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| you for trusting our company and choosing DIGISENS as your intraoral sensor ©
lafrreciate your support and hope that DIGISENS serves you well. Our continued &' Temperature limits

At lies in the complete customer satisfaction for each and every product we

k DIGSENSintraoral sensor is designed to provide many years of reliable service@

n toits use and handle. This user's manual will assist you on the installation an

| operation of your DIGISENS. Please read carefully the warnings and instructio@

H Product identification co
~them for future reference

« usedin this manual :
iMngicons are used in this manual; |SaJ Serial number :
Indicates a'NOTE*; ail text marked with this kon is very important and sho@
Date ofmanufa@

read carefully ‘§ ear and manth)
Indicates a'WARNING'; all text marked with this icon relate to safety is: r CrQ

the patient and/or operator

Name arui ss of manufacturer
Liveced gl @b

mloMing symbols are used in this manual and on the DIGISENS packa m@
D S Cons @mpanyingdocumems

O

dcsomtioN

t Device with Type BF applied parts
(Z C € jswith ECDirective 93/42 and its amendments and supplements
This symbd indicates that the DIGISENS sensor contains electrostatic-
sensitive riectronic parts susceptible to damage by elect ic discharge. Refer to

the section on Precautions for Use.

1.3 Genuratintroduction A@

The device contains solid materials which, at the f its life cycle, must be The purpothis manual is to provide the userwith the instructi necessary for safe,
disposed of at authorised recovery centres accordi ocal regulations in order secure d eff

to prevent human health and environmental es caused by improper

disposal. @

i DESCmPnON
NOTE
NON-STERILE. This manual is updated to correspond to the pr /MIS itis sold with, to

B " A oduct s
A DIGISENS s & non-sterile product and canno@nllsed. ensure that the user has appropriate reference%a ting the device and all
safety-related aspects.

This manual may not reflect any productvaria@t has noimpact on
operating procedures and safe use.

ficient operation of this device. &'Q
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DIOSENSis an electro medkaldevice and.as such, it may only be

dentists, radiologists or other legally qualified professionals.

Premieroperation requires that it be used in combination with radiographic
equipment and by persons with the necessary knowledge on radiation (x-rays)

protection.
Thedevice must be used in compltance with the procedures included In this
manual and never be used for purposes other than those provided for herein.

Theuser is responsible for fulfilling all legal requirements related to the
installation and use of the device.

Read this manual carefoily before using the device. Keep this manual near th
device for future reference.

1l SYSTEMOESCRIPNON

Sbmanufactured by New Life Radiology S.r.i. is an easy-to-use digital intr@g

nhasthe following unique features: &
doff edges
cethcasing
tstanding cable flexibility.
dconnection to personal computer for image acquisition via US| ect omnector.

fNSis based on CMOS technology, allowing the user to obtain a small pixel si2e (20
thereyensuring excellent spatial resolution: the use of a fiber@ plate (FOP) also
itoensurea high quality image and. at the same time, increases life of the sensor

niicongit against incident x-rays. =

Ihescintillator layer can be supplied in either Cesium lodide (€sl) or Gadolinium Oxy-

Sifice(R08) technology.

Ihesensith” (active) area is available in two formats: sta size 1 and size 2 for
j inraora film. '@

Alofthesefeatures make OI6I5ENS the perfecttool for
| tnsjring maximum patient comfort.
| DQEN\Suses ARCHIMED SUITE image capturing an%gement software which

~ saesimages directly in DICOM format @
h iatandid use

msystemis designed for taking intraoral x-rays of h@teeth; the device can be used on
rpatients, regardless of their type, gender or race. @,

ype of positioning, while

DIOISENS
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diology market. It can be installed both

The device is designed for both the dental
residential structures equipped with

in dedicated facilities (hospitals or clinic@
appropriate shielding systems.

