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Chapter 1 Introduction

1.1 Notice

For the improvement of Product performance, supplementation, and the follow-up of information,

the contents of this manual are subject to change without prior notice.

Please note that our company bears no responsibility for accidental damage nor will we be
obligated to provide warranty service for any damage to equipment due to user error. Please
follow the instructions in this manual closely. Become familiar with the safety precautions and
usage procedures for this Product. Note that the Product may differ slightly from the contents of

this manual, depending on individual Product specifications.

1.2 Conventions and Symbols

1. Convention
The following symbols are used throughout this manual to provide instructions on the

effective use of this Product.

Indicates useful information and tips on how to use our software and

Products.

A Indicates important instructions. If not observed, malfunction or damage to

the Product or other property may occur.
CAUTION

A Indicates warnings and safety instructions. If not adhered to, there is a

serious risk of injury to the patient and/or the operator.
WARNING
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For U.S.A. users: United State federal law restricts this device to use by or on the order
of physician.
For other countries users: This device to use by or on the order of a licensed person

under the related laws in each country.

2. Symbols Descriptions

Item Symbol Description
.
1 R Type B applied part
2 Refer to instruction manual/ booklet
Conforms to CE MDD 93/42/EEC (European Communities)
3
c € 01 20 concerning medical devices

4 E/ Waste Electrical and Electronic Equipment

|
5 M Manufacturer
6 &I Date of manufacture
7 SN Serial number
8 EC |REP Authorized representative in the European Community
9 ‘ Handling procedures for Electro-Static Discharge (ESD).

A\

10 Nﬁé Handle with care
11 ! Fragile, handle with care

AA
12 I I This way up
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1.3 Safety Instructions

Indications for Use

EzSensor Soft, an Intra-oral Imaging device, is intended to collect dental x-ray photons
and convert them into electronic impulses that may be stored, viewed, and manipulated

for diagnostic use by dentists.

f Before each usage, check the outer surface of the EzSensor Soft for any signs of physical
damage or defect. The surface of the EzSensor Soft should have a smooth finish, with no

CAUTION
evidence of chipping or damage. Otherwise, contact your local Product distributor for further

instructions on how to proceed.

f To ensure the correct usage of the EzSensor Soft device in a clinical environment, for which the

intended purposes correspond to its design and application, only dentists or their designated
CAUTION

operators are authorized to operate this Product

f Modifications and/or additions to the device must be conducted exclusively by

MANUFACTURER or by parties expressly authorized to do so by MANUFACTURER. Any
CAUTION

modifications or additions must always comply with the standards and generally recognized

rules of good workmanship.

It is the user’s responsibility to ensure compliance with all local safety regulations in effect in the

jurisdiction of installation.
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Important Notice for Usage

EzSensor Soft minimizes patient’s pain naturally through its capability to flexibly bend in

conformity with the patient’s arch shape.

A Please use EzSensor Soft to fit in the mouth softly.

CAUTION

" IWI1S b ; T
Bcndmg_ OF bwisting the P.rc.'dULt Intentionally biting on the Product
beyond 1ts bending capability can o
i e can shorten its life.
caurion  shorten its useful lite. cAUTION

There is a risk of cable breakage when Please use the sensor holder provide
excessive force is applied while pulling with EzSensor Soft to avoid damage
caumon - down or holding the sensor cable. recomnenoanon the sensor and better positioning.
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Electrical safety

f The covers of the Product may be removed only by qualified and authorized technical

personnel.
CAUTION

This Product can only be used in rooms or areas that comply with all laws and regulations

applicable to electrical safety on medical premises, such as IEC standards for the use of an
CAUTION

additional ground terminal for equipotential connections. This Product must always be

disconnected from the power supply before cleaning or disinfecting.

This Product should be connected with a PC which is complied with IEC or ISO safety
standards. Please dip the sensor in either of the cleaning solutions listed above 6.3 Care and
s Cleaning for less than 60 seconds. After immersing the sensor in disinfectanct, use a dry cloth
to wipe the sensor, Use of other disinfectant may cause discoloration, but will not cause

dysfunction of the sensor.

Explosion safety

This Product is not recommended for use in the presence of flammable gases or vapours.
A Some disinfectants evaporate and form explosive or flammable mixtures. If disinfectants of this
s kind are used, it is important to let the vapours disperse before using the Product again.

For the improvement of Product performance, supplementation, and follow-up of information,

the contents of this manual are subject to change without prior notice.

X-ray protection

f The rules of dental radiography apply to digital X-ray systems. Please continue to use

protection for your patients. As a clinician, clear the immediate area when exposing the sensor.
CAUTION
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1.4 Disposing of the Product

1. WEEE information according to directive 2002/96/EC
(Waste Electrical and Electronic Equipment)
The crossed-out wheeled bin symbol, that is present on the Product, means that
within the European Union the product must be taken to separate collection at the
product end-of life. Therefore, at the end of the life-cycle of the Product, the user
I should deliver the device to the proper collection facilities of the Electric and
Electronic Equipments. Alternatively, the user can return the Product to the seller, on a one-
to-one basis, as long as he or she is buying a new one of equivalent type and that fulfils the
same functions as the old one.
Disposing of the Product separately avoids possible negative consequences for the
environment and health deriving from inappropriate disposal and enables the constituent

materials to be recovered to obtain significant savings in energy and resources.

Who disposes any Electric and Electronic Equipment, reporting the above symbol, as
unsorted municipal waste, instead of collecting it separately, incurs the administrative
sanctions in accordance with law.

2. Label Location

The label can be found on the EzSensor Soft device.
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Chapter 2 SYSTEM OVERVIEW

2.1 System Description

This manual covers the installation and operating procedures of the EzSensor Soft, EzSensor
Soft i, EzSeonsor Bio, EzSeonsor Bio i (“collectively or individually referred to as
EzSensor or Product).

Unless otherwise specified, all the information contained in this manual is applicable equally to
all EzSensor Soft types.

<Table 1.Specifications >

Parameter Description

Detector Structure CMOS Photodiode Array

Size 1.0:  1.48 x 1.04 x 0.20 inch(37.8 x 26.6 x 5.5 mm)
Dimensions (W x L x T) Size 1.5: 1.60 x 1.20 x 0.20 inch  (40.8 x 30.6 x 5.5mm)
Size 2.0: 1.73 x 1.28 x 0.20 inch(44.0 x 32.5 x 5.5 mm)

High Resolution Mode : 0.0148 mm
Normal Resolution Mode : 0.0296 mm

Pixel Pitch

Size 1.0: 1352 x 2028 pixels (20.01 x 30.01 mm)
676 x 1014 pixels @ Normal Resolution Mode
Size 1.5: 1620 x 2230 pixels (23.98 x 33.00 mm)
Active Pixel Array 810 x 1115 pixels @ Normal Resolution Mode
Size 2.0: 1756 x 2432 pixels (25.99 x 35.99 mm)
878 x 1216 pixels @ Normal Resolution Mode

Grayscale 4096 gray levels

. High Resolution Mode : 33.78 Ip/mm (theoretical)
Resolution _ _
Normal Resolution Mode : 16.89 Ip/mm (theoretical)
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USB Cable length

Under3 m
between Controller and PC
Electrical rating DC 5V, 500mA
Operation mode Global shutter

10C to 30C (Usage)

Ambient Temperature i i )
-20C to 60 C (Transportation and Storage)

30% to 95% (Usage)

Relative Humidit
Y 10% to 95% (Transportation and Storage)

Air Pressure 700 to 1060 hPa
EU classification Medical Devices 93/42/EEC as a class lla
Protection against shock Type B applied part
Protection against matter/water IP 68

f The Product has to be installed, transported and stored in the permissible

environmental conditions. Use the provided protective package for transporting or
CAUTION

storage. Also, the Product should not operate in oxygen rich or explosive

environments.
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2.2 Product Components

The EzSensor Soft device installer should check the following items listed in the table below
before Productinstallation. If the serial numbers of the individual parts do not match, do not
install the Product. Contact your local distributor or agent for support.

This Product should be connected with a device or product which is complied with IEC 60601-1.

