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Ab Herstelldatum 08/2022 wird das Gerat nur noch mit Netzwerkanschluss und Netzwerkkabel ausgeliefert. Ein Betrieb Uber USB ist
nicht mehr moglich.

Units manufactured from 08/2022 onwards will only be supplied with a network connection and a network cable. Operation via USB
will no longer be possible.

A compter de la date de fabrication du 08/2022, I'appareil ne sera plus fourni qu’avec une connexion réseau et un cable réseau. Un
fonctionnement via USB ne sera plus possible.

A PAA partir de la fecha de fabricacién 08/2022 el dispositivo solo se suministra con conexién de red y cable de red. Ya no es posible
el funcionamiento mediante USB.

A partire dalla data di fabbricazione 08/2022 I'apparecchio verra fornito solo con connessione di rete e cavo di rete. Il funzionamento
tramite USB non sara piu possibile.

Vanaf fabricagedatum 08-2022 wordt het apparaat alleen geleverd met een netwerkaansluiting en netwerkkabel. Werking via USB is
niet meer mogelijk.

A partir da data de fabricagdo de 08/2022, o equipamento so sera entregue com conexao de rede e cabo de rede. A operagao via
USB né&o sera mais possivel.

Fran och med tillverkningsdatum 08/2022 levereras enheten endast med natverksanslutning och natverkskabel. Drift via USB éar inte
langre mojligt.

Efter produktionsdato 08/2022 kan enheden kun f&s med netveerkstilslutning og netveerkskabel. Kan ikke leengere anvendes med
USB.

Valmistuspéaivamaarasta 08/2022 alkaen laite toimitetaan vain verkkoliitannalla ja verkkokaapelilla varustettuna. Kaytté USB-litannan
kautta ei ole mahdollista.

Fra produksjonsdato 08/2022 blir enheten kun levert med nettverkstilkobling og nettverkskabel. Drift via USB er ikke lenger mulig.

C patbl narotoBneHnst 08/2022 yCTPONCTBO NOCTaBASETCS TOBKO C NOAKIIOHEHNEM K CETU 1 CETEBBIM Kabenem. PaboTa vepes
nHTepdeiic USB 6onblie HEBO3MOXKHA.

AT nuepopnvia mapaywyric 08/2022 n cuckeur) mapadidetal Pe oUvdeon SIKTUOU KAl KAAWAIO auvdeong SIKTUOU. H Aettoupyia péow
USB dev eival mAéov duvatr.

Od daty produkcji 08/2022 urzadzenie bedzie dostarczane tylko z gniazdem sieciowym i kablem sieciowym. Obstuga za
posrednictwem USB nie jest juz moZzliwa.

Alates valmistamise kuup&evast 08/2022 tarnitakse seadet veel vaid koos vorgulhenduse ja vorgukaabliga. USB kaudu kaitamine pole
enam voimalik.

lerices, kas razotas péc 08/2022, tiek piegadatas tikai ar fikla pieslegumu un fikla kabeli. Ekspluatacija, izmantojot USB, vairs nav
iespéjama.

Nuo 2022/08 pagaminimo datos prietaisas tiekiamas tik su tinklo jungtimi ir tinklo kabeliu. Naudojimas su USB nebebus galimas.

Od data vyroby 08/2022 bude pfistroj dodavan pouze se sitovou pripojkou a sftovym kabelem. Provoz prostifednictvim USB jiz nebude
mozny.

Od datuma izdelave 08/2022 bo naprava dobavliena samo Se z omreznim prikljuckom in omreznim kablom. Delovanje prek USB-
prikljucka ne bo ve€ mogoce.

2022/08-as gyartasi datumtdl kezdve a készliléket csak haldzati csatlakozdval és haldzati kabellel szallitjuk. Az USB-n kereszt(ili
mUkodtetés mar nem lehetséges.

BLEH2022:8 H LI, SEITIE R Y N — e 2y NI =T T —TNOREENE T, USBRRHTOREIZTERLIRY
L7

2022 = 8§ EJ;Vfléf PR [P & PR [ IFIRES o T EF R USB i

Od datuma proizvodnje 08/2022 uredaj se isporucuje jo$ samo s mreznim prikljuckom i mreznim kabelom. Rad putem USB-a viSe nije
mogug.

Od datumu vyroby 08/2022 bude zariadenie dodavané len so sietovou pripojkou a sietovym kablom. Prevadzka prostrednictvom USB
Uz nie je mozna.

2022 88 AxAHE A= UMEYA A2 B UEH A Alol&xt &7 WiFEH Ytk USBE & 2&2 o oY &7Fs Y
ok

Uretim tarihi 08/2022’den sonra cihaz artik sadece sebeke baglantisi ve sebeke kablosu ile teslim edilir. USB ile calistrma artik miimkiin
degildir.

Ot para Ha npowdsoacTeo 08/2022 ypeObT Lie ce A0CTaBsA CamMO C KOHEKTOP 3a CBbP3BaHE C MpeXXa 1 MPeXKoB Kabern.
Exkcnnoataums 4pes USB Beue He e Bb3MOXKHa.

Incepand cu data de fabricatie 08/2022, dispozitivul este livrat doar cu conexiune de retea si cablu de retea. Functionarea prin USB nu
mai este posibila.

MounHatoum 3 gatm BurotoBneHHsa 08.2022, NpUCTpIn NocTa4aTMMETbCA NNLLE 3 MEPEXKEBUM MIOKMIOYEHHSIM | MEPEXEBVM Kabenem.
Pexxum poboTn Ha ocHosi USB 6inbLue He nigTprMyBaTUMETHCS.

DURR DENTAL SE 2141100052 DURR
MMM 4
74321 Bietigheim-Bissingen, Germany 2022/06 D E N TA |_
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1 About this document

These installation and operating instructions rep-
resent part of the unit.

If the instructions and information in these

@ installation and operating instructions are
not followed, Durr Dental will not be able
to offer any warranty or assume any liabil-
ity for the safe operation and the safe
functioning of the unit.

The German version of the installation and oper-
ating instructions is the original manual. All other
languages are translation of the original manual.
These operating instructions are valid for
VistaScan Mini Easy, order number:
2143-000-60 and VistaScan Mini Easy (China
version), order number: 2143-000-54.

1.1 Warnings and symbols

Warnings

The warnings in this document are intended to
draw your attention to possible injury to persons
or damage to machinery.

The following warning symbols are used:

A General warning symbol

A Warning — dangerous high voltage

& Warning - laser beam

The warnings are structured as follows:

Q SIGNAL WORD

Description of the type and source of
danger

Here you will find the possible conse-
quences of ignoring the warning

» Follow these measures to avoid the
danger.
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The signal word differentiates between four levels
of danger:
- DANGER
Immediate danger of severe injury or death
— WARNING
Possible danger of severe injury or death
CAUTION
Risk of minor injuries
NOTICE
Risk of extensive material/property damage

Other symbols
These symbols are used in the document and on
or in the unit:

Note, e.g. specific instructions regarding
efficient and cost-effective use of the unit.
Order number

Serial number

[sN]
Medical device

Health Industry Bar Code (HIBC)

LOT| Lot designation

( € CE labelling

CE labelling with the number of the noti-
fied body

Manufacturer

Dispose of correctly in accordance with
EU Directive 2012/19/EU (WEEE).

Refer to the accompanying electronic
documents.

Please read all of the accompanying doc-
uments.

Refer to Operating Instructions.

Wear protective gloves.

QIR BOHE *



Important information

Disconnect all power from the unit.

Do not reuse

DC current

This way up / store and transport in an
upright position

Keep dry

12 ®6

Stacking limits

Fragile, handle with care

, HE mx

l)\\./

§ Keep away from sunlight

1.2 Copyright information

All circuits, processes, names, software pro-
grams and units mentioned in this document are
protected by copyright.

The Installation and Operating Instructions must
not be copied or reprinted, neither in full nor in
part, without written authorisation from Durr
Dental.

2 Safety

Durr Dental has designed and constructed this

unit so that when used properly and for the

intended purpose it does not pose any danger to

people or property.

Despite this, the following residual risks can

remain:

— Personal injury due to incorrect use/misuse

— Personal injury due to mechanical effects

— Personal injury due to electric shock

— Personal injury due to radiation

— Personal injury due to fire

— Personal injury due to thermal effects on skin

— Personal injury due to lack of hygiene, e.g.
infection

2.1 Intended purpose

VistaScan Mini Easy

The unit is intended exclusively for use in dental
applications for the scanning and processing of
image data on an image plate.