2.2 Classification of the device In accol ith EC93/42

D(GISENS, In all of Its configurations, i ctive medical device, invasive through natural
orifices, for temporary use, and intended for diagnostic purposes.

This device falls into Class I'a according to the classification rules set out in Annex (X of EC

93/42, amended by Directive 2007/: C.

2.3 Anrticable Standards
The standards applicable to t
patient and operator) and ele:
The following standards appl

Riference stan)

CEl EN6060 _@2@5 Medma} electrical equlpmept Part 1: General requirements
for basic safety and essential performance

vice mainly concern rules on genera) safety (for the
agnetic compatibility.

Description

Medical electrical equipment Part 1: General requirements
for basic safety and essential performance - Collateral
standard: Electromagnetic compatibllitv- Requirements
and tests

@r

OIGI5ENS is used a a temporary device and is not connected to the mains power source:
power is supp ectly from the computer via the USB connection.

25 Addies%anufacturer @
The addre@nanufacturer is as follows: &
&’

New Life Radiology Sri

Via Latina 17

10095 Grugliasco (TO) - Italy
website: www.newliferadiology.it


http://www.newliferadiology.it

t il principits of optratfon
NSsensor works like aregular digital sensor, i.e. it transforms the measured dose

itrikeseacli element of the sensor (pixel) in an electric signal that can be processed

imanalog digital converter.
iMsionprocess includes the following steps:
«non ofincident x-rays into visible light this conversion takes place In the Csl or

Esensitive layer.

lusiblelight is transferred, through the Optical Fibre, onto the sensitive layer ofth@'

(4}
iiQViCBsensor converts the lightrays into electric charges which are stored in s;@

pvtures until reading
[my, each picture element (pixel) accumulates a number of diarges proportional
[hequantitv blincident light beams and to the exposure time. @

SEMIUBABILITY

|lll«proNe and knoHilodfo raquiramonts

KIS"SMedical System is designed to be used in radiography and dental ies.

Moses, the primary user is a professional v~ o hasthe knowledge requi o properly
Eithensksand be n~ts associated with their radiolo”cal imaging tec S.
(sersmust have basic knowledge about

O

| Ueofionising radiation emissions
I Kvnful bologicat effects related to excessive use of ionising radiati

| Uthodsto reduce the risk of excessive exposure to radiation as tient (use of lead
| sHeldk etc.) @

| querdtr should be familiar with using personal compute ) and the related

s,morderto be able to use the functions on the PC easiiyi

vthe system has been Installed the operator will receive ti ing on using the system
Mheimese acquisition and viewing programs.
@stal sensor and related

| does not involve the use of special tools, only
nprogram. E

0 PEientproAlt
bmechmeis suitable for use on any type of patient.
bdflmnt procedures for carrying out each exam bas
kHay system used and are not included in this u
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rn Usability
All documentation supplied with the DIGIS

operator in performing the operations.
The information contained in this manual ca

for the user profile.

e and processing system for images captured

Information on using the acquisition,
ecific manual, which should be read for hirther

using the DIGISENS sensor is available@fp

Read this manual carefully before using the device. Keep this manual near
cS the device forfulu%erence.
* SAFETY ASPECTS @

WARNIN
This chap ntains very important information concerning system,

A operat tient safety.
Read til apter very carefully.

New Life Radiology@designs and manufactures these devices in compliance with all
relevant safety requi rrts. It also provides ail necessary information for appropriate use

emel
and warnings on '@

details.

isks associated with using X-rays for dia”®ostic purposes.

@been designed.

Use ofth%%Gl"NS device for any purpose otherthose for wrhicl
S y either incorrect

G

New Life Radi .r.l. shall not be held liable for:

1

2. Damahe device, injuries to the operator or patient cau:
insl . or maintenance that does notfdlow the procedures contained in the User
ane Manuals provided with the device, as well as incorr erating techniques.