<Table 2.EzSensor Soft Product components>

No Components Remarks

1. Sensor Module* 2.8m USB cable is all in one
2 Wrap* (Hygienic Sleeves)

3. Holder for Sensor

4 Silicon cover*

5. S/W Installation CD(or USB) EasyDent(or EzDent-i)

6. Driver Installation CD USB Device Driver

7. EzSensor Soft Manual Document

8 Sensor Cradle Option

* Patient applied part (Inside Patient environment)

Sensor Module:
Consists of a special CMOS sensor specifically designed for use in radiography and
enclosed in a hermetically sealed ergonomic capsule. The sensitive surface of the
sensor is covered with a thin layer of scintillating phosphorous, through which X-ray

radiation is converted into light and then into an electric charge.
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Chapter 3 INSTALLATION

31

PC Specifications

1. Recommended Server PC Specifications
e\Workstation

eOperating System: Window 2000 server or higher
eRAM: 4GB or Higher

eHDD: 1TB or higher

2. Recommended Client PC Specifications
e CPU: Core DUO CPU 1.8GHz or Higher
e Main Memory: 2GB of Higher

e Graphic Card : 512MB or Higher

e HDD: 2GB free space

e Display: 1280x1024x32bpp

3. Operating System
e Window 34&64bit: XP(SP1), Vista, 7, 8, 8.1

A\

WARNING

registered, genuine version of Microsoft Windows.

We cannot guarantee that Easydent(EzDent-i) will work properly with an

unregistered copy of Microsoft Windows. Therefore, you should use a

/ \\\ Turn off the Windows Firewall service for proper communication across the
L )

G  network for the installed database and file servers.

4P If you need to install additional software on your computer, please install
‘ / only those that are internationally authorized. Take extra precaution when

installing any Active-X controls.

10
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3.2 Installation of Software Driver
F\ To operate the intraoral sensor, you need to install the EzSensor Soft Driver.
@J This Product should be connected with the product or the device which is
/ complied with IEC60601-1
3.21 EzSensor Soft Driver Setup

This step is necessary for the installation of EzSensor Soft. Capturing software and Calibration

data for the EzSensor Soft will be installed and downloaded along with the Windows device

driver. A Twain driver is also installed during this step.

Step 1
! s ! g |
Insert the S/W Installation CD in ! : il 5’: e
Acrobat EasyDentVd Console Manual autorun.inf
the CD-ROM. Setup should start
automatically. . | By | i W
{ o= z --I[‘_-,;: |
. . ! E 3 ¥ ] L ¥ = |
If it does not, click Start>Run CAL  0x0400ini dafflcsb  datalhdr  data2csb  EZSENSOR
and type _ . ) o
Homedirctory:\Console\setup.exe :.';5! | t:‘:.p o #'
!Ss_etup_.:dll Iaéﬁtm seftup.exe setup.ini setu—p,inx
Step 2
rIﬂtraDral USB-Sensor Acguisition Software - InstaliShield Wizard g

The install program for ‘IntraOral
USB-Sensor Acquisition
Software’ will appear. Click the
‘Next’ button.

ne Lo the InstollShisld Wizard tor Intralial USB-Sensor Acguizition

11
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Step 3

Check the EzSensor Soft
installation directory and then
click the ‘Next’ button.

Step 4

The Installshield Wizard will
start configuring the
installation parameters.

The Install-shield wizard will
Copy the calibration files
To your work-station (PC).

Step 5

The Install-shield wizard will
be done.

12
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3.2.2 Cable connection & Driver Installation

Do not connect the EzSensor Soft and USB PC Interface cable to your
computer until you have successfully installed the setup program.

Be sure to connect the EzSensor Soft module to the control board box
before connecting the USB PC Interface cable to your computer.

Only connect the item that has been specified as part of the Medical

WARNING Equipment System.

Step 1

Connect the EzSensor Soft
USB Connector to the USB
port on the PC directly.

Be sure to connect the USB
port on backside for
accurate operation.

13
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Step 2

Confirmation of Driver installation at the Device Manager.
Method of Confirmation:
Windows 7 : Control Panel - System and Security >System - Device Manager
Windows XP : Settings—> Control Panel > System-> Hardware ->Device manager
Select ‘VH EzSensor-N x.x’, located under Imaging Devices. You should see the message,
“This device is working properly”.

G(J = |‘lﬁ_ v Controf Panel » System and Security » System - |4,. | | Search Control Panel o) |
File Edit View Tools Help
' @ -

Control Panet H v 3, 52 i
R View hasic information about your computer

Device Manager Windows edition

) B

' Remote settings Windows 7 Ultimate

@ Systern protection

m

Copyright @ 2009 Microsoft Corporation. All rights
@ Advanced system settings reserved.
Service Pack1

System
| Manufacturer: Hewlett-Packard
See also
A Eantor Rating: m Windows Experience Index
Windows Update Processon Intel(R) Core(TM) i7 CPU Q720 I
@ 1.60GHz 1.60 GH:
Performance Information and : B
Took Installed memory (RAM):  8.00 GB
System type: 64 -bit Operating System >
=y Device Manager = SR N1.5Prop =
File Action View Help General | Driver [ Detaiks |
s | m0 Hm & %S = VHEzSensorN15
(=i
L"}i; Human Interface Devices -
» € IDE ATA/ATAPI controllers Deviespme:  bmeond devices
3 % Imaging devices | Manufacturer: VaTech
_ﬁ HP ENVY HD Webcam Location: Location O
= VH " :
| K—" b E;Senmr a5 Device status
¥ e Ey OREDS G x [This device is working property. -
I Mice and other pointing devices
» & Menitors

» -&¥ Network adapters

. B Portable Devices

» J2 Processors

% Sound, video and game contrellers
- ;M System devices
.- @ Universal Serial Bus controllers

m

A EzSensor Soft is supplied to the power and transports data via the USB port

of the PC. Do not disconnect during usage.
CAUTION

14
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3.3 Installation of the EzSensor Soft Holder

The EzSensor Soft holder is used for mounting the EzSensor Soft to the wall when not in use.
When choosing where to install the EzSensor Soft, locate an area that offers easy access and

visibility during patient examinations.

Position the holder on a stable, flat surface. Using the holes at the back of the holder as guides,

fasten the holder securely to the wall using two dry wall screws (included).

(

(Option)

15
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Chapter 4 Image Acquisition by using Easydent

4.1 Installation of Easydent

In this step, Easydent will be installed. Alternatively, software which supports the Twain
interface can be used instead of Easydent.

Step 1
. . . e e
Insert the S/W installation CD inthe . I v ‘ i =
! ; i Ao

. \.E i+ |
CD-ROM drive. Acrobat EasyDentVd Console Manual autorun.inf
Homedirectory:\EasyDent\setup.exe
. Press ‘Enter’. 44

e
setup.exe

Step 2

"'Easy[)m V4 (Multi-Language) - InstallShield Wizard
Select the language you want to Chiticer S abiip LaAgu-S

Select the language for the installation from the choices below.

installand then click ‘Next’.

Chineze [Simplified]
Chineze [Traditional]
Czech

Eriglish .
French [Standard]
Hungarian

Italian

Japanese

Palish

Portuguese [Brazilian)

Flussian
Spanish
Turkish

InstallShield -

<.Eack [ Mest » ] ’ Cancel

16
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Step 3

The ‘EasyDentV4
InstallShieldWizard’ will
appear. Click the ‘Next’ button.

Step 4

"EasyDent V4 (Multi-Language) - InstallShield Wizard

‘Welcome to the InstallShield Wizard for
EasyDent ¥4 [Multi-Language)

The InztallShield “Wizard will ingtall EagyDent W4
[Multi-Language] on your corputer. To cantinue, click
Mext.

4 Back |E et » ; Cancel

Select the setup type that best
suits your needs.

Click the ‘Next’ button.

Basic : Installs the basic
version of EasyDent V4
CD-Publishing : Installs the
basic version of EasyDent V4
along with CD-Publishing
capabilities (optional)

"EasyDent V4 (Multi-Language) - InstallShield Wizard

Setup Type
Select the setup type that best suits your needs,

Flease zelect installation mode of EasyDentd

() Far CO-Publishing

InztallShield -

< Back ][ Mexst » ][ Cancel

For the EasyDent server, select all items.

servers.

For PC being used for viewer: Select only the items except for DB & File

For the detailed installation, refer to the EasyDent installation manual.

17
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Step 5

Select the features that you
want to install. Click the ‘Next’
button.

EasyDent Viewer is the

minimum requirement for
EzSensor Soft use.

Step 6

"BasyDent V4 (Multi-Language) - InstallShield Wizard

Select Features

Select the features setup will install.

IngtallShield -

Select the features you want ta install, and deselect the features vou da nat want to install

i Drezcription
et W[ Standard)|
B EazpDentd 0 Viewer EazyDent Yiewer, E2+, EzCam
[ EzPa Viewer
W E 2Cam Viewer

: M| FileServer
| DBServer

518.81 ME of zpace required on the C drive
458666 75 MB of space available on the C diive

< Back ][ Mest > ][ Caticel

Now you are ready to install.
If you would like to review any
of your installation settings,
click ‘Back’. To proceed with
the installation, click ‘Install’.
Click ‘Cancel’ to exit the

wizard.