Light protection cover

The functions of the Light Protection Cover are:

— to protect the image plate from light and there-
fore against accidental erasure

— to protect against cross-contamination

2.2 Intended use

VistaScan Mini Easy

The unit may only be operated using accessories
and optional articles manufactured by or branded
with DUrr Dental.

The unit may only be cleaned using the disinfec-
tants and cleaning agents approved by and
specified by the manufacturer.

Light protection cover

The Light Protection Cover is a disposable item.
The Light Protection Cover is designed exclu-
sively for use with image plate scanners manu-
factured by or branded with Durr Dental and
image plates manufactured by or branded with
Durr Dental.
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2.3 Improper use

Any use of this appliance / these appliances
above and beyond that described in the Installa-
tion and Operating Instructions is deemed to be
incorrect usage. The manufacturer cannot be
held liable for any damage resulting from incor-
rect usage. The operator will be held liable and
bears all risks.

VistaScan Mini Easy

This unit is not suitable for monitoring patients
over longer periods of time.

This unit must not be operated in operating the-
atres or similar rooms, in which dangers may
arise from the combustion of flammable materi-
als.

Light protection cover

Especially: The multiple use of this accessory and
reprocessing contrary to the instructions of the
manufacturer.

The use of the accessory in combination with
other than image plate scanners manufactured
by or branded with DUrr Dental and image plates
manufactured by or branded with DUrr Dental.

2.4  General safety information

> Always comply with the specifications of all
guidelines, laws, and other rules and regula-
tions applicable at the site of operation for the
operation of this unit.

> Check the function and condition of the unit
prior to every use.

> Do not convert or modify the unit.

> Comply with the specifications of the Installa-
tion and Operating Instructions.

> The Installation and Operating Instructions
must be accessible to all operators of the unit
at all times.

2.5  Specialist personnel

Operation

Unit operating personnel must ensure safe and

correct handling based on their training and

knowledge.

) Instruct or have every user instructed in han-
dling the unit.

9000-618-210/02 1910V005
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Installation and repairs

> Installation, readjustments, alterations,
upgrades and repairs must be carried out by
Darr Dental or by qualified personnel specifi-
cally approved and authorized by Durr Dental.

2.6  Electrical safety

> Comply with all the relevant electrical safety
regulations when working on the unit.

> Never touch the patient and unshielded plug
connections on the device at the same time.

> Replace any damaged cables or plugs immedi-
ately.

Observe the EMC rules concerning medical

devices

> The unit is intended for use in professional
healthcare facilities (in accordance with IEC
60601-1-2). If the appliance is operated in
another environment, potential effects on elec-
tromagnetic compatibility must be taken into
account.

> Do not operate the unit in the vicinity of HF sur-
gical instruments or MRT equipment.

> Maintain a minimum distance of at least 30 cm
between the unit and other electronic devices.

> Keep a minimum distance of 30 cm between
the unit and mobile radio devices.

> Note that cable lengths and cable extensions
have effects on electromagnetic compatibility.

> No maintenance measures are required to
maintain the EMV basic safety.

NOTICE

Negative effects on the EMC due to

non-authorised accessories

> Use only Durr Dental parts or acces-
sories specifically approved by Durr
Dental.

» Using any other accessories may result
in increased electromagnetic interfer-
ence emissions or the unit having
reduced electromagnetic immunity,
leading to an erroneous operation
mode.
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NOTICE

Erroneous operation mode due to use

immediately adjacent to other devices

or with other stacked devices

» Do not stack the unit together with
other devices.

> If this is unavoidable, the unit and other
devices should be monitored in order
to ensure that they are working cor-
rectly.

2.7 Essential performance char-
acteristics

The VistaScan Mini Easy unit does not possess
any significant performance characteristics as set
out in IEC 60601-1 (EN 60601-1) section 4.3.
The unit complies with the requirements accord-
ing to IEC 60601-1-2:2014.

2.8 Notification requirement of
serious incidents

The operator/patient is required to report any
serious incident that occurs in connection with
the device to the manufacturer and to the com-
petent authority of the Member State in which
the operator and/or patient is established/resi-
dent.

2.9  Only use original parts

> Only use Durr Dental parts or accessories and
special accessories specifically approved by
Durr Dental.

> Only use only original wear parts and replace-
ment parts.

Durr Dental accepts no liability for dam-
@ ages or injury resulting from the use of
non-approved accessories or optional
accessories, or from the use of non-origi-
nal wear parts or replacement parts.
The use of non-approved accessories,
optional accessories or non-genuine wear
parts / replacement parts (e.g. mains
cable) can have a negative effect in terms
of electrical safety and EMC.

2.10 Transport

The original packaging provides optimum protec-
tion for the unit during transport.

If required, original packaging for the unit can be
ordered from Durr Dental.

Durr Dental will not accept any responsi-
bility or liability for damage occurring dur-
ing transport due to the use of incorrect
packaging, even where the unit is still
under guarantee.

> Only transport the unit in its original packaging.

> Keep the packing materials out of the reach of
children.

> Do not expose the unit to any strong vibrations
or shocks.

2.11 Disposal

An overview of the waste keys for Durr
@ Dental products can be found in the

download area at www.duerrdental.com

(document no. PO07100155).

Unit

E The unit must be disposed of properly.
Within the European Union, the unit must
be disposed of in accordance with EU
Directive 2012/19/EU (WEEE).

) If you have any questions about the correct
disposal of parts, please contact your dental
trade supplier.

Image plate

The image plate contains barium compounds.

> Dispose of the image plate properly in accor-
dance with the locally applicable regulations.

> In Europe, dispose of the image plate in accor-
dance with waste code 090199 "Wastes not
otherwise specified". Disposal as domestic
waste is possible.

2.12 Protection from threats from
the Internet

The unit is to be connected to a computer that

can be connected to the Internet. Therefore, the

system needs to be protected from threats from

the Internet.

> Use antivirus software and update it regularly.
Look for evidence of possible virus infection
and, if applicable, check with the antivirus soft-
ware and remove the virus.
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> Perform regular data backups.

> Restrict access to units to trustworthy users,
e.g. via a user name and password.

> Make sure that only trustworthy content is
downloaded. Only install software and firmware
updates that have been authenticated by the
manufacturer.

9000-618-210/02 1910V005




Product description

E Product description

3 Overview

VistaScan Mini Easy image plate scanner
Input unit cover
Plus intraoral image plate
Light protection cover intraoral
Storage box
DBSWIN imaging software DVD
VistaSoft imaging software DVD
USB cable
Network cable
0 Power supply unit with country-specific adapter

—+ ©0O~NOOO N =

8 9000-618-210/02 1910V005



3.1 Scope of delivery

The following items are included in the scope of
delivery (possible variations due to country-spe-
cific requirements and/or import regulations):
VistaScan Mini Easy

image plate scanner............. 2143-61
VistaScan Mini Easy
image plate scanner............. 2143-67
VistaScan Mini Easy
image plate scanner............. 2143-52

— VistaScan Mini Easy basic unit
— Power supply unit
— USB cable
— Network cable
— DBSWIN imaging software DVD
— VistaSoft imaging software DVD
— Input unit cover for the image plate — size 0
— Input unit cover for the image plate - size 2
— Plus image plate:
- Size 0
— Size 2
— Light protection covers Plus:
- Size 0
- Size 2
— Storage box
— Protection cover
— Image Plate Cleaning Wipe
— Installation and operating instructions
— Quick start instructions

3.2 Accessories

The following items are required for operation of
the device, depending on the application:

Image plates
— Image Plate Plus, size O
— Image Plate Plus, size 2

Light protection covers

— Light Protection Cover Plus, size O

Light Protection Cover Plus, size 2

Light Protection Cover Plus, size 0, white
— Light Protection Cover Plus, size 2, white

3.3  Optional items

The following optional items can be used with the
unit:

Wall bracket . . ............... 2141-001-00
Storage box . ... 2141-002-00

9000-618-210/02 1910V005
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Image plate and film holder system
Sl 2130100015
Image plate and film holder system
conversion set for endo-exposures . 2130100014
Copper dot set, self-adhesive . . .. 2130-006-00

Mobile Connect (for using apps
for mobile appliances, e.g. Durr
Dental Imaging iPad app) . . . . . 2100-725-12FC

Protectioncover.............. 2141-003-01

Commissioning and intraoral constancy tests
Intra / extra digital test body . . . . . 2121-060-54