3. Me al and/or electiical changes, made during or after ition, that differ from
th se listed in the Service Manual.

A rsonnel authorised by New Life Radiology S.r.t. may, land p&form technical
n the device.
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rinminp 4.1.1.1 Bcctromisnctk cRilsstoits

WARNING
This device is intended for us healthcare professionals only. The device
may cause radio interferen ay disrept the operation of nearby
equipment It may be necessary to take mitigation measures, such as re-
orientation or relocating OIS or shielding the location.

WARNING
The system is supplied with ail cables required for its operation and
connechon to the co ter.
)'K The use of other ca%supplied by the manufacture or additional to
al

@ those supplied by t facturer may have a significant effect on the
§ electromagnetic b ur of DIGISENS, increasing its emissive capacity or
b

DIBISENSmust be used in radiography, dental or hospital facilities. © )K
WARNING @

OHBSENSand Its accasaoriaa are auppllad non-atarilo and cannotbo hast
rtarWiad. Foltow the inatrucdons below to ensure propar protection bl th@

patientand operator.

WARNING
Do not sterilize the DIGISENS sensor in an autoclave or using dry h decreasing its su@ ility.
this could cause serious damage to the sensor. Do not sterilize @

units. @
& Elactroma”wtic EmlIsskna
The DIGISENS device is inten@use in the electromagnetic environment specified below.
WARNING g The customer or useroftr@n e should assure that it is used in such an environment
ds

Donot immerse the USB connector of the sensor in cleaning fl

@ EMISSIONS MPLI

WARNING (E ?? TEST @ ANCE
For 0I6ISENS to work properly, it must be connected to a persenal computer RF Emissions Group1 The OIGISENS device uses RF energy only
@ for its internal functions. Therefore, its RF emissions

EMC ENVIRONMENT - GUIDANCE

designed for image acquisition and image processing. The dedicated
software must be installed on the personal computer. CISPRn are very low and are not likely tc@e any

interference in nearby electronic equirmie

MfiidroiTiagnetic emdronment
CISPR11

WARNING

OIGSENS meets the requirements of IEC 601-1*2 concerning
electromagnetic emissions; therefore it may be used in electromagnetic
environments that comply with the conditions d below.

Thecustomer or user of the system should assurethat it is used in such an
environment @
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@ Ne Emission@ ClassB  DIGISENS |i suKabla for use Ir&wnoitic

&
network that

Harmonic ions  Class A the public lew-voltage power s
IEC6100
Voltage fluctuations ~ Complies /\/
Iflicker emissions b
)EC@O-S-:’. @,
@ fiOiOl-1-2 Table @
B @EN s §
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L N . . e IMMUNITYTESr
BEMaisintended forusein the electramagnetic environmentspecified belew.
Mrff userofthe device should assure thatit is used in such an environment &
i IK 00601 COMPLIANCE
imnsr TCSILEVEL LEVa EMC ENVIRONMENT « GUHMNCE © Conducted RE
Raors ihouM bo wood, conouto or IEC 61fXKbfr-6
«K nmnictflo.
B » :ia ffrntact lCS;(ch“e'otact V floors aiti CBuowd with syntiwik
2 mHwWH tho nll M bumiditv riioidd@
boatfaMtaOS.
blbl ZWierMMT SUpEYy |"fg£ PIWE Mains powir quoKty should bo that Radiated emissions
kAN bV farinput/ 1M fw input :ngny;)vlﬁzlan::ummamhl or hoapitai IEC 61000-4>6
outputNnts>3 outputincs >3mm (U
mm
olMYMNutOiino  olkV Sntfalno Mains power quality riouW bo f
. a typicai cowmaidal OF | "
wm +2i(ViM to - Whoe* PK thiividmum:
awth «ZMfBnotoovth  arwironmant gg&o‘ the e
<SwUr . <SWUT strengths fror
POSS«pinU/  bSR dAinif) _ & conprnctlevedin ezchft-echay
taras forO,ScvdtB Maltr;ls Po\?lo;]uatly shopid b atit(z:\fl Interference m iy occurin’t
a typical tpmmar ospi
VA4Ll.1M MKUr MKUT anvironment
gMSind W tdHinUd NOtriptoUn
farScydes farScydes tf tho user of !hot luqufros Nal
TOSUI THUT cowtHiued - oparaso; n@ ing pooitf
(W @pin lid OOtdipfaul) maim intenvptiamv a is rcconmendod .
Pt farScyefas fer2Scydos that the phototherapy dcuice bo Racoffimended si
owered intenvpbMe i
<ssur <Skut Sowersupplyorba . P ogquipmontand D.
bsnaipinud bSSXdIpinUTI The DIGISENS d
farSs farSi electriMTiagneti
U T»kl PWMT  fiug mo*wUc Mds
aAnu 3A/m shotdd bo ts ~orocfaiirtt of a
typiorilo | mtypical cammortiai
orheeit nment