"BasyDent V4 (Multi-Language) - InstallShield Wizard

HReady to Install the Program
The wizard is ready to begin installation.

IngtallShield -

Click Inztall to begin the installation.

If pous want bo review or change any of your installation settings, click Back. Click Cancel to exit
the wizard.

<Back [ Instal |[ Cancel

18
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Step 7

BasyDent V4 (Multi-Language) - Installshield Wizard
Setup Status

Installing EasyDent\V4

The InstallShield \Wizard is instaling EasyDent W4 [kulti-Language]

Inztalling

CAE aspDentdEdp 4L anguage\ESPAEZ=ESE I

Caricel

Step 8

-] Program Compatibility Assistant. @'

The program Compat|b|||ty and This program has known compatibility issues

Check online to see if solutions are available from the Microsoft website, If solutions are found, Windows

WlndOWS F|reWa” alarm will automatically display awebsite that lists steps you cantake.

messages are shown. e Program: Microsoft SQL Server MSDE

Fublisher: Microsoft
| | location: Not Available

Microsoft SQL Server MSDE is incompatible with this version of Windows. For more information, contact

Click 'Run program' button on Microsoft.
the prog ram com patl blllty | ':\J Hide details [ Check for solutions online _] | Run program l | Cancel
message [ Don't show this message again

" W Windows Security Alert

And click 'Allow access' button

on the windows security @ Windows Firewall has blocked some features of this program

message . Windows Firewall has blocked some features of FileServer on all public and private networks,

Mame: ileServer|
Publisher: Value Added Tehnologies Co. Ltd
Path: CrifeasydentaWhile server Whileserver exe

Allow FileServer to communicate on these networks:
[7] Private netwarks, such as my home or work netwerk

[7] Public netwarks, such as those in airports and coffee shops (not recommended
because these networks often have litte or no security)

What are the risks of allowing a program through a firewall?

Allow access I’ Cancel

19
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Step 9

MSDE(Microsoft SQL server e e 1o 4 aucoossully.

MESOQL Service running....
The SOLSFRUERAGENT sewwice ic starting..

Desktop Engine) is installed
Eb S0L Senver Service Manager

Server: |EB072E x|

Services:

automatically.
Close the SQL Server Service

Refresh services, ., |

Manager.
[~ Auto-start service when 05 stars
[Starting - WWEBDTEE - MESCLEerver
Step 10

‘EasyDent V4 (Multi-Language) - InstallShield Wizard

Select ‘No, | will restart m
y Install5Shield Wizard Complete

computer later’, and then click
‘Finish’.

Setup has finished inztaling EazyDent %4 [Multi-Language] on
yaour compter,

7 Yes, | want to restart my computer now,

@ Mo | will restart my computer laker

Remove any disks from their dives. and then click Finish to
carmplete setup.

< Back Finizh I Cancel

20
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4.2 Image Acquisition Overview

@ Turn on the computer.

@ Run the EasyDent.

® Configure the required X-ray parameters (exposure time, etc.) for the X-ray generator.

@ Before use the sensor, shooting the X-ray with putting the coin on flat receptor of the

sensor is recommend as an operation test.

® Position the EzSensor Soft at the appropriate area in the mouth. The flat receptor side

of the sensor must face the X-ray source. Note that the receptor side is marked with a
label for ease of recognition
The use of the sensor positioning aid is recommended to guarantee that the sensor is

parallel to the tooth and is at the appropriate angle for exposure

® The use of the parallel technique with a positioning system or device, if possible, is

highly recommended.

@ After preparing the sensor for exposure, acquire an image by pressing the exposure
button of your X-ray source.

\
V£ £ AN | A

Using the EzSensor soft Using the EzSensor soft
With intraoral X-ray with a Sensor positioning system(optional)

Normal Resolution Mode
This mode is typical operating and general usage and somewhat shows

lower resolution, but gets speed of data readout faster.

21
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4.3 Running the Easydent

Shot functions are available after patient registration and device selection. Single shot, multi

shot, sequence shot are used frequently. You must be fully aware of the explanations before
capturing image.

4.31 Patient Registration and Device Selection

Step 1

Turn on the PC.
Run EasyDent4 Viewer. Click the ‘Patient ( *!a ) button to register a new patient.

| By Dlent V4 Viewer = e |
Fite Edit Yiew Database Draw Measure Image Tool Implant  Window Help
W B M v e b e o = : * * c W e
PATENT | TSI | DWDOD.  WRGE | SRKHT  COWTWS GRPMIA IOON  FRONFER | BERORT | DRAUNG  NESSIRE  WRSNT BOON UHVENMG ISR | mvE | SELET | MmauzE
G| N B
[PRRIVIEPH] - SENSOR || CERA | CEMTAL 01
Pelisri. | Eglome
" ]
L Faiet [mage Vo | Laote | Cormmitoon
WAL SR USTIOR FOR DENTAL
Fatient List Imzge List
Patiert Name Chart Mo Gender  Age Birthelay Image Type Captured Date
Chart No.
First Name
Last Name
Socal 1D 3
AgejGender
Treatment
Mobike
Tel
= —
[
| Search(Dte)
Todoy Cachned Lt | .
Fatient MNarne Chart Mo, Birthday Patient Mame Chart Ma. Birthday
[EasyDent V4 running [D-Server Conneciad || F-Server Conneciad @B 5 4

22
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Step 2

The new patient registration window will appear. You are asked to register the new patient

and click “Add”.

Step 3

Add Patient

* Chart No. 2

* First Name :

* Last Name :

Socl ID :

Birthday:[2012  =[1 |1 -

Gander

[} Auto Na.

: Treatment: ’Trea‘tment

Addressl :

Address2 :

E-rmii

Te

| : @

|+ Mobile :

Doctor : -

Click ‘Help > Intra-Oral Sensor Setting > Select Device’ on the menu bar.

Select your capture device. At this time, you are asked to select the device and image

quality.

The Productand image processing setting information is stored internally. Change these

settings when using another sensor or changing the image processing option.

Level 4 is basic image processing option. As the level no. is higher, the effect of contrast

and enhancement get increased.

Select Intra- Oral Sensor

Intra-oral Sensor Modz|

Image Pracessing Option

O Lewals

O HDS-1E0 ) HDES-1508

(@) AnySensor 1.0 @} AnySensor 1.5
) EzSersar 1.0 ) EzSensor 1.5
O Hyman O EzSensar F

O Lewell O Laveal2

O Lavals

) HDS-100L
&} AnySensor 1.0M &} AnySensor 1,5M
) EzSensor 2.0 ) EzZensor Multi

& EzSensor Soft

O Leval2 ®L

O Lawvel?

X

ok ” Cancel

|

23
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4.3.2 Single Shot

Capture a single image.

Step 1

Start EasyDent by clicking the EasyDent V4 Viewer on the desktop.
Search and enter the appropriate patient information.

[

Eile

Edit  View Datebese Draw Musule Imgge Tocl [mplert  Window  Help

= , R

000 WCUTED | REROAT | GOOMAG PRASSE SWAINT
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Step 2

Click the ‘Layouts’ tab. Select your favorite layout from the Layout template list.
The Layout Template can be customized. Please refer to the EasyDent manual.

Select Layoin Template Select Shoct Type -

T = Ay N Eua
OO0
EEE oD
ooU oo

E =

2 Bewings

DO

4 Btewings EzcyDant v running B . | D-Barver Comecsd | FSever Coneced BEEL

Step 3

Select the ‘Single’ from the Shoot Type list.

Select Shoot Type : Filter by Date -
Singe [z [Copture | [Captured Dte  ~

]
I I A
. ..

COGI[s )+
A B3
CIE G

Basic Sequence
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Step 4

Select the tooth position to capture. The tooth box is selected in blue.

13 12 } ]
18,17, 16 15, 14 24,25 26, 27,28
13,12 1,21 22,23
RM RI L LM
48, 47, 46 45, 44 43,42 41, 31 32,33 34,35 36, 37, 38

Click the ‘SENSOR ( L-ﬁ ) button or ‘Capture ( [ Capture i )’ button.

SENSOR

Step 6

Position the sensor correctly.
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Step7

After checking the sensor is in the correct position, expose the X-ray after the “Please
expose X-ray” message appears.