3.4 Consumables

The following materials are consumed during
operation of the device and must be reordered
separately:

Cleaning and disinfection
Image plate cleaning wipes

(10pCs.) v v CCB351B1001
FD 350 Classic

disinfection wipes . . . ........ CDF35CA0140
FD 333

rapid surface disinfection .. .. .. CDF333C6150
FD 322

rapid surface disinfection . . . . .. CDF322C6150
FD 366 sensitive rapid surface

disinfection . ................ CDF366C6150

Light protection covers
Light Protection Cover Plus size O

2x3cm (100 pes.) . ovvvvvnnn. 2130-080-00
Light Protection Cover Plus size 2
3x4cm(B00pPCs.) .. vvinn .. 2130-082-00
Light Protection Cover Plus size 2

3x4cm (1000 pcs.) ..ot 2130-082-55
Light Protection Cover Plus size O,

white

2x3cm (100 peCs.) v v 2130-080-50
Light Protection Cover Plus size 2,

white

3x4cm(B00pCs.) . ..o, 2130-082-50

3.5 Wear parts and replacement
parts

Image plates

Plus image plate, size 0

2X3cm@2pes) ... 2130-040-50
Plus ID image plate, size O

2X3cm@2pes) ... 2130-040-60
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Plus image plate, size 2

3x4dcem@pes). ..o 2130-042-50
Plus image plate, size 2

3x4cem(12pcs.) . oo, 2130-042-55
Plus ID image plate, size 2

3x4cem @ pcs) ..o 2130-042-60

Input unit cover
Input unit cover for the image plate

—sSize 0. 2143-100-30
Input unit cover for the image plate
—SIZE 2. . 2143-100-32

Information about replacement parts is
available from the portal for authorised
specialist dealers at:
www.duerrdental.net.
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4 Technical data

41 Image plate scanner
Electrical data for the device
Voltage
Max. current consumption
Qutput
Type of protection

Electrical data — power supply unit
Voltage

Frequency

Protection class

Type of protection

Output

Max. current consumption

Classification
Medical product class

Laser class (unit)
In accordance with IEC 60825-1:2014

Laser source

Laser class
In accordance with [EC 60825-1

Wavelength A
Qutput

Noise level
Ready to scan
During scanning

General technical data
Dimensions (W x H x D)

Weight

Duty cycle S2 (in accordance with VDE
0530-1)

Duty cycle S6 (in accordance with VDE
0530-1)

Pixel size (selectable)

9000-618-210/02 1910V005

VvV DC

V AC
Hz

nm
mwW

dB(A)
dB(A)

min

%

pm

Product description

24
1.25
<30
IP20

100 - 240
50/60
I
IP20
<40
0.8

3B

635
10

approx. 37
approx. 55

226 x 234 x 243

8.89x9.21 x9.56

approx. 6.5
approx. 14.33
25

25

12.5-50
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General technical data

Max. theoretical resolution Line
pairs/mm
(Lp/mm)

Network connection

LAN technology

Standard

Data rate Mbit/s
Connector

Type of connection

Cable type

Serial interfaces
Standard
Connection (on the unit)

Ambient conditions during operation

Temperature °C
°F
Relative humidity %
Air pressure hPa
Height above sea level m
ft

Ambient conditions during storage and transport

Temperature °C
°F

Relative humidity %

Air pressure hPa

Electromagnetic compatibility (EMC)
Interference emission measurements

High-frequency emissions in accordance with CISPR 11

Interference voltage at the power supply connection
CISPR 11:2009+A1:2010

Electromagnetic interference radiation
CISPR 11:2009+A1:2010

12

approx. 40

Ethernet
|IEEE 802.3u
100
RJ45
Auto MDI-X
> CAT5

usB 2.0

Standard type B

+10to +35

+50 to +95
20 -80

750 - 1060
< 2000
< 6562

-20 to 60
-4to +140
10-95
750 - 1060

Group 1
Class B

Compliant

Compliant
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Electromagnetic compatibility (EMC)
Interference immunity measurements on the cover

Immunity to electrostatic discharge
IEC 61000-4-2:2008

+ 8 kV contact

+2KkV, £4KkV, £8KkV, £ 15 kV air

Immunity to high-frequency electromagnetic fields

IEC 61000-4-3:2006+A1:2007+A2:2010

3V/m Compliant
80 MHz-2.7 GHz

80% AM at 1 kHz

Immunity to near fields of wireless HF communication

devices

IEC 61000-4-3:2006+A1:2007+A2:2010 Compliant
See immunity to interference table, near fields of wireless

HF communication devices

Compliant

Immunity to interference table, near fields of wireless HF communication devices

Radio service Frequency band Test level
MHz V/m

TETRA 400 380 - 390 27

GMRS 460
FRS 460

LTE band 13, 17 704 - 787 9

GSM 800/900

TETRA 800

iDEN 820 800 - 960 28
CDMA 850

LTE band 5

GSM 1800

CDMA 1900

GSM 1900

DECT

LTE band 1, 3, 4, 25
UMTS

Bluetooth

WLAN 802.11 b/g/n
RFID 2450

LTE band 7

WLAN 802.11 a/n 5100 - 56800 9

430 - 470 28

1700 - 1990 28

2400 - 2570 28

Electromagnetic compatibility (EMC)
Interference immunity measurements supply input

Immunity to interference, rapid transient bursts — AC volt-

age grid

IEC 61000-4-4:2012 Compliant
+2 kV

100 kHz repetition frequency

9000-618-210/02 1910V005
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Electromagnetic compatibility (EMC)
Interference immunity measurements supply input

Immunity to interference, surges
|IEC 61000-4-5:2005 Compliant
+0.5kV, £1kV

Immunity to interference, line-conducted disturbances

induced by high-frequency fields — AC voltage grid

IEC 61000-4-6:2013

3V

0.15 - 80 MHz Compliant
6V

ISM frequency bands

0.15 - 80 MHz

80 % AM at 1 kHz

Immunity to interference due to voltage dips, short inter-
ruptions and voltage variations Compliant
IEC 61000-4-11:2004

Electromagnetic compatibility (EMC)
Interference immunity measurements SIP/SOP

Immunity to interference, discharge of static electricity
IEC 61000-4-2:2008

+ 8 kV contact

+ 2kV, £ 4 kV, £ 8kV, + 15 kV air

Immunity to interference, rapid transient bursts — 1/0O,

SIP/SOP ports

IEC 61000-4-4:2012 Compliant
+1kV

100 kHz repetition frequency

Compliant

Immunity to interference, line-conducted disturbances

induced by high-frequency fields — SIP/SOP ports

IEC 61000-4-6:2013

3V

0.15 - 80 MHz Compliant
6V

ISM frequency bands

0.15- 80 MHz

80 % AM at 1 kHz

4.2 Image plate
Classification
Medical devices class lla

Ambient conditions during operation

Temperature °C 18 - 45
°F 64 - 113

Relative humidity % <80

14 9000-618-210/02 1910V005



Ambient conditions during storage and transport

Temperature °C
°F
Relative humidity %

Dimensions of intraoral image plates

Size 0 mm
in

Size 2 mm
in

4.3 Light protection cover
Classification
Medical product class

9000-618-210/02 1910V005
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<33
<91
<80

22 x 35
0.87 x1.38
31 x 41
1.22x1.61



Product description

44  Type plate 5 Operation
Zhe' type plate is located on the rear of the 5.1 Image plate scanner
evice.

REF  Order number
SN Serial number

4.5  Evaluation of conformity

1 Intake slot
This device has been subjected to conformity 2 Operating elements
acceptance testing in accordance with the cur- 3  Release key
rent relevant European Union guidelines. This 4 Collection tray

equipment conforms to all relevant requirements. The image plate scanner is used to read image
data stored on an image plate and to transfer the
data to the imaging software (e.g. VistaSoft) on a
computer.
The transport mechanism guides the image plate
through the device. The image plate is read using
a laser inside the scanner unit. The scanned data
is converted into a digital image and transferred
to the imaging software.
After scanning, the image plate runs through the
erasure unit. Image data still held on the image
plate is erased with the aid of bright light.
The image plate is then ejected for re-use.
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Operating elements

Green operating LED

Blue communication indicator

On / off switch

Green status LED

Yellow status LED

Red status LED

The status LEDs display the following status
messages:

O . Ready for operation

@@ ) Not ready for communication

DO~ wnNn =

O 7:‘:7 Device currently switching off
® o

o Error

7::.} Cover missing

®) Image plate currently being processed

Image plate currently being processed
Light protection cover can be removed
and the next image plate can be inserted

®@ ® O

Input unit ready for operation
The next image plate can be inserted

Device starting up from standby mode

\‘
e

O Status LED flashing
O Status LED off

9000-618-210/02 1910V005

Product description

Connections

The connections are located on the rear of the
unit, underneath the cover.