of the tri .
,} Rated m output power of transmitter
Rat biMim
ou wer of
Sn ittor
i

koMwr oruserof the device should assure that it in such an environment

O

iSdeviceis Intended for use Inthe electnm ap@n ironmentspecified betoiw.
d

@ wenswems
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IEC 60601-1>2

TESTLEVEL @

8

PUANCE LEVEL

8 Vs
150 kHz to 80 @ 150 kHz to 80 MHz

3V/m

80 MHz to GHz

istancein meters (ml

013

portable and r%hﬂe RF communications equipment{transmitters) and,
including th@ercords, as recommended below, according to the m m output power
itter

&
80 MHzto 800 MHz @o MHz

Id et.ie ;ir!

&
L
@
L
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g
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EMC ENVIRONMENT-
GUIDANCE
RECOMMENDED
SEPARATION
USTANa

\j =15.3ri

U *i2ev7l
from 80 MHz to 800
MHz

>e /It

from 800 MHzto 2.5
GHz

f dftttctrafumitter InuLL ¢ L accorikn| to the transnatter manufacture
s, as determined by an electromegneticsite survey, should belessthanthe

llon dfi*snca* btftm an portubla and mobUa RF communications
dotrtcos
is intended to use in an etectromagnetic environment in which radiated
isturbances are controlled.
To prevent electromagnetic interference, maintain a minimum dis@ between the
ts of DIGISENS,

to 25 GHz
= reM



Ifisaihuvds
(parts(fthis device contain solid materials which, at Che end of its life cycle, must be
(fatauthorised recovery centres according to local regulations.

fbly,the device contains the following materials and/or components:
itad,dKtronic boards, electronic components.

hfemiation on proptf disposal ofttio system or peats thereof
uu the European Union and in other European countries With separate waste
dinsystenrs
Idancewith Article 13 of Legislative Decree no. 151 of 25 July 2X 5 'Implementation
Mves2002/95/EC. 2X2/96/EC and 2003/1X/EC, on reducing the use of hazardous
farminelectrical and electronic equipment, and on Che disposal of waste'

Thecrossed-out wheeled bin symbol on the device and/or its packaging
indicates that

itwas put on the market after 13 August 2005,

itcompiles with European Directives on the disposal of electnéal-and
electronic equipment;

atthe end of its useful life, the product must be collected separately from
other waste and must not be handled as domestic waste but-disposed of
separately and delivered to an appropriate collection point h>r recycling
electrical and electronic equipment.

Scrap it according to local waste disposal regulations.

Sgnte collection of this device when it reaches the end ofits life is organised and
wvjed bythe manufacturer. The user should contact the manufacturer or its
ipreentative when it is time to dispose of the device and follow'the system adopted
iythemanufacturer for the separate collection of end of life equipment

i OLLIT HOLLIHMCIHIA

MiMKtion products com patible urtUi EHGISENS
YsTTkpropyl alcohol to properly clean disinfectthe OIGISENS sensor

| lestrhedout have shown that the OIGISENS sensorcan be immersed In the disinfection
I sUw mentioned above without suffering any damage:

A

WARNING
Do not use liquid disinfectant:eontaining aldehydes (formaldehyde,
glutaraldehyde, etc.).