The message, “Optimizing Image... Please wait” appears while the image is being
optimized. The image will appear after optimization is complete.
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433 Multi Shot

You can capture multiple images continuously until you click stop. Click and drag the image to
its appropriate position after stopping capture.

Step 1

Select the ‘Multiple’ from the Shoot Type list.

Select Shoot Type : Filter by Date :
Single =] | Capture | [Captured Date

OO 00
- o
oo lUDoDo

Single

OO0
(O DO
amilllns

e
G )

aEEE

Basic Sequence

28



EzSensor 9@

Step 2

Select the tooth position to capture. A blue rectangle will be drawn on the tooth box.

201204604
[13], 12 11,21 22, 23
RM [ RI ‘ Ll , M J
BT T 45,44 43,42 a3 32,3 34,35 3 38, 37,38
Step 3
Click the ‘SENSOR ( LD ) button or ‘Capture ( |:Capture | )’ button.

Step 4

SENSOR

Position the sensor correctly.
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Step5

Expose the X-ray after the “Please expose X-ray” message appears.
The message, “Optimizing Image... Please wait” appears while the image is being
optimized.

Vigw Databwe Orw  Messws lmage Teol brghint Window Halp
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45 47,48 45,44 a7 413 23 24,35 .43
EasyDent V4 running T-Berver Connecied || FServer Comecied BEE

s

30



EzSensor 9@

Step 6

If you want to acquire more images, continue to expose the x-ray when the ‘Press the X-ray
(shot) button’ message appears.

To finish, double click on the ‘Press the X-ray (shot) button’ message box. And then the
image will appear after optimization is complete.

Step 7

ble £ \l\m. Dotabwe [rvw  Mesure dmgge Tool foplnt  Wirdme el
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Click and drag the image to its appropriate position.
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4.3.4 Sequence Shot

You can capture multiple images according to a pre-saved order. Capturing according to the

order will ensure the images appear automatically in the correct positions.

Step 1

Select your favorite sequence from the Shoot Type list. Red numbers represent the capture

order.

The Sequence shot can be customized. Please refer to the EasyDent manual.

Step 2

Select Shoot Type : Fitter by Date :
Single @ [Capmre ] [Captunad Date =

OOE0
EIET o
oo UDD

Single

OOe0
- DD F
oo JUDs

Multiple

CE [ EE
=] )
oLl oEs

Click the ‘'SENSOR (

Step 3

Lﬁ ) button or ‘Capture ( | Capture | )’ button.

SENSOR

Position the sensor correctly.
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Step 4

Capturing according to the order, the images appear automatically in the correct positions.
Expose the X-ray after the “Please expose X-ray” message appears.
The message, “Optimizing Image... Please wait” appears while the image is being

optimized.
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Step5

If you want to finish, double click the ‘Press the X-ray (shot) button’ message box. And then
according to the capturing order, the images appear automatically in the correct positions.

(L] vyt vieweer : = |
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All images are saved in the Database server automatically.

K | By double clicking on the image, the image is shown as large size at any
= function’s table.
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Chapter 5 Image Acquisition by using EzDent-i

51 Installation EzDent-i

In this step, EzDent-i will be installed. Alternatively, software which supports the Twain interface
can be used instead of EzDent-i.

Step 1
Open [Setup.exe] from [Setup]
. Manual
folder to install EzDent-i Sever
| Setup
or Client for Windows.
;- Additional
v EZ30-
| EzDrent-i
i EzServer
| Tools
&) mavcplod.dll
%] msverl0o.dil
%) GtCored dll
%) QtGui4.dll
| Readme
|5 setup
Step 2
The window for selecting [ sere vican =)

installation mode will be
shown. To setup the Server Select the install mode.
environment, start the

installation by clicking the

[Server] button.
Server Client
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Step 3

The window for component
setting will be displayed

After selecting programs to
install among EzServer,
ConsultData, and ImplantDB,
click the [EzServer] button.

Step 4

i F 7
[ SETUP V1030 [

Select the preduct to be installed.

First of all, please instal the EzServer.

EzServer

[¥] EzServer
[¥] ConsuttData
[¥ ImplantDB

EzDent-i

Consult License Activator

EzPicker
[¥| UpgradeTool

To continue click the [Next]
button, followed by the [install]
button to proceed.

[ LEoas B
EzServer - InstallShield Wizard m

Welcome to the InstallShield Wizard for
Ez5erver

The InstallShield ‘Wizard will install EzServer on your
computer. To continue, click Mest.

<Back { Mext > ][ Cancel

When the installation of EzServer is complete, the other components

y \ (ConsultData and ImplantDB) will automatically start installing.

L 1

If users did not select any other components, the installation is finished.
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Step 5

Users can select the
installation type of Implant DB,
If users prefer to install
multiple fixture models, select
[complete], click the [Next]
button to proceed.

ImplantDB V1.0.6 - InstaliShield Wizard

Setup Type

Select the setup bype to inztall

Please select a setup type.

advanced users.

|stallShield

Al program features will be installed. [Reguires the most disk space ]

Select which program features pou want installed. Recommended for

< Back ][ Mexst > i’ Cancel

/o\\
1

If users prefer to install the implant models separately, select [Custom] and
click the [Next]button

Step 6

In case that [Custom] in
implant DB is selected, Select
the name of manufacturers
you want to install and click
the [Next] button to go
forward.

ImplantDB V108 - InstaliShield Wizard

Select Features

Select the options you want ta inztall

W Alphatech
Agtra Tech
Anthogyr

w| Beqgo
BioHorizong
v Biotech

m [ »

-

ImstallShield

| Selctal | | Deaan |

< Back ][ Memnt > ]’ Cancel ]
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Step 7

Compilie [setup.exe] and click
the button, [EzDent-i],

7 B =
[ SETUR V1030 =5

Select the product to be installed.

‘The License Agreement’ First of all, please instal the EzServer.
window will be shown. If the

. l EzServer l
conditions are acceptable,

¥ EzServer

select [¥ ConsuttData
[l accept the terms of the /I ImpiantDB
license agreement] and click l e l

[Next] button

l Consult License Activator l

R

EzPicker
[¥] ‘UpgradeTool

[ i 5 B
EzDent-i - InstaliShield Wizard ﬂ

License Agreement

Please read the following license agreement carefully.

"EzDent-" of EwWOOS0FT

[m] »

END USER LICENSE &GREEMENT FOR EWDOOSOFT SOFTWARE l

Thiz E'WwW0OOS0FT End-User License Agreement ['ELLA") iz a legal agreement betwesn

wou [either an individual or a single entity) and EW/O0S0FT Co., Ltd. and for the
EWwOO0S0FT zoftware accompanying this EULA, which includes the accompanying
computer software, and may include associated media, printed materials and any

"EzDent-" or electronic documentation "EzDent-''. By installing the "EzDent-", you agree

to be bound by the terms of thiz EULA. If you do not agree to the terms of thiz EL LS, wou
may not inztall or uge the "EzDent", Your click of the "l agree' button iz a symbol of your
signature that you accept the terms of the ELILA, o

Cnea ' ' N e

i@ | accept the terms of the license agresment

73 | dovnot acoept the terms of the license agreemsnt

[ < Back ][ Text > ][ Cancel ]

%
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Step 8

Type in the company and user
name and click the [Next]
button

Step 9

After specifying the location to
install the program, click the
[Next] button to go forward.

EzDent-i - InstaliShield Wizard

Customer Information

Pleaze enter pour information.

Fleaze enter your name and the name of the campany for which you wark.

Uszer Mame:

Uzer

LCompany Mame:

Matech

|| rstallS hield

’ +Back |i Mest » i[ Cancel ]

%

EzDent-i - InstallShield Wizard

Chooze Destination Location
Select folder where zetup will install files.

Inztall EzDient-i to;
C:\Program Files\¥ATECH

)| Irstalls hield

[ < Back l[ Mext > J[ Cancel ]

%
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Step 10

After installation of EzDent-i
Console is complete, select
[Yes, | want to restart my
computer now] and click the
[Finish] button. Then, the PC
will be restarted.

EzDent-i - InstaliShield Wizard

Setup Complete

The Installs hield ‘wizard has successfully installed EzDent-i
Before you can uze the program, you must restart your
computer.

@ ez, | wank to restart my computer now.:

0 Mo, | will restart my computer later,

Femowve any disks from their drives, and then click Finizh to
complete setup.

I < Back __ I Cancel

occurring in the system during the EzDent-i installation.

@ It is strongly recommended to restart the PC to apply the changes
\ /!
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5.2 License Activation.