[9)] AW N =

Connection for power supply unit
Reset button

AUX connection for diagnostic units
Network connection status LEDs
Network connection

USB port

oo~ N =

5.2 Image plate

The image plate stores X-ray energy, which is re-
emitted in the form of light after excitation via the
laser. This light is then converted to image infor-
mation in the image plate scanner.

The image plate has an active side and an inac-
tive side. The image plate must always be
exposed on the active side.

When used properly, image plates can be
exposed, read and erased several hundred times
provided there is no mechanical damage. The
image plate must be replaced if there are any
signs of damage, e.qg. if the protective layer is
damaged or there are visible scratches that could
interfere with the diagnosis.

Intraoral



Product description

1 Inactive side Black, printed with the
word "back" and the size
and manufacturer's infor-

mation

Light blue, with position-
ing aid [J

2 Active side

The positioning aid D is visible on the X-ray
image and makes it easier to align the image cor-
rectly during diagnosis.

Exposure from the wrong side

A marker is attached to the inactive side of the
image plate.

1 Marker
If the image plate has been exposed from the

wrong side, the marker is visible as a shadow in
the X-ray image.

1 Marker visible as a shadow
The image can be corrected by mirroring it in the
software. If a diagnosis is not possible in the area
of the marker then the image will need to be
acquired again.
With the aid of the copper dots set you
can retrospectively add a marker to image
plates (see "3.3 Optional items").

Clear assignment of image plate to image
(Image Plate Plus ID only)

On the Image Plate Plus ID there is also a hex-
adecimal code on the image plate in addition to
the marker. This code can be seen in the X-ray
image.

18

This code allows you to clearly assign the correct
image plate to the X-ray image.

1—=\

1 Hexadecimal code

5.3 Light protection cover

The light protection cover protects the image
plate against light.

5.4 Protection cover

The protective cover protects the device against
dust and dirt, for example during extended peri-
ods in which it is not in use.

5.5  Storage box

Image plates packaged in light protection covers
can be stored in the storage box until they are
next used. The storage box protects the image
plate and the light protection cover against con-
tamination and dirt.
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Only qualified specialists or employees
trained by Durr Dental are permitted to
install, connect and start using the unit.

6 Requirements

6.1 Installation/setup room

The room chosen for set up must fulfil the follow-

ing requirements:

— Closed, dry, well-ventilated room

— It should not be a room made for another pur-
pose (e.g. boiler room or wet cell).

— Max. light intensity 1000 Lux, no direct sun-
light at the place of installation of the unit

— There should be no large fields of interference
(e.g. strong magnetic fields) present that can
interfere with the correct operation of the unit.

— Refer to the requirements for environmental
conditions in "4 Technical data".

6.2  System requirements

The system requirements for the com-
puter systems can be found in the down-
load area at www.duerrdental.com (docu-
ment no. 9000-618-148).

6.3 Monitor

The monitor must comply with the requirements
for digital X-ray with a high light intensity and
wide contrast range.

Strong ambient light, sunlight falling directly onto
the monitor and reflections can make it harder or
even impossible to perform a diagnosis based on
the X-ray images.

9000-618-210/02 1910V005
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7 Installation
71 Carrying the unit

NOTICE

Risk of damage to sensitive compo-

nents in the unit as a result of shocks

or vibrations

> Do not expose the unit to any strong
vibrations or shocks.

> Do not move the unit during operation.

7.2  Setting up the unit

Portable and mobile HF communication appli-

ances can interfere with the effectiveness of elec-

trical medical devices.

> Do not stack the unit next to or together with
other appliances.

> If, however, this unit is operated next to other
units or stacked with other units, monitor the
unit carefully in the configuration selected in
order to ensure normal operation.

The unit can be set up as a tabletop unit or

mounted on a wall using the wall bracket.

The load-bearing capacity of the table or wall

must be suitable for the weight of the unit (see

"4 Technical data").

Setting the unit on a table

To prevent errors when scanning the
image data, install the unit so it is not
exposed to vibrations.

> Place the unit on a firm, horizontal surface.

6,5 kg
14,33 Ib
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Installing the unit with the wall mounting
bracket

The unit can be mounted on a wall with the wall
mounting bracket (see "3.3 Optional items").

For installation refer to the installation
instructions for the wall mounting (order
number 9000-618-162)

7.3 Electrical connections

Safety when making electrical connections

» The device must only be connected to a cor-
rectly installed power outlet.

> Do not place non-fixed multi-socket units on
the floor. Follow the requirements in section 16
of IEC 60601-1 (EN 60601-1).

> Do not operate any other systems using the
same multiple socket.

> Make sure that none of the electrical cables
leading to the unit are under any mechanical
tension.

) Before initial start-up check that the mains sup-
ply voltage and the voltage stated on the type
plate match (see also "4. Technical data").

Connecting the unit to the mains supply

The unit has no main power switch. For
this reason it is important that the unit is
be set up in such a way that the plug can
be easily accessed and unplugged if
required.

Requirements:

v' Properly installed power outlet close to the unit
(observe the max. mains cable length)

v’ Easily accessible power outlet

v Mains voltage must match the information
shown on the type plate of the power supply
unit

> Attach the matching country-specific adapter
to the power supply unit.

20

> Remove the cover from the rear of the device.

> Plug in the connecting plug of the power sup-
ply unit into the socket connection of the
device.

> Secure the cable with a cable clip.

> Plug the mains plug into the power outlet.
> Refit the cover.

The cover on the rear must be correctly
fitted when the device is operated
within the patient environment.

7.4  Connecting the unit
The device can be connected either via the USB
port or via the network connection. If you are
using VistaSoft/VistaConnect, the device can
only be operated via the network. The cables are
included in the scope of delivery.
Do not connect the device via the USB
@ port and via the network connection at
the same time.
If the device is connected via the USB
port and via the network connection at
the same time, the network connection
will take priority.
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Combining devices safely

Take care when connecting units together or to

parts of other systems as there is always an ele-

ment of risk (e.g. due to leakage currents).

> Only connect units when there can be no
question of danger to operator or to patient.

> Only connect units when it is safe to do so and
when there is no risk of damage or harm to the
surroundings.

> Ifitis not 100% clear from the unit data sheet

that such connections can be safely made or if

you are in any doubt, always get a suitably

qualified person (e.g. the manufacturer) to ver-

ify that the setup is safe.

The overall safety of the unit and its main per-

formance features are independent of the net-

work.

— Incorrect manual configuration can lead to sig-

nificant network problems. The expert knowl-

edge of a network administrator is required for

configuration.

If, for example, the following changes are

made to the network, new risks can arise that

require further analysis.

— Changes in the IT network configuration

— Connecting additional elements to the IT
network

— Removing elements form the IT network

— "Update" of devices that are connected to
the IT network

— "Upgrade" of devices that are connected to
the IT network

— The data connection utilises part of the band-
width of the network. Interactions with other
medical devices cannot be completely ruled
out. Apply the IEC 80001-1 standard for risk
assessment.

— The device is not suitable for direct connection

to the public internet.

Observe the specifications of IEC 60601-1

(EN 60601-1) when connecting the appliance

with other appliances, e.g. a PC system, both

in and outside the patient environment.

> Only connect peripheral units (such as comput-
ers, monitors or printers) that conform at least
to the requirements set out in IEC 60950-1
(EN 60950-1).

» The connected computer must conform to
EN 55032 (class B) and EN 55024.

v
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A copy of the system manufacturer‘s
declaration in accordance with Article 12
of Directive 93/42/EEC can be found in
our download section at www.duerrden-
tal.com (document no. 9000-461-264).

Connecting the unit via the network cable

Purpose of the network connection

The network connection is used to exchange

information or control signals between the unit

and a software installed on a computer, in order

to, e. g.:

— Display parameters

Select operating modes

Indicate messages and error situations

— Change unit settings

Activate test functions

Transmit data for archiving

Provide documents concerning the units

> Remove the cover from the rear of the device.

