: 217 Hz; 9 V/m

Power frequency magnetic fields
(IEC 61000-4-8)

30 A/m; 50Hz or 60 Hz

Voltage dips
(IEC 61000-4-11)*

0 % Ur; 0.5 cycle; at 0°, 45°, 90°, 135°, 180°, 225°, 270° and 315°
0 % Ur; 1 cycle and 70 % Ur; 25|30 cycles single phase: at 0°

Short interruptions
(IEC 61000-4-11)*

0 % Ur; 250|300 cycle

Direct ophthalmoscope with a 2,5 V bulb: not applicable, because
of the internally powered mode.

Direct ophthalmoscope with a 3,5 V bulb: compliance test levels
are identically to the IEC 60601-1-2 test levels.

*n | a: ,Not applicable® in the internally powered mode

Technical specification

Exposure guidelines*

The device is intended for use in the electromagnetic environment specified below.
The customer or the user of the device should assure that it is used in such environments.

Statement for the operational
environments

Inside professional healthcare facilities except for: near
active HF surgical equipment and the RF shielded room
of an ME system for magnetic resonance imaging, where
the intensity of EM disturbances are high.

The supply voltage quality should be that of a typical
hospital environment.

Environmental conditions +10 °C to +35 °C Instrument type ENISO ANSI Z280.36-2016
for operation :738(;/‘;];0 15 :/Bégl'hgum'd'ty 15004-2:2007 Recommended Maximum
at a maximum (high risk)
. . +5°Cto+45°C BETA200 LED
Environmental conditions 45 % 10 80 % rel. humidity BETA200 S LED 3md45s 38s 2m53s
for storage
500 hPa to 1060 hPa
K180 LED 1mi2s 19s 1m29s
Environmental conditions -20°Cto +50 °C ini
for transport 45 % to 80 % rel. humidity mini3000 LED 4mi13s 43s 3mi5s
500 hPa to 1060 hPa *) distance 10 mm from instrument to patient
Nominal voltage 3.0V-37V
Nominal current g’g x m:i' igg 22 LED spare parts
A . Type 2.5V 3.5V
Protection class Internally powered BETA 200 LED
Device classification Group: B BETA 200 S LED X-028.88.134 X-008.88.135
according to ISO 10942 p: K180 LED
Device classification Group: 2

according to ISO 15004-2

Erlduterung der verwendeten Symbole
Explanation of utilized symbols
Explication des symboles utilisés

Floors should be wood, concrete or covered with ceramic
tiles. If floors are covered with synthetic material, the
relative humidity should be at least 30 %.

Performance features of the
ME system that have been
determined to be essential to
the performance

Necessary instructions for
maintaining basic safety and
essential performance with
regards to electromagnetic
disturbances for the
expected life cycle

None

Warning

Use of this equipment adjacent to or stacked with other
equipment should be avoided because it could result in
improper operation.

If such use is necessary, this equipment and the other
equipment should be observed to verify that they are
operating normally.

Use of accessories, transducers and cables other than
those specified or provided by the manufacturer of this
equipment could result in increased electromagnetic
emissions or decreased electromagnetic immunity of this
equipment and result in improper operation.

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

A list of all cables, trans-
ducers and other accessories
that are relevant for the EMC
compliance

EMC compatibility is only ensured if original HEINE spare
parts, accessories and power sources are used. The
EMC compatibility when using power sources from other
manufacturers must be evaluated by the user.

Test Compliance
RF emissions Group 1
CISPR11 Class B
Conducted emissions

(EN 55011|CISPR 11)*

Radiated emissions

(EN 55011| CISPR 11)

Harmonic current emissions Passed

(IEC 61000-3-2)*

Voltage changes, voltage
fluctuations and flicker
(IEC 61000-3-3)*

Immunity

See attached immunity test levels

Expli

(o)

ion de los simbolos utilizados

Spiegazione dei simboli utilizzati

Ce

CE-Kennzeichnung kennzeichnet die Ubereinstimmung mit der Européischen

Medizinprodukteverordnung (EU) 2017/745.

The CE mark indicates that the product complies with the medical device
regulation (EU) 2017/745.

Le marquage CE indique que le produit est conforme ou au réglement
(UE) 2017/745 relatif aux dispositifs médicaux.

La marca CE indica que el producto cumple el Reglamento europeo sobre
productos sanitarios (UE) 2017/745.

I marchio CE indica la conformita con il regolamento sui dispositivi medici
(UE) 2017/745.

Katalog- oder Bestellnummer
Catalogue- or order number

Numéro de catalogue ou de commande
Numero de catélogo o de pedido
Codice catalogo e di dell’ordine numero

Hersteller
Manufacturer
Fabricant
Fabricante
Produttore

Herstelldatum

Date of manufacture
Date de fabrication
Fecha de fabricacion
Data di produzione

It

Getrennte Sammlung von Elektro- und Elektronikgeraten

(Européische WEEE Richtlinie)

Product bearing this symbol may not be disposed of together with general
household waste, but instead requires separate disposal according to local
provisions.

(European Waste Electrical and Electronic Equipment Directive, WEEE)
Tri sélectif des appareils électriques et électroniques

(Directive européenne DEEE)

Desechado separado de aparatos eléctricos y electrénicos

(Directiva Europea RAEE)

Raccolta differenziata di apparecchi elettrici ed elettronici

(direttiva europea RAEE)

Zuléssiger Temperaturbereich in °C fur Lagerung und Transport
Temperature limits in °C for storage and transport
Plage de température admise en °C pour le stockage et le transport

Rango de temperatura permitida en °C para almacenar y transportar el producto

Temperatura ammessa in °C per conservazione e trasporto

Zulassiger Temperaturbereich in °F fur Lagerung und Transport
Temperature limits in °F for storage and transport
Plage de température admise en °F pour le stockage et le transport

Rango de temperatura permitida en °F para almacenar y transportar el producto

Temperatura ammessa in °F per conservazione e trasporto

Zulassige Luftfeuchtigkeit fur Lagerung und Transport

Humidity limitation for storage and transport

Humidité admise pour le stockage et le transport

Humedad del aire permitida para almacenar y transportar el producto
Umidita atmosferica ammessa durante il trasporto e la conservazione

®

Zuléssiger Luftdruck fiir Lagerung und Transport

Pressure limitation for storage and transport

Pression atmosphérique admise pendant le transport et le stockage
Presion de aire permitida para almacenar y transportar el producto
Pressione atmosferica ammessa durante il trasporto e la conservazione

@

Vorsicht Bruchgefahr!

Fragile, handle with care!
Fragile ! Manipuler avec soin
Atencion. Fragil.

Attenzione: pericolo di rottura!

i

Trocken lagern!

Keep dry!

Conserver au sec !
Conservar en un lugar seco!
Evitare ambienti umidi!

P

Gebrauchsanweisung verbindlich befolgen.
(Hintergrundfarbe: blau, Vordergrundfarbe: weiB)

Follow instructions for use!

(Background color: blue, foreground color: white.)
Suivre le mode d’emploi.

(Couleur de fond : bleu ; couleur du premier plan : blanc)
Seguir obligatoriamente las instrucciones de uso.
(Color de fondo: azul, color de primer plano: blanco)
Attenersi obbligatoriamente alle istruzioni per I'uso.
(Colore dello sfondo: blu, colore in primo piano: bianco)

Unique Device Identification

I

Medical Device

med 112681 2025-04-30

ml HEINE Optotechnik GmbH & Co. KG
Dornierstr. 6, 82205 Gilching, Germany

www.heine.com
© in

V-200.00.152
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