Step 1

[ —sce—)

® * DI )

Connect the USB Dongle Key
to the PC, and open VTNL.

exe Organize ~ Include in library +  » = [ @ I
43¢ Favorites . Name
=] Recent Places 1. Install Files
Bl Desktop § Lic
& Downloads | LocalDB
1. 5qlDrivers
“ 4 Libraries # ADB.exe
5] Documents - B mididat
o) Music | & QtCored.dll
/! Pictures %) QtGuid.dil
= Subversion %) QtNetworlkd.dll
B videos % QtSqM.dil
r._“‘ 's Manual_for_Ez3D-i(Eng).pdf
) Homegroup [ 's Manual_for_EzDent-i(Eng).pdf
i VTNL.exe
< /™ Computer 3 VTNL.ico
&, Local Disk (C3)
MR '
' 14 items
.

Opening VTNL

To open VTNL program, install ADB.exe file first. If the executable file is
not installed, the installation process of ADB program will automatically

start when opening VTNL program.

Organze = B Coen Share with » Eurm Mew Eclder == O B
45T Favirites = Mame = Uate prodified Type 5
i Recent Places = 4 Install Files §M0LE 214 P File faloer
M Deskiop J M Lic File Fial ey
B Downlozds M LocalDB Filz folcer
o SqlDivers File falcer
45 Libranes ADB ave. Application
© 7 Documzniz o o= e
& Music | QiCored il Application et
=] Picturss ) QacGuid.dll Applization eemns.
“15il Subversion %] OiNetwarkd.dil Appbcation edens.,
B videos | QiSgEm Application e,
2 VTHL.eze Applicazion
v & Homegroup 8 ViNLico Teen
=T i i
g ADBexe  [ate modifierd 37602001 445 PN Dok “reteck: 52402003 213 PM
Application Size 35,5 M3
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Step 2

The following License LICENSE ACTIVATION WIZARD x|

Activation Wizard appears if T ——

you have nOt aCtlvated a ® 1 wil activate my license with USB Dongle Key.

(For regular users)

license previously

© 1 v activate my bicense with License Key.
(For demo users)

Select the dongle key (first) © 1vd try ths software.
(For Trial Users: days left untd t expres{30))
item, and then click the

[Next] button.

Step 3

When the following VTLicense : N o
Plugin Option Window

appears, select the license Select the icense you want to instal

key from the list and install by Package Type vol.(Used/Total)  Availability

clicking the [OK] button. 1 Patient/Acauisi- s =
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Step 4

After clicking the [OK] button,
the following VTLicense
Activation Wizard window
appears. Once the license has
been activated, click on the
[Finish] button to complete
your activation. EzDent-I will
then run automatically.

VilLicense Activation Wizard

Retrieving the VTNL address.
Performing VTNL Activabion.
Retrieving the cense fie,

VTNL Activation 5 successfully done

I Finish J

Once the license has been activated, the user’s PC will appear on the list
of [Certifications] in the VTNL window.

W] VTHL - Lo )
Az BT HeEp

Licenze Information

|- Chnicinfa | [Certifications | Noluma | =
Granted Users

PC MNarme MAC Product b3 Issue Date

1 dukjun 22°30:FDOF18 =] 192 168 160 71 D13-04-18
r HFOO1-FC 00°26:66:49:30 £3 192 168 160 87 2013-04-19 | ‘

|

VTNL window.

The dongle license key number appears on the list of [Volume] in the

B VTNL - [
Fls  Edn  Help
License Information
[ Chnicjaig | [Certcations | Yolume. |
Grarted Users
FC Marme A Sroduct jid Hsue Date
1 dukjun 2230 FDDELEE. E3 19216816071 Z013-04-18
|
’f HEOO1-PC Hr26:60°4% 30, =3 192 168 160 37 2013-048-19
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5.3 Consult DB License Activation

V o
fl\ /} Consult DB is for the users who have a Consult Premium License. After
o activating Consult DB License, the user can utilize video contents for
consultation use.
Step 1
Open[Setup.exe] from [Setup]
i . . Manual
folder to install EzDent-i
| Setup
Server or Client for Windows
- Additional
L Ez3D-i
; EzDent-i
) EzServer
L Tools
&) msvep100.dll
%] mever100.dil
%) GtCored dll
&) QtGui4 di
| Readme
iEﬂ- Setup
Step 2
After selecting the install [ serue vinso [
modes, Click the [Consult
License Activator] button Select the product to be installed.
First of al, please instal the EzServer.
l EzServer l
¥ EzServer
[¥] ConsultData
¥ ImplantDB
B SETUE Vg2 == l EzDent-i l
l Consult License Activator l
Select the install mode.
— |
Server Client ] EzPicker
¥ UpgradeTool
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Step 3

After checking the license Consult Data License Activator | X
information shown at the

Consult Data License Activator Licensze Information
window, Click the [Activate] Mot activated wet,
dasw(=) left until it expires @ 30
button.
Activate J l J
Step 4
Select the second option LICENSE ACTIVATION WIZARD (sl

from the VT License

Pease select how you wil activate your leense.
Activation Wizard window. ) _ _ _ _

@ [ wil achvate my license with USB Dongle Key.
(For regular users)

@ [ wil activate my license with License Key.
{For regular or demo users)

€ 1 wil try this software.
(For Tral Usars: days left until it expires(30))

Bad | | Next | | Cancel

M

&P  For activating license using the license key, an internet connection must
be available with the PC.
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Step 5

Enter the EzDent-i user
information and license key
provided. And then click the
[Next] button. You must enter
more than 3 characters to
activate the [Next] button.

Step 6

Upon successful activation,
the VT License Activation
Wizard window will appear,
including the remaining days.
Click the [Finish] button to
end the activation.

LICENSE ACTIVATION WIZARD

Licanze ey FEGY7pa | FlEetwl LRyt || dfieowk

ClirictCompany) | Vatech Clinic

Mama Dr.\atech
E-mail gua@vatechcokr
Country: Republe of Kores

Colectrng Infarmation on Uzers and Llse Acresment

EzDent-i may colect nformation about Ls=rs, For installation and use of E2Dent you ages wih the -
Colectra Infarmation an Lisers and Lse Adreement. Otherwize it is limiced to install and meke a use
of EzDert-1. User's rformation colectad wil not be used for a purpase other than thatis sstoutin

the Folowing collacting purposs.

L. Cellecting purpose of user's information, tem ccllected and starage place

¥ 1 accept the terms i the lesrse agresmatt,

==

CPRDGC | NN | Frc clptosid |

Back | | et | Careel |
VTLicense Activation Wizard [
Validatng Licersa Key
Opening License Fle.
Processing Activation.
This 5 an evaluation icense, Your evaluation period wil expire in 30 days.
“ et Finish J
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5.4

Preparing for Image Acquisition

@ Turn on the computer.

@ Run the EzDent-i.

® Configure the required X-ray parameters (exposure time, etc.) for the X-ray generator.

@ For the operation test before X-ray exposure to patients, X-ray exposure as putting the

coin on flat receptor of the sensor is recommend.

® Position the EzSensor Soft at the appropriate area in the mouth. The flat receptor side

of the sensor must face the X-ray source. Note that the receptor side is marked with a
label for ease of recognition
The use of the sensor positioning aid is recommended to guarantee that the sensor is

parallel to the tooth and is at the appropriate angle for exposure

® The use of the parallel technique with a positioning system or device, if possible, is

highly recommended.

@ After preparing the sensor for exposure, acquire an image by pressing the exposure
button of your X-ray source.

Using the EzSensor soft Using the EzSensor soft

With intraoral X-ray With a Sensor positioning system(optional)
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5.5 Running the EzDent-i

5.5.1 Patient Registration

Step 1

Turn on the PC. Run EzDent-i. Click the ‘Patient ( ) button to register a new patient.

' e ACQUISITION VIEWER COMNSULT REPORT
€zl 8 & & &

Chart No. 20130723 204653 ® Date | AN - j @ Madality | -All -

Mame Meladith Smith
09/21/2013

Gender/hge Mafe / ZEY 7

Analysis
| DateofBirth O2fOr/1gas
E-Mail
Seating
S Chiart Mo, Mame Date of Birth
i-Fiters (E sansar) - y g
0130723209655 Meladith Smith 02/07/1985
Abut 20130723.204752  Lee Vatech DL 2007
{ Abat | 20130831.005617  John Smith 0112013

VATECH Clinic

Step 2

The “Add Patient” registration window will appear. Register the new patient and click “Add”

ADD PATIENT =
-
ChartNo* | 20131025 113539
Name* Last Name First Name
PHOTO ' 17
Gender [ Male: "]
Date of B... Year Maonth Day
(203 =) (2 ~] (2 =]
Email '

[ Add J [ Cancel J
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55.2 Acquiring Image
Step 1

The Acquisition Tab allows the user to capture/store images with the IO Sensor.