» Connect the supplied network cable to the net-
work connection of the device.

> Refit the cover.

The cover on the rear must be correctly
fitted when the device is operated
within the patient environment.

Connecting the unit via the USB port

Only connect the USB cable to the com-
puter when the installation wizard asks
you to do so.

> Remove the cover from the rear of the device.
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» Connect the USB cable to the device.

The cover on the rear must be correctly
fitted when the device is operated within
the patient environment.

> Refit the cover.

22

8 Commissioning

A NOTICE

Short circuit due to the build up of

condensation

» Do not switch on the unit until it has
warmed up to room temperature and it
is dry.

The unit supports the following imaging pro-
grams:

— VistaSoft from Durr Dental

— VistaConnect from DUrr Dental

DBSWIN from Diirr Dental

VistaEasy from Durr Dental

— Third-party software on request

Always use the current version of the

@ imaging program when commissioning
the unit. Check the version of the imaging
program supplied with the unit against the
versions available at www.duerrden-
tal.com.

8.1 Set up the network (only with
network connection)

Network configuration

Various options are available for network configu-

ration:

v" Automatic configuration via DHCP.

v" Automatic configuration via Auto-IP for direct
connection of unit and computer.

v Manual configuration.

> Configure the network settings of the unit using
the software or, if applicable, the touch screen.

> Check the firewall and release the ports, if
applicable.

Network protocols and ports

Port Purpose Service

45123 UDP,  Unit recognition and
45124 UDP  configuration

2006 TCP Unit data

5141 UDP Event protocol data Syslog
2005 TCP, Diagnosis Telnet,
23 TCP SSH

1) The port can vary depending on the config-
uration.
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When the unit is first connected to a com-
puter, it applies the language and time
settings of the computer.

8.2 Driver installation (USB port
only)

Only connect the USB cable to the com-
puter when the installation wizard asks
you to do so.

> Close all programs.

> Insert the supplied DBSWIN DVD (version 5.3.1
or higher) into the DVD drive.
The start window opens.

> If the DVD does not start to play automatically,
double-click the file CD_Start.exe.

> Select the required language.

> Open the Drivers tab.

I Duerr Dental [=] =]

English (UK)  ~

Installation

DENTAL IMAGING SOFTWARE

Duerr Dental Driver Installation
VistaEasy Installation

Image Bridge Installation

Duerr Dental Mobile Connect Installation
Duerr Dental Imaging (iPad® App via iTunes®)

4
/4DURR
A DENTAL

> Click Duerr Dental Driver Installation.

Duerr Dental

N\ 1 ) This starts the installation of Duerr Dental Drivers.

» Click OK'to confirm. The Dlirr Dental Driver
Setup installation wizard opens.

> Follow the instructions of the installation wiz-
ard.

8.3  Configuring the unit in
VistaSoft

Configuration is performed directly in VistaSoft.
> Tty > Select the unit.

9000-618-210/02 1910V005

> Mark the connected unit in the list.

BE O Jum.
3

Konfiguration

> Click on Edlit connection settings.

> The unit name (designation) can be changed
and information queried working under Gen-
eral.

> An IP address can be entered manually and
DHCP can be activated / deactivated working
under Connection.

» Extended functions e. g. IP address 2 can be
set working under Extended.

Entering a fixed IP address (recommended)

To reset the network settings, keep the
unit reset key pressed for 15 - 20 sec-
onds while switching on.
> Working under Connection, deactivate DHCP.
> Enter the IP address, subnet mask and gate-
way.
> Navigate back to Units via the navigation bar
or close Flyout using [=.
The configuration is saved.

Testing the device

You can scan in an X-ray image to check that the
unit is properly connected.
> Open VistaSoft.

> Create an X-ray station for the connected unit.

> Log-in the demo patient (patient ID:
DEMOO0001).

> Select the image type (e. g. Intraoral).

> Scan an image plate, see "10.3 Scanning the
image data".
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8.4  Configuring the appliance in

DBSWIN

Configuration is carried out using VistaNetConfig,

which is automatically installed during installation

of DBSWIN or VistaEasy.

) Select Start > All Programs > Dlirr Dental >
VistaConfig > VistaNetConfig.

H 2N EEm ~
o
Type | ogtersa cive | Corvecion | Designaon ot
WD iy USE: VistsSean .. VitaSean...
[+]
@
et -
e
> Click &.

The list of connected units is updated.

> Activate the connected unit in the Registered
column.
You can also register multiple units.

Configuring the device with a USB port

In the VistaNet device configuration window you
can change the device Name and check the
configuration.

> Click on "

] vistalet device co nfiguration

> Click Apply to save the configuration.

Configuring the device with a network con-

nection

The VistaNet device configuration window
allows you to change the device name (name),
manually enter an IP address or call up informa-

tion.
> Click "
| Parameter ‘ Value
= General
\— [ Reference VistaScan ...
[ MAC address (00:19:35:00:24: 25
— [ Hame WistaScan ...
= Connection
— L¥DHCP
— [XIP address 1
I— [ Subnet mask
— [H Galeway
=+ Advanced
| [XIP addiess 2 activated
— LXIP address 2 1921683125
I— (& Subnet mazk 255.255.255.0
- rMTU 1500
L[ Portt 2008
[ " Apply ] [ *K Abart l

> If necessary change the name.
> Click Apply to save the configuration.
Entering a fixed IP address (recommended)

To reset the network settings, keep the
unit reset key pressed for 15 - 20 sec-

| Parameter |Va|ue |
= General
— [ Reference VistaScan ...
[ MAC addiess 00:19:35:00:24:25
[ Name: WistaScan ..
= Corinection
—[XDHCP
— [XIP address 1
— L& Subnet mask
— ¥ Gateway
—- Advanced
| X IP address 2 activated
—[XIP address 2 1921683128
— L& Subnet mask. 255.255.255.0
—[AMTU 1500
[ Port 2008

[ " Apply ] [ K sbort ]

> If necessary change the name.

24

onds while switching on.

> Deactivate DHCP.

> Enter the IP address, subnet mask and gate-
way.
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> Click on Apply.
The configuration is saved.

Testing the device

You can scan in an X-ray image to check that the
unit is properly connected.
> Select the Testtab.

] VistaCo nfig

Registered Devices

|VistaScan... M o

|Connection| Test |Dsci||oscope|

Mode class

| Intra M
Mode

[INTR [+]

Wiew image file

> Select the unit from the Registered Units list.
> Select the mode class.

> Select the mode.

> Click on Scan Image.

> Scan an image plate, see "10.3 Scanning the
image data".

9000-618-210/02 1910V005
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8.5  X-ray unit settings

Intraoral X-ray units

If 60 kV can be set on the X-ray unit, this setting is preferred.
The standard exposure values for F-speed film (e. g. Kodak Insight) can be used.

The following table shows the standard values for the exposure time and the dose area product of an
image plate for an adult patient.

DC emitter, 7 mA
Tube length 20 cm

Without X-ray field X-ray field limitation X-ray field limitation

limitation 2x3 3x4
60 kV mGycm?2 60 kV mGycm?2 60 kV mGycm?
Incisors 0.08 s 14.6 0.08 s 3.1 0.08 s 6.2
Premolars 0.12s 21.9 0.12s 4.6 0.12s 9.3
Molars 017 s 31.1 017 s 6.6 017 s 13.2
Bite wing 0.18s 32.9 0.18s 7.0 0.18 s 14

DC emitter, 6 mA
Tube length 30 cm

Without X-ray field X-ray field limitation X-ray field limitation

limitation 2x3 3x4
70 kV mGycm? 70 kV mGycm? 70 kV mGycm?
Incisors 0.18s 1.8 0.18s 2.5 0.18s 5.0
Premolars 0.18s 16.4 0.18s 3.4 0.18s 6.9
Molars 0.25s 22.8 0.25s 4.8 0.25s 9.6
Bite wing 0.27 s 24.6 0.27 s 5.2 0.27 s 10.4

> Check and adjust the specific X-ray unit in accordance with the standard values.
The following table shows the standard values for the exposure time and the dose area product of an
image plate for a child patient.
DC emitter, 7 mA
Tube length 20 cm

Without X-ray field X-ray field limitation X-ray field limitation

limitation 2x3 3x4
60 kV mGycm? 60 kV mGycm? 60 kV mGycm?
Incisors 0.05s 9.1 0.05s 1.9 0.05s 3.8
Premolars 0.07 s 12.8 0.07 s 2.7 0.07 s 5.4
Molars 0.11s 20.1 0.11s 4.2 0.11s 8.5
Bitewing 0.11s 20.1 0.11s 4.2 0.11s 8.5
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DC emitter, 6 mA
Tube length 30 cm

Without X-ray field X-ray field limitation X-ray field limitation

limitation 2x3 3x4
70 kV mGycm2 70 kV mGycm?2 70 kV mGycm?
Incisors 0.08 s 7.3 0.08 s 1.5 0.08 s 3.1
Premolars 0.11s 10.0 0.11s 2.1 0.11s 4.2
Molars 0.14s 12.8 0.14s 2.7 0.14s 5.4
Bitewing 0.14 s 12.8 014 s 2.7 014 s 5.4

> Check and adjust the specific X-ray unit in accordance with the standard values.