VIEWER CONSULT

~ .
EZ Dent 1

Chart Mo 20131025133619 ® Date &l - & Modaiity Al -

Narme hackycung lee

Gender/Age Folale [ 295 OM

Date of Birtn 100771584

Chart No. Narne Date o Birm
2131005113618 hookyoung les 10/07/1984.

O e— — ]

By clicking the logo, “EzDent-i” as below, you can select resolution mode
between Normal and High.
If resolution mode is changed, restarting program is required.

e - PATIENT ACQUISITION CONSULT REPORT
EZDent-1 4%\ B Ak

FMX Layout Editor

About

I Shitt I
| CALIBRATION
™ Panorama 005
Ready I Cephale 0005
| Save to DB I 10 Sensoe uo0s
[ miisizaseuings. | ( ok | cencm. |
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Normal Resolution Mode
This mode is typical operating and general usage and somewhat shows

lower resolution, but gets speed of data readout faster.

Step 2

Click the [IO Sensor] button in the Acquisition tab. Once the 10 sensor is connected, the layout
will change depending on the selected device.

SEARCH

[ searen  [+]
[ cr J
[ Panorama J
[ Cephalo B

o
’ I Camera

Twain J

|
( Import ]

( Ready. )

[ Save to DB J

Step 3

Click the [Ready] button after positioning the patient. If the IO Sensor equipment is
properly connected, the image acquisition mode will be initiated.

_ Ready |

[_ Save to DB J

CAPTURE IMAGE FROM 1O SENSOR L X

| Exposing the X-ray.
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By double clicking the workspace from the ACQUISITION tab, EzDent-i
will be ready for image acquisition. The [Ready] button provides the same
function.

Step 4

Using the exposure switch, shoot the x-ray and the image will be acquired.
The process of acquiring the image is complete.

Step 5

Select the images from the thumbnails, and then click the [Save to DB] button. The captured
images will be stored in the DB.
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| Ready |

[ Save to DB

e

If the user wants to select more than 2 images, hold the Ctrl key on the
keyboard and click the desired images from the thumbnails.
To change the way of storing the acquired images, change the

options in settings. All the acquired images are automatically stored
in DB if the “Auto DB Save” option is used and only the selected

images are stored in DB with the “Manual” option is used.
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Step 6
Select the images from the thumbnails, and then click the [Save to DB] button. The captured

images will be stored in the DB.

ACTIUIEITION

1es Smith 28Y

| Reaty

| Save to DB |

If the user wants to select more than 2 images, hold the Ctrl key on the
keyboard and click the desired images from the thumbnails.
To change the way of storing the acquired images, change the

options in settings. With the option “Auto DB Save,” all acquired
images are automatically stored in DB. Another option, Manual, only

stores selected images in DB.
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5.5.3 Image View

Step 1

Enter the name or chart number of the patient in the Patient Search window and click the
[Search] button or press the Enter key. The search result will appear.

PATIENT ACQUISITION VIEWER CONSULT

' ®
EZoni-l 8 & & &

SEARCH

: Huntezl{ @

[ Search ]

Chart No. 20130831_005617

Name Hunter Smith

Gender/Age Male / OY 8M

& Date of Birth 01,/01/2013
E-Mail
Chart No Mame Date of Birth
20130831 005617  Hunter Smith 01/01/2013

Step 2

Double Click the selected “Patient List”.
The images will be displayed in the VIEWER tab.

i) VIEWER COMSRULE R
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Chapter 6 Maintenance

For optimal performance, MANUFACTURER recommends the working area be kept clean.
There are no specific cleaning requirements for the EzSensor Soft beyond normal care and

attention for aesthetic appearances.

6.1 Visual Inspection

Like all electrical systems or device, EzSensor Soft requires not only correct usage, but also
visual inspection prior to operation, as well as routine checks at regular intervals. These
precautions will help ensure that the Product operates accurately, safely, and efficiently.

Before use, the operator should check the Productfor any signs of physical damage or defects.
If something out of order is suspected, contact your local Product distributor for further

instructions on how to proceed.

6.2 Periodic Maintenance

Periodic maintenance should be performed as necessary and in accordance with monitored
frequency in the table below. Maintenance should consist of various checks performed by the
operator or by a qualified service technician.
eCheck that all cables connected to the EzSensor Soft is undamaged.
eCheck for any external damage to the EzSensor Soft that may compromise its ability to
be safely operated. If the EzSensor Soft is defective, the sensor should be returned to the
manufacturer for repair.
eArrange the sensor and the control box USB cable to prevent damage of the cable’s

rubber tube. They should not be stepped on nor bent and pressed under table legs.

A qualified service technician is a person authorized by Rayence Co., Ltd.

or affiliated distributors.

55



EzSensor 9@

6.2.1 Test List
Test Item Frequency Equipment
Connection Daily Sensor & PC
Cable Monthly Cable
Resolution Annually Resolution Patterns, Gammex Rmi
6.2.2 Connection
eObject
Check the normal operation of PC when the sensor is connected to the PC
eProcedure

1. Connect the EzSensor Soft USB Connector to the USB Port

2. Confirmation of Driver installation at the Device Manager
Method of Confirmation:
Windows 7 : Control Panel - System and Security >System - Device Manager

Windows XP : Settings—> Control Panel > System-> Hardware ->Device manager
[F

—|@ ¢ Control Panel » System and Security » System

File Edit View Tools Help

- | +4 | | Seorch Controt Panel . P|

Control Panel Hi 1 il i 9 B
itk barel g View basic information about your computer

@ Device Manager
@ Remote settings

Windows edition

Windows 7 Ultimate
@ Systern protection

Copyright © 2009 Microseft Corporation. All rights
@ Advanced system settings reserved.

Service Packl

System
Manufacturer: Hewlett-Packard
See also =
ating: - 2
Action Center g ! ?’__SI Windows Experience Index

Windows Update

Performance Information and
Tools

Processon

Installed remory (RAM):

System type:

Intel(R) Core(TM) i7 CPU

@ 160GHz 1.60 GHz
8.00 GB
G4-bit Operating System

Q720
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3. Select ‘VH EzSensor-N x.x’, located under Imaging Devices. You should see the

message, “This device is working properly”.

= Device Manager o] == VH'&SM_""NI'“SP“’W“B
File Action View Help General | Drver | Detais |
s | m|EHe | &S s VHESerlllS
l:’;—‘,; Human Interface Devices -
Ca [DE ATA/ATAPI controllers Deviesome:  bmeunGdouces
4 —gj Imaging devices Manufacturer: VaTech
% HP ENVY HD Webcam Location: Location O
-;;ﬂ EH E;SensorAN 13 Device status
§ T E} - S s [This device is working proparty. -
+ -} Mice and other pointing devices
i -l Monitors

E¥ Network adapters

i B Portable Devices
2 Processors

%y Sound, video and game controllers
;M System devices

+ - § Universal Serial Bus controllers

6.2.3 Cable
eObject
Prevent the sensor malfunction caused by the occurrence of external cable stress.
eProcedure
1. Arrange the sensor and the control box USB cable to prevent damage of the cable’s

rubber tube. They should not be stepped on nor bent and pressed under table legs.

2. Check that all cables connected to the EzSensor Soft is undamaged.

6.2.4 Resolution
eObject
Verify the resolution of EzSensor Soft
eProcedure
1. Run EasyDent(EzDent-i) with connecting EzSensor Soft .

2. Attach resolution phantom on the center of the detector with diagonal direction.
3. Set X-ray Condition to 60~70kVp 50mAs and SID to 28cm

4. Confirm that the resolution is over 8lp/mm.
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6.3 Care and Cleaning

In order to prevent infection, wipe the front plate of the sensor unit with ethanol or
glutaraldehyde solution to disinfect it each time a different patient uses the instrument. If you
plan to use a disinfectant other than those specified above, or you are mixing another
disinfectant with ethanol, please consult a specialist because it may damage the plate.
To clean the EzSensor Soft, the following solutions are listed below. Please observe the
precautions noted.

eMild soap and water

elsopropyl alcohol (70%)

eMost alcohol and ammonia based cleaners

eMild, non-abrasive cleaners

Do not soak or immerse any part of the Product, and be sure to dry it completely after cleaning.
Clean the surface of the Product by moistening it with a soft cotton swab dipped in one of the
cleaning solutions listed above. Gently wipe the surface end-to-end in straight lines, without
applying any pressure. Make sure the liquid does not penetrate the Product through the USB
cable or the sensor cable connectors.

After cleaning the surface of the EzSensor Soft, use a clean lint-free cloth to dry the Product,

as required, until the surface is clean.

% Clean the silicone cover using the same method.
#* Do not use the following cleaning materials.
eHard brushes or scrapers of any kind

eStrong acids or alkaloids

6.4 Precautions

eDo not soak the sensor in water or alcohol.

e Authorized service personnel can repair calibration issues.

e Service personnel cannot handle problems that are not mentioned in this manual.
Please request repairs to the manufacturer through a VATECH dealer.

eEquipment and accessories are to be disposed safely at the end of the Product life

cycle. National regulation must be observed.
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6.5 Product complaint

Any health care professional (e.g., a customer or user of Product or system) who has any

complaints should notify his or her distributor first, who will handle such issues.

If the Product may have caused or contributed to a serious injury of a patient, your distributor
should immediately notify the manufacturer by telephone, fax, or written correspondence. The

manufacturer will report it to the government according to their reporting process.

& Do not modify this equipment without authorization of the manufacturer.
WARNING
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Chapter 7 Warranty

MANUFACTURER hereby warrants EzSensor Classic (“Product”’) against defects in material
and workmanship under normal usage and service for a period of agreement from the date of
installation.

If the Buyer promptly notifies MANUFACTURER or the Seller regarding any parts that fail to
perform as specified under normal usage during the Warranty Period and MANUFACTURER
determines that such failure resulted from a defect in materials or workmanship during the
Warranty Period, then MANUFACTURER, at its option, shall repair, rebuild or adjust the
affected parts.

MANUFACTURER shall have no obligation for any defects that arise from (i) normal and fair
wear and tear; the Product being modified without MANUFACTURER 's approval, (ii) not being
installed in strict conformity to MANUFACTURER 's directions or having been subjected to
electrical damage or other abuse, or damaged by improper handling, storage, or used by a third
party, (iii) use of the Product in combination with devices or products not purchased from
MANUFACTURER,; (iv) use or application of the Product in a field or in an environment for
which such the Product was not designed or contemplated; (v) use of any parts or material not
provided by MANUFACTURER for warranty service (vi) the third party’s maintenance not
certified by MANUFACTURER,; or (vii) force majeure such as natural disaster.

Repaired, rebuilt or adjusted component parts are warranted for 90 days or the remainder of the
Warranty Period, whichever is longer. This Warranty extends solely to the Buyer and shall not
extend to any person that purchases the Products from the Buyer or any other person, whether

an entity or a natural person, in the chain of the use or distribution of the Products.

The warranty period for the Product shall including replacement of Non-Consumable parts and

labor to correct warranty issues.

The Buyer will make all reasonable efforts to advise MANUFACTURER of the use of any non-
MANUFACTURER authorized items, components, or parts in Product. If, after troubleshooting, it
is determined that repairs (including replacement of any Items, components, or parts) to the
Product under warranty are a result of a non- MANUFACTURER authorized item, component,

or part, MANUFACTURER charge for all costs associated with the repair service rendered.
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This expresses all of MANUFACTURER'’s responsibilities regarding the Product, including the
sale of the Product, the events giving rise to the sale of the Product, defects in the Product, and
the failure of the Product to meet or perform in accordance with specifications or as intended.
The remedies contained in this warranty are the Buyer’s exclusive remedies. MANUFACTURER
shall not, in any event or under any circumstances, be responsible for damages or other sums
in excess of the total purchase price actually paid by the Buyer to Seller i.e., MANUFACTURER
or MANUFACTURER’s dealer. Without limiting the generality of the foregoing, under no
circumstance shall MANUFACTURER be responsible or liable in any regard with respect to
damages from loss of use, loss of time, loss of data, inconvenience, commercial loss, lost profits
or savings, or other incidental, special or consequential damages that arise out of the use or
inability to use the Product, even if the Buyer has been advised of the possibility of such

damages.

If the Buyer fails to pay any amounts due to the Seller, whether related to the Products or
otherwise specified, MANUFACTURER shall have the right to refuse to provide any services to

the Buyer under this Warranty until such payment has been received by the Seller.

In the event that the product is returned to MANUFACTURER after the warranty has expired,
MANUFACTURER reserves the right to invoice a reasonable fee for the repair services

provided to Buyer.

MANUFACTURER shall make the sole final determination about whether the fail to perform
occurred in normal usage (under warranty) or not (excluded from warranty). If the dealer or the
Buyer doesn’t accept the result of MANUFACTURER’s investigation, the burden of proof is on

them.

Warranty Procedure
If the Buyer needs to make a claim based on this Warranty, the Buyer should immediately

advise MANUFACTURER or the Seller in writing at the following address:

RAYENCE Co., Ltd.

14, Samsung 1-ro 1-gil, Hwaseong-si, Gyeonggi-do, Korea
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Appendix

A1 LED Indicators

The EzSensor Soft Hardware Controller has two LED indicators that show its functional status.

The location of the LED lights is as shown in the following illustration and described in Table 3.

|

|
[
|
[
[
LED —> |
i
|
|
|

<Table 3.Description of LED Indicators>

o t | Stat LED State Functional Status
erational State
P LED Confirmation
Initial State BLUE USB Connection
Standby GREEN Capture standby
Trigger (X-ray On) YELLOW X-ray On and Sensor Trigger On
Data Transmission YELLOW Confirm data transmission
with the USB PC interface cable with the sensor board
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A.2 X-ray Exposure Guide

The required X-ray dose for the best image is dependent on the following:
- X-ray source (tube assembly, manufacturer, AC/DC, etc.)
- Distance between beam focus and sensor
- Tooth (object) to be X-rayed
- Bone density and age of patient

- Miscellaneous circumstances, etc.

The X-ray dose influences image quality. Based on fundamental laws of physics, an insufficient
dose generally means higher image noise, which leads to poor detail discrimination. On the
other hand, an excessively high dose can cause the sensor to be overexposed. This is also
perceptible by a decrease in detail discrimination, specifically in darker areas.

The effect of image processing reduces the difference between image qualities of different
doses. Users can adjust brightness and contrast in the option menu.

The recommended exposure dose is from 300uGy to 600Gy when measuring without an
object. Exposure time corresponding to the dose may vary depending on the X-ray equipment
used. Recommended exposure times according to positions are as shown on the Exposure
Time Table.

The X-ray dose is maintained through tube voltage (kVp) and current (mA), as well as exposure
time according to the signal level.

Since the exposure time depends on the diagnostic problem as well as the
clinical situation, the selection of an adjustment is the responsibility of the

treating physician.

Image degradations caused by overexposure of the sensor cannot be
compensated, but an insufficient dose can be partially compensated

CAUTION  through image processing.
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<Table 4.Recommendation on Exposure Time >

Exposure Dose 60kvp 60kVp 60kVp
condition (nGy) 6mA 2mA 7TmA
Patient Adult Adult Adult
SID 28cm 18cm 20cm
Intra Oral X-ray Unit No VX 70 AnyRay EzRayP
(Model name) Filter Approximate Exposure Time (sec)
Incisor
& 300 ~ 500 0.12~0.2 0.1~0.2 0.07 ~0.10
Canine
Molar 400 ~ 600 0.16 ~0.25 0.15~0.25 0.13~0.14

* SID : Source to imaging receptor Distance

*Recommendation on Exposure Time is limited to Intra Oral X-ray Unit in the above table

For larger body types : increase the source current by 25%
/ : \ For children(5~21age) : reduce the source current (or Exposure time)
@J by 20%
i For edentulous patients : reduce the source current by 20%.

Since the X-ray exposure condition can be changed depending on the age,
gender and bone density of the patient, in case of Pediatric, X-ray exposure
condition can be changed by expert’s judge.

@ For further information, please refer to FDA Pediatric X-ray Imaging

: p  webpage,
http://www.fda.gov/radiation-

emittingproducts/radiationemittingproductsandprocedures/medicalimaging/ucm298899.htm)

The X-ray dose required for image acquisition can vary depending on the X-

ray source and environmental circumstances. You must maintain the

exposure time and change the kVp and mA values according to the signal
A level. In addition, if the X-ray source and the distance to the sensor were
s changed during the initial installation, the distance (from cone to detector)

must be changed to the 80mm setting.