8.6  Acceptance tests

The required tests (e.g. acceptance tests) must be carried out in accordance with local rules and regula-
tions.
> Find out which tests are required.

> Carry out testing in accordance with local rules and regulations.
Acceptance test

The Intra / Extra Digital test body is required for acceptance tests with the image plate and sen-
sor as receivers, and possibly also the corresponding test body holder.

> Before the unit is started up and used for the first time, the acceptance test of the X-ray system must
be carried out in accordance with national regulations.
The consistency tests, which must be carried out at regular intervals by the dental professional, are
based on the results of the acceptance test.

Electrical safety checks

> Carry out the electrical safety check according to the national law (e. g. in accordance with I[EC
62353).

> Document the results.
> Carry out and document the instruction and handover for the unit.
@ A sample handover report is included in the attachment.
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9 Correct use of image
plates

A CAUTION

Image plates are toxic

Image plates that are not packed in a
light protection cover can lead to poi-
soning when placed in the mouth or
swallowed.

> Only place image plates in the
patient's mouth in a light protection
cover.

> Do not swallow the image plate or
parts of it.

> If the image plate or parts of it have
been swallowed, consult a specialist
doctor immediately and remove the
image plate.

> If the light protection cover has been
damaged in the patient's mouth, rinse
the mouth thoroughly with lots of
water. Do not swallow the water in the
process.

> Image plates are flexible like X-ray film. How-
ever, the image plates should not be bent.

e

—a—
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> Do not scratch the image plates. Do not sub-

ject the image plates to pressure from hard or
pointed objects.

> Do not soil the image plates.
> Protect the image plates against sunlight and

ultraviolet light.

Store image plates in a light protection cover or
intraoral/extraoral foil cassette of the correct
size.

> Image plates will be pre-exposed on exposure

to natural radiation and stray x-ray radiation.
Protect erased and exposed image plates from
X-ray interference.

If the image plate has been stored for longer
than one week, erase the image plate prior to
use.

> Do not store image plates under hot or moist

conditions. Observe the correct ambient condi-
tions (see "4 Technical data").

> When used properly, image plates can be

exposed, read and erased several hundred
times provided there is no mechanical damage.
Replace the image plate if there are any signs
of damage (e.g. protective layer is damaged or
visible scratches) that could interfere with the
diagnosis.

> Image plates that have a production or pack-

aging defect will be replaced by DUrr Dental in
the same quantity. Claims can only be
accepted within 7 working days after receipt of
the goods.

> Clean image plates properly (see "11 Cleaning

and disinfection").
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10 Operation

A CAUTION

The image data on the image plate is
not permanent.

The image data is altered by light, natu-
ral X-ray radiation and scattered X-ray
radiation. This will lead to a reduction in
diagnostic information and clarity.

> Read the image data within 30 minutes
of exposure.

> Never handle exposed image plates
without the light protection cover.

> Do not subject an exposed image
plate to X-ray radiation before or after
the scanning process.
Do not X-ray during the scanning pro-
cess if the unit is in the same room as
the X-ray tube.

10.1  Changing the input unit cover
The device can be used to scan image plates
size 2 and size 0. Each size of image plate
requires the matching size cover.

The size of the image plate is marked on the
cover.

A CAUTION

Loss of image information and equip-

ment damage if an incorrect cover is

used

> Always use the correct size of cover
for the image plate being used.

> Before each scanning process, com-
pare the image plate size with the
markings on the cover.

> Check that the green status LED is lit.
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> Press the release button and remove the cover
upwards at the same time.

The red status LED flashes.

> Place the cover into position from above.
The green status LED lights up. The input unit
is ready.

10.2 X-ray

The procedure is described using a size 2
Image Plate Plus as an example.

Required accessories:

— Image plate

— Light protection cover the same size as the
image plate

A WARNING

Risk of cross contamination when not

using the light protection cover or

when using the light protection cover

more than once

> Do not use an image plate without a
light protection cover.

> Do not use the light protection cover
more than once (disposable item).

A WARNING

Danger due to re-use of products
intended for single use

The disposable item is damaged after
use and cannot be reused.

» Dispose of disposable items after use.
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Preparing the X-ray

v The image plate has been cleaned.

v The image plate is not damaged.

v The marker (if present) is stuck in the correct
position on the image plate. If the marker peels
off, replace the image plate.

> If using it for the first time or if it has been
stored for over a week: erase the image plate
(see "10.4 Erasing the image plate").

> Completely slide the image plate into the light
protection cover. The black (inactive) side of
the image plate must be visible.

e

> Pull off the adhesive strip, fold down the flap
and close the light protection cover tightly by

pressing together firmly.
—_—

hon
+C

O zo-600z
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> The light protection cover must be disinfected
using a disinfectant wipe immediately before it
is positioned inside the patient's mouth
(e.g. with Durr FD 350).
Alternatively, a spray disinfectant (e.g. FD 322,
FD 333) can be used on a soft, lint-free cloth.

Taking the X-ray image

A NOTICE

Damage to the image plate caused by

a sharp-edged holding system

> Only use holding systems that will not
damage the light protection cover or
the image plates in any way.

» Do not use holding systems with sharp
edges.

@ Wear protective gloves.

> Place the image plate in the light protection
cover into the patient's mouth.
When doing this, make sure that the active side
of the image plate points towards the X-ray
tube.

VK g

> Set the exposure time and setting values on
the X-ray unit (see "8.5 X-ray unit settings").
> Record an X-ray image.
The image data must be scanned within 30
minutes.
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Preparing for scanning

A CAUTION

Light erases the image data on the

image plate

> Never handle exposed image plates
without the light protection cover.

@ Wear protective gloves.

> Remove the image plate with the light protec-
tion cover from the patient's mouth.

A WARNING

Contamination of the unit

> Clean and disinfect the light protection
cover before removing the image plate.

> In the event of heavy soiling, e.g. from blood,
dry clean the light protection cover and protec-
tive gloves, e.g. wipe with a clean cellulose
cloth.

> Disinfect the light protection cover and protec-
tive gloves with a disinfection wipe
(e.g. FD 350).
Alternatively, a spray disinfectant (e.g. FD 322,
FD 333) can be used on a soft, lint-free cloth.

> Allow the light protection cover to fully dry.

> Pull off the protective gloves, disinfect and
clean the hands.
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A NOTICE

Powder from the protective gloves on

the image plate can damage the unit

during scanning

» Completely clean all traces of the pro-
tective glove powder from your hands
before handling the image plate.

> Tear off the light protection cover.
Poq

+C
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10.3 Scanning the image data

Starting the image plate scanner and soft-
ware

®

The reading-out process is described
using the VistaSoft imaging software.

For further information on using the
imaging software, refer to the relevant
manual.
> Press the on / off switch® to switch on the
device.
> Switch on the computer and monitor.
> Start VistaSoft.
> Select the patient.
> Select the corresponding image type in the
menu bar.
> Select the device.
> Set acquisition mode.
Recording starts directly.
Result:
The status LED illuminates green.
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Scanning the image plate

To avoid the mix up of X-ray images, only

scan the X-ray images from the selected
patient.

> Place the light protection cover with the image
plate centrally and straight onto the input unit.
The opened side of the light protection cover
faces down, the inactive side of the image
plate faces the operator.

) Slide the image plate out of its light protection
cover downwards into the device until the
image plate is automatically drawn in.

The light protection cover is held at the intake
slot and is not drawn into the device.
The yellow status LED lights up.
The image data is automatically transmitted to
the imaging software. The progress of the scan-
ning process is displayed in the preview window
on the monitor.
After it has been scanned, the image plate is
erased and drops into the collection tray.
> While the yellow status LED is lit up:
Do not remove the light protection cover, and
do not insert a new image plate.
> When the green and yellow status LEDs light
up:
Remove the empty light protection cover.
> When the green status LED lights up:
Save the X-ray image.
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> Remove the image plate and prepare it for tak-
ing a new X-ray.