The exposure time may vary depending on the age, gender, and bone

density of the patient.
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A.3 Error Message

1. USB device driver is not installed.
e Solution: Please install the device driver again.

2. Control box cannot be initialized.
e Solution: Check and re-connect the USB PC interface cable.

3. USB device driver is not working properly.
e Solution: Re-install the driver.

4. Capture program is already running.
e Solution: Please close any other programs.

5. Detector response time-out.
e Check and re-connect the USB PC interface cable. Please try again.
If the same message is displayed again, contact Customer Service.

6. Data communication error.

e Solution: Re-connect the USB PC interface cable.

7. Canceled image capturing.
e This means that the user canceled image capture. Please try again.

8. Cannot find dark frame.
eSolution: Restore the EzSensor Soft’s calibration data from the S/W installation CD or
re-calibrate the sensor. If the same message is displayed again, contact Customer
Service.

9. Cannot find bright frames for calibration.
e Solution: Reinstall the EzSensor Soft driver.

10. Bad Pixel Map correction error.
eSolution: Restore the EzSensor Soft’s calibration data from the S/W installation CD or
re-calibrate the sensor. If the same message is displayed again, contact Customer
Service.
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11. Wrong image processing parameters.
e Solution: Check the X-ray source. If the problem persists, call for technical assistance.

12. Cannot load 'EzSensor.dll'.
eSolution: Please re-install the acquisition software.

13. Require 'EzSensor.dll' was damaged.
eSolution: Please re-install the acquisition software.
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A4 Troubleshooting

If you experience any problems regarding the EzSensor Soft during operation, please refer to
the troubleshooting table below for corrective measures. If the problem persists, please contact

your local Product distributor.

<Table 5.Troubleshooting Table>

Item Description Corrective Measure

LED 1 on the control board box does | Check that the USB PC interface cable is

1 not illuminate after installing the | plugged in correctly at the control board box

Product. and on the console PC.

A ‘PID 2XXX NO; interface #0 (Check Unplug the USB PC interface cable from the
Connection) error message is control board box and then reconnect it.
displayed. Open the Windows Device Manager and

check that the device is installed correctly.
Alternatively, try another USB port on your

computer.

67



A.5

EzSensor 9@

Electromagnetic Compatibility Information

Guidance and manufacturer’s declaration — electromagnetic emissions

The Product is intended for use in an electromagnetic environment as specified below. The customer or
the user of the Productshould ensure that it is used in such an environment.

Emissions test | Compliance Electromagnetic environment - guidance

RF emissions Group 1 The Product uses RF energy only for its internal functions.

CISPR 11 Therefore, its RF emissions are very low and are not likely to
cause any interference to nearby electronic equipment.

RF emissions Class A The Product is suitable for use in all establishments, including

CISPR 11 domestic establishments, and those directly connected to a

Harmonics A personal computer USB port used for domestic purposes.

emission

IEC 61000-3-2

Voltage Complies

fluctuation

IEC 61000-3-3

Guidance and manufacturer’s declaration — electromagnetic emissions

The Product is intended for use in an electromagnetic environment as specified below. The customer or
the user of the Product should ensure that it is used in such an environment.

Immunitytest IEC 60601 Compliance Electromagnetic environment —
test level level guidance

Electrostaticdischarge | + 6 kV contact + 6 kV contact Floors should be wood, concrete or

(ESD) + 8 kV air + 8 kV air ceramic tiles. If floors are covered with

IEC 61000-4-2 synthetic material, relative humidity

should be at least 30%.

Electrical fast

+ 2 kV for power

+ 2 kV for power

Mains power quality should be that of a

(30 % dip in UT)
for 30 cycles

<5%Ur
(> 95 % dipin

(30 % dip in UT)
for 30 cycles

<5%Ur
(> 95 % dipin

transient/burst supply lines supply lines typical commercial or hospital
IEC 61000-4-4 + 1KV for + 1KV for environment.
input/output input/output lines
lines
Surge +1kV +1kV Mains power quality should be that of a
IEC 61000-4-5 differential mode | differential mode | typical commercial or hospital
+ 2 kV common | +2 kV common environment.
mode mode
Voltage dips, <5%Ur <5%Ur Mains power quality should be that of a
short interruption, and | (> 95 % dip in (> 95 % dip in typical commercial or hospital
voltage Ur) Ur) environment. If the user of the Product
variations on power for 0.5 cycles for 0.5 cycles requires continued operation during
supply power mains interruptions, it is
input lines 40 % UT_ . 40 % UT_ . recommended that the Product be
IEC 60601-4-11 (60 % dipin Ur) | (60 % dipin Ut) | nowered from an uninterruptible power
for 6 cycles for 6 cycles source or battery.
70 % Ut 70 % Ut
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Ur) Ur)
for5s for5s
Power frequency 3.0 A/m 3.0 A/m Power frequency magnetic fields should
(50/60 Hz) be at levels characteristic of a typical
IEC 61000-4-8 location in a typical commercial or
hospital environment.
Conducted RF 3 Vrms 3 Vrms Portable and mobile RF communications
IEC61000-4-6 150 kHz to 150 kHz to equipment should be used no closer to
80MHz 80MHz any part of the Product, including
cables, than the recommended
separation distance calculated from the
equation applicable to the frequency of
the transmitter.
Recommended separation distance
3.5
- [
VI
Radiated RF 3 V/m 3 V/m Recommended separation distance
IEC61000-4-3 80 MHz to 80 MHz to 35
2.5GHz 2.5GHz d = [—L ] /P 80 MHz 1o 800 MHz
%)

.
d = [ % ]ﬁeoOMHz to 2.5 GHz
5

Where Pis the maximum output power
rating ofthe transmitter in watts (W)
according to thetransmitter manufacturer
and d is therecommended separation
distance in meters (m).

Field strengths from fixed RF
transmitters, asdeter-mined by an
electromagnetic site survey,

(a) Should be less than the compliance
level in eachfrequency range (b).

Interference may occur in the vicinity of
equipment marked with the following
symbol:

()

Note 1)Ur is the A.C. mains voltage prior to application of the test level.

Note2) At 80 MHz and 800 MHz, the higher frequency range applies.

Note3) These guidelines may not apply in all situations. Electromagnetic propagation is affected byabsorption and
reflection from structures, objects and people.

aField strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones andland
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predictedtheoretically with
accuracy. To assess the electromagnetic environment due to fixed RF transmitters, anelectromagnetic site survey
should be considered. If the measured field strength the location in which the Productis used exceeds the applicable
RF compliance level above, the EUT should be observed to verifynormal operation. If abnormal performance is
observed, additional measures may be necessary, such asre-orienting or relocating the Product.

bOver the frequency range 150 kHz to 80 MHz, field strengths should be less than [V1] V / m.
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Recommended Separation Distances Between Portable and Mobile RF
Communications Equipment and the Product.

The Product is intended for use in an electromagnetic environment in which radiated RF disturbances
are controlled. The user The Productcan help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment (transmitters) and The
Product as recommended below, according to the maximum output power of the communications
equipment.

Rated maximum output Separation distance (m) according to frequency of transmitter
power (W) of transmitter | 150 k1 to 80 MHz | 80 MHz to 800 MHz | 800 MHz to 2.5 GHz
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 117 117 2.33
10 3.70 3.70 7.37
100 11.70 11.70 23.30

For transmitters rated at a maximum output power not listed above, the recommended separationdi
stance (d) in meters (m) can be estimated using the equation applicable to the frequency of thetran
smitter, where P is the maximum output power rating of the transmitter in watts (W) according tothe
transmitter manufacturer.

Note 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies
Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects, and people.
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Copyright by © 2013 Rayence Co., Ltd.

The information in this document is subject to change without notice and
does not represent a commitment on the part of the vendor.

This document contains materials protected under International Copyright
Laws. All rights reserved. No part of this manual may be reproduced,
transmitted, or transcribed without the expressed written permission of the
manufacturer and authors of this manual.

If you do not properly set the Product, which in turn causes the Product to

malfunction or fail, we cannot guarantee any responsibility.

Rayence Co., Ltd.
Web Site » www.rayence.com

14, Samsung 1-ro 1-gil, Hwaseong-si, Gyeonggi-do, Korea

CE symbol grants the product compliance to the European
01 20 Directive for Medical Devices 93/42/EEC as a class lla device.

Authorized by SGS United Kingdom Ltd

VATECH Dental Manufacturing Ltd.
Chancery House, St. Nicholas Way, Sutton, SM1 1JB UK
Tel: +44 020 8652 1900, Fax: +44 020 8652 1909

EC | REP

VATECH America Inc.
2200 Fletcher Ave. Suite 705A, Fort Lee, NJO7024
Tel: +1 888 396 6872
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