10.4 Erasing the image plate

The image data is automatically erased after

scanning.

The special ERASE mode only activates the era-

sure unit of the image plate scanner. No image

data is read.

The image plate needs to be erased using the

special mode in the following cases:

— The first time the image plate is used, or if it is
stored for longer than a week.

— Due to an error, the image data on the image
plate has not been erased (software error mes-
sage).

> Select the special ERASE mode in the soft-
ware.

> Insert the image plate (see "Scanning the
image plate").
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10.5 Switch off the unit.

> Press the on/off switch O for 3 seconds.
While the unit is shutting down the operating
and communication LEDs flash.
As soon as the unit has shut down it switches
off completely. The LEDs go out.

Use of a protective cover

The protective cover protects the device against
dirt and dust during extended periods in which it
is not used.

A WARNING

Danger of suffocation
) Store the protective cover out of the
reach of children.

> Pull the protective cover over the device so
that it is completely covered. Make sure that
the markings are at the front.

> Store the protective cover in a safe place when
it is not in use.
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11 Cleaning and disinfection

When cleaning and disinfecting the unit and its
accessories, observe country-specific directives,
standards and specifications for medical prod-
ucts as well as the specific specifications for
dental practices and clinics.

A NOTICE

The use of unsuitable agents and
methods can damage the unit and
accessories.

Do not use any products based on phe-
nolic compounds, halogen-releasing
compounds, strong organic acids or
oxygen-releasing compounds, as they
may damage the materials.

> Durr Dental recommends using disin-
fectants from the DUrr Dental product
range. Only the products specified in
these instructions have been subjected
to material compatibility testing by DUrr
Dental.

> Read the operating instructions for the
disinfectants.

@ Wear protective gloves.

11.1  Image plate scanner

Unit surfaces

The unit surface must be cleaned and disinfected
of any contamination or visible soiling.

Durr Dental recommends using the disinfectants
FD 322, FD 333, FD 350 and FD 366 sensitive.

A NOTICE

Liquid can cause damage to the unit.

» Do not spray the unit with cleaning and
disinfectant agents.

> Make sure that liquid does not get
inside the unit.

> Remove any soiling with a soft, lint-free cloth
that has been dampened with cold tap water.

» Disinfect the surfaces using a disinfection wipe.
Alternatively, use disinfectant on a soft, lint-free
cloth.
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Input unit

The input unit must be cleaned and disinfected if
there are indications of contamination or visible
dirt.

Use the following cleaning and disinfecting
immersion disinfectants:

v ID 213 Instrument disinfection

v ID212

v ID 212 forte

A NOTICE

Heat can damage plastic parts.

» Do not use a thermal disinfector or
steam steriliser on any parts of the
device.

> Switch off the device by pressing the on/off
switch O for 3 seconds.

> Wait until the operating and communication
LEDs go out and the device is completely
switched off.

> Press the release button and remove the cover
upwards at the same time.

=

lo

%
O¢
O
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> Clean the cover and inside parts with a moist,
soft, lint-free cloth.

> Disinfect the cover and inside parts with a dis-
infection wipe.
Alternatively, use a spray disinfectant on a soft,
lint-free wipe. Comply with the operating
instructions for the disinfectant when doing
this.
The cover can also be disinfected in an immer-
sion disinfection system.

> Remount the cover.

11.2 Light protection cover

The surface of the unit must be cleaned and dis-

infected if it is contaminated or visibly soiled.

> Disinfect the light protection cover using a dis-
infectant before and after placement. Durr
Dental recommends FD 333 forte wipes (viruci-
dal), FD 350 (limited virucidal activity) and FD
322 premium wipes (limited virucidal activity).

> Allow the light protection cover to completely
dry before using it.

11.3 Image plate

Cleaning and disinfection wipes are unsuitable for
cleaning image plates and may cause damage to
them.

Only use a cleaning agent that is compatible with
the materials:

Durr Dental recommends the image plate clean-
ing wipe (see "3.4 Consumables"). Only this
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product has been subjected to material compati-
bility testing by DUrr Dental.

NOTICE

Heat or humidity will damage the
image plate.
» Do not steam sterilise the image plate.

» Do not immersion-disinfect the image
plate.

> Only use cleaning agents that are
compatible with the materials.

> Soiling on both sides of the image plate should
be cleaned off with a soft, lint-free wipe prior to
every use.

> Remove resistant or dried on dirt with the
image plate cleaning wipe. When doing this,
observe the instructions for use for the cleaning
wipe.

> Allow the image plate to completely dry before
using it.

11.4 Protection cover

Clean the surface of the protective cover if it is

obviously dirty.

> Clean the protective cover with a soft, lint-free
cloth that has been moistened with cold tap
water.

> Only fit the protective cover to a unit that has
been cleaned and disinfected.

11.5 Storage box with image plate
storage tray

Clean and disinfect the surface of the storage

box and the internal image plate storage tray in

the event of contamination or visible soiling.

Darr Dental recommends the following disinfec-

tant for the storage box:

FD 366 sensitive

Darr Dental recommends the following disinfec-

tants for the image plate storage tray:

FD 350 and FD 366 sensitive

> Clean the surface of the storage box and the
image plate storage tray with a soft, lint-free
cloth that has been dampened with cold tap
water.

) Disinfect the storage box using a disinfection
wipe. Alternatively, use disinfectant on a soft,
lint-free cloth.
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> Disinfect the image plate storage tray using a
disinfection wipe.
Alternatively, the image plate storage tray can
also be treated in a thermal disinfector or
steam steriliser. Do not exceed a temperature
of 134°C when doing this.
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12 Maintenance

12.1 Recommended maintenance schedule
@ Only trained specialists or personnel trained by Durr Dental may service the device.

@ Prior to working on the unit or in case of danger, disconnect it from the mains.

The recommended maintenance intervals are based on using the device for 15 intraoral images per day
on 220 working days per year.

Maintenance Maintenance work
interval
Annually Visually inspect the device.

Check the image plates for signs of scratches and change if necessary.
Check the belt drives, transport belts and springs, and replace if necessary.
Remove dust and dirt from accessible parts.

Carry out a system check.

Every 3 years Replace the light protective cover.

Change the roller fixtures.

VI iV VIV VI V VvV

Change the drive belt.
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Troubleshooting

? Troubleshooting

13 Tips for operators and service technicians

®

service.

Any repairs exceeding routine maintenance may only be carried out by qualified personnel or our

@ Prior to working on the unit or in case of danger, disconnect it from the mains.

13.1
Error

Poor X-ray image

X-ray image does not appear
on the monitor after scanning

X-ray image too dark

X-ray image too bright

X-ray image only shadowy
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Possible cause

Image plate not fed in straight
and inactive side scanned

Image data on the image plate
has been erased, e.g. by ambi-
ent light

Fault on the unit

No image data on image plate,
image plate not exposed

X-ray unit is faulty

Incorrect cover, light protection
cover was also drawn into the
unit

X-ray dose too high

Incorrect brightness/contrast
settings in the software

Exposed image plate has been
exposed to ambient light

X-ray dose too low

Incorrect brightness/contrast
settings in the software

The X-ray dose on the image
plate was insufficient

Amplification (HV value) is set
too low in the software

Unsuitable scanning mode
selected

The setting for the threshold
value is too high

Remedy

> Scan the image plate again
immediately, making sure you
feed it in correctly in the pro-
cess.

> Always scan the image data
of the image plate as quickly
as possible.

> Inform a Service Technician.
> Expose the image plate.

> Inform a Service Technician.

> Use the correct cover for the
size of image plate being
used.

> Check X-ray parameters.

> Adjust the brightness of the X-
ray image in the software.

> Always scan the image data
of the image plate as quickly
as possible.

> Check X-ray parameters.

> Adjust the brightness of the X-
ray image in the software.

> Increase X-ray dose.

> Increase amplification (HV
value).

> Select a suitable scanning
mode.

> Reduce the threshold value.
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Error Possible cause Remedy

Top or bottom bulge in the X-  Image plate fed in off-centre and > Insert the image plate cen-
ray image at an angle trally and straight.

X-ray image is mirror-inverted Image plate exposed on the > Insert the image plate cor-
wrong side. rectly in the light protection
cover.
> Position the image plate cor-
rectly.

Round shadow on the X-ray Plus ID image plate (with marker) > When taking an X-ray, make
image exposed on the wrong side sure that the active side faces
§ 7 towards the X-ray tube.

Ghosting or double exposure  Image plate exposed twice > Only expose the image plate
on X-ray image once.
Image plate not sufficiently > Check the erasure unit is
erased working correctly.
> Inform a service technician if

the problem persists.

X-ray image mirrored in one Image plate bent during X-ray > Do not bend the image plate.
corner exposure
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Error
Shadow on the X-ray image

ing

Software unable to combine
the data to make a complete
image

X-ray image has strips on
image

Light strips in the scanning
window
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Possible cause

Image plate removed from the
light protection cover before
scanning

The metal part of the X-ray tube
is in front of the X-ray beam

Faulty edge masking in imaging
software

The X-ray dose on the image
plate was insufficient

Amplification (HV value) is set
too low in the software

Unsuitable scanning mode
selected

The setting for the threshold
value is too high

Image plate has been pre-
exposed, e.g. by natural radia-
tion or stray X-ray radiation

Parts of image plate exposed to
light during handling

Image plate dirty or scratched

Too much incident ambient light
during the scanning process

Remedy

> Do not handle image plates
without a light protection
cover.

> Store the image plate in a light

protection cover.

> When taking an X-ray, make

sure there are no metal parts

between the X-ray tube and
the patient.

> Check X-ray tube.
> Deactivate edge masking.

> Increase X-ray dose.

> Increase amplification (HV
value).

> Select a suitable scanning
mode.

> Reduce the threshold value.

> If the image plate has been
stored for longer than one
week, erase the image plate
prior to use.

> Do not expose used image
plates to bright light.

> Scan image data within half
an hour after the exposure.

> Clean the image plate.

> Replace scratched image
plates.

> Darken the room.

> Turn the unit so that the light

does not fall directly onto the

input unit.
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Error Possible cause Remedy

Horizontal, grey lines on the Transport slipping > Clean the transport mecha-
X-ray image, extending nism, replace the transport
beyond the left and right belts if necessary.

image edge

X-ray image is stretched Incorrect light protection cover > Only use original accessories.
lengthwise with bright, hori- or image plate used

zontal stripes
T —

X-ray image split vertically Dirt in the laser slit (e.g. hair, > Clean the laser slit.
into two halves dust)

l

X-ray image with small bright  Micro scratches on the image > Replace the image plate.
spots or clouding plate
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Error

Lamination of the image plate

becoming detached at the
edge

13.2 Software error
Error
"Too much ambient light"

"Incorrect power supply unit"
"Overtemperature"
"Erasure unit fault"

Imaging software does not
recognise the unit
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Possible cause
Incorrect retainer system used

Image plate handled incorrectly.

Possible cause
Unit exposed to too much light

Incorrect power supply unit con-
nected

Laser or erasure unit too hot

LED defective
Unit not switched on

Connecting cable between
device and computer not cor-
rectly connected

Computer does not detect any
connection to the unit.

Hardware fault

The IP address of the device is
being used by another unit

Troubleshooting

Remedy

> Only use original image plates
and film retainer systems.
> Use the image plate correctly.

> Observe the operating
instructions for the image
plates and film retainer sys-
tems.

Remedy

> Darken the room.

> Turn the unit so that no light
can fall directly into the entry
slot.

> Use the supplied power sup-
ply unit.

> Switch off the unit and allow it
to cool.

> Inform a Service Technician.

» Switch on the unit.

> Check the connecting cable.

> Check the connecting cable.

> Check the network settings
(IP address and subnet
mask).

> Inform a Service Technician.

> Check the network settings
(IP address and subnet mask)
and assign a unique IP
address to every device.

> Inform a service technician if
the problem persists.
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Error

The unit does not appear in
the options list in VistaConfig

The unit appears in the Vista-
Config options list but con-
nection is not possible

Error message "E2490"

Error during data transmission
between unit and computer.
Error message "CRC error
timeout"

13.3 Fault on the unit
Error
Unit does not switch on

Unit switches back off after a
short time

Unit is on but none of the indi-
cator LEDs are lit up (status,
error or operating LEDSs)
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Possible cause

Unit is connected behind a
router

The IP address of the device is
being used by another unit

Subnet masks of the computer
and the unit do not match

The connection to the unit was
interrupted while the software

was still attempting to communi-

cate with the unit

Connecting cable used is incor-
rect or too long

Possible cause
No mains voltage

On / off switch is defective

Mains cable or power supply
unit plug not inserted correctly

Hardware fault
Mains supply voltage too low
Display defective

Remedy

>

>

>

Configure the IP address with-
out an intermediate router on
the unit.

Reconnect the router.
Manually enter the IP address
in VistaConfig and register the
unit.

Check the network settings
(IP address and subnet mask)
and assign a unique IP
address to every device.
Inform a service technician if
the problem persists.

Check subnet masks, adjust if
necessary.

Restore the connection to the
unit.

Repeat the process.

Only use original cables.

Remedy

>

Check the mains cable and
plug connection and replace if
necessary.

Check the power supply unit.

If the green status LED does
not light up, replace the
power supply unit.

Check the mains fuse in the
building.

Inform a Service Technician.

Check the mains cable and
plug connections.

Inform a Service Technician.
Check the mains voltage.
Inform a Service Technician.
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Error

Loud operating noises after
switching on lasting more
than 30 seconds

Unit not responding

Image plate does not fit into
the intake slot

Light protection cover slips
into intake slot together with
image plate

Red status LED flashes

Blue communication indicator

flashing

Network connection has been
disconnected
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Possible cause
Radiation deflector defective

The unit has not yet completed
the startup procedure

Unit is blocked by the firewall

Incorrect cover used

Incorrect cover (too big) used

Cover or light protection is miss-

ing or not correctly positioned

No connection between unit and

computer

Unit data memory is full.

Connecting cable between
device and computer not cor-
rectly connected

The IP address of the device is
being used by another unit

Troubleshooting

Remedy

>

>

>

>

>

>

>

>

>

Inform a Service Technician.

After switching on, wait 20 -
30 seconds until the startup
procedure has finished.

Enable the ports for the unit in
the firewall settings.

Use the correct cover for the
size of image plate being
used.

Use the correct cover for the
size of image plate being
used.

Correctly attach the cover and
light protection.

Check the cables and cable
connections.

Enable the unit via the soft-
ware.

Enable or install the USB
drivers.

Check the software settings
to make sure the system is
ready and able to receive
images. The image data is
automatically transmitted from
the unit to the imaging soft-
ware.

Check the connecting cable.

Check the network settings
(IP address and subnet mask)
and assign a unique IP
address to every device.
Inform a service technician if
the problem persists.
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&’ Appendix

14 Scanning times

The scanning time corresponds to the time taken for complete scanning of image data and depends on
image plate format and pixel size.
The time to image will depend largely on the computer system used and its work load. Times stated are

approximate.
Theoretical resolution 40 25 20 10
(LP/mm)
Pixel size (um) 125 20 25 50
Intra Size 0 (2 x 3) 26s 16s 13s 6s
Intra Size 2 (3 x 4) 32s 20s 16's 8s
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15 File sizes (uncompressed)

The actual file size will depend on the image plate format and the pixel size. File sizes stated are approx-
imate and have been rounded upwards.
Suitable compression methods can considerably reduce the file size without loss of data.

Theoretical resolution 40 25 20 10
(LP/mm)

Pixel size (um) 12.5 20 25 50
Intra Size 0 (2 x 3) 10.4 MB 4.6 MB 2.6 MB 0.65 MB
Intra Size 2 (3 x 4) 17 MB 6.4 MB 4.3 MB 1.1 MB
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16 Handover record

This document confirms that a qualified handover of the medical device has taken place and that
appropriate instructions have been provided for it. This must be carried out by a qualified adviser for the
medical device, who will instruct you in the proper handling and operation of the medical device.

Product name Order number (REF) Serial number (SN)

Visual inspection of the packaging for any damage
Unpacking the medical device and checking for damage
Confirmation of the completeness of the delivery

OoOooano

Instruction in the proper handling and operation of the medical device based on the operating
instructions

Notes:

Name of person receiving instruction: Signature:

Name and address of the qualified adviser for the medical device:

Date of handover: Signature of the qualified adviser for the
medical device:
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