NOTC

New Life Radiology Dental recommends that you only use disinfectants
that are in compliance-with EC Directive 93/42 on Medical Devices and
that they bear the CEmarking.

Scrupulously following the procedures provided below in order to ensure thorough cleaning

and hygiene.

5.2 Disinfection procodures

>P>> > >

WARNING
Cleaning-operations must be performed with the device disconnected from
the computer.

WARNING

DiaSENS and Its accessories are supplied non*sterile and cannotbe heat
stefiHzed.

To protectthe health and safety of patients and prevent posNble risice of
centamination and/or cross-infection, please read and carefully follow
the-general guldelinea provide below.

Before each use. it Is essential that you apply a protective device on the
sensor. This protective device usual® consists of a disposable sheath to be
slipped on the sensor before use..

Use a new protective sheath for each patient. For optimum performance,
use protective sheaths specificaily designed for the size of your sensor.

Do not remove the disposable sheath by pullingon the sensor c*le.
Remove the protective sheath by carefully cutting'lIt'or using the tear-off
strip (if provided on the sheath}.

The sensor, cable (sensor side only), and any auessories used must be
carefully disinfected before each use.
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1 1 tolevels of disinfection provided for the OIQSENS sensor. Disinfect the sensor
ymofthetwo procedures described bdow depending on the conditions observed.

i M livridisinfection &

lisiftfertion procedure must be carried out the first time the sensor is used and @
protectivesheath shows signs of damage.
Mtreprotective sheath from the sensor and accessories and make sure that @'
Inresidues of biood, saliva, tissue or secretions on it.
9dheckthe sensor and accessories used to make sure that there are no trm@f
icmatteronthem.
ftthedisinfecting solution according to the manufacturer's instructions.

9ydisinfect the sensor, following the instructicHi provided by the manufac@@-ﬂnh

2 Seardlevd disinfection ®

(Iproeedire is required when one or more of the fotiowing issues are@uring a

Minspectiont
teprotective sheath is torn &
| esiduesofcyanic matter (blood, salvia, other types of secretions idual tissues) are

hundonthe sensor and/or on the sensor-PC cable connection.

@

ity of these issues appear, follow the steps below for the se@level disinfection

Kteimmersethe end part of the cable wibi the USB connection
Faaethedisinfecting solution according to the manufacturer's instructions.
A ly disinfectthe sensor, following the instruction provide@e manufacturer of the

oo X

DBSnSsade\nce designed for taking intraorai ic-rays S@\uman tooth structure.

fell thesensor thoroughly with soap and water to remove alt or:anic matter. Be careful

( BOIFIUTION AND DESCRIPTION

Hmduseand operabon of this device does not involve
Midmiflistrahon of biological substances
tiesterilisation of parts of the product, sinw only reg
Dieinterpretation of the final results

ttieupdabngand modification of the control softwar@

(@ Nimeplit> @

Karegdates cannot be applied to the sensor due@size and also due to hygienic reasons.

aning is required

DIQXSSNS  u

s
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The sensoris sold in a package that sho
as shown Inthe image below.

Additionally, anameplate is applied-r

the sensor

6.2 Versions @7
DIGISENS is available in the foliowing

&
L
@
L
(O
g
O
©

Q
o

@th% data necessary for its correct identification,
EE the USB connector and bears the serial number of

configurations:

. DIGIiSENS 1, which identifiies a sensor size 1
. DIGISENS 2. which identifi sensor size 2
q

Both of these versions calQ

7  TCCHNICAL SPECM! NS
7.1 General diaractori

Cl ISnC

Type of delrice
Class

Degree of tion

(according t@eoem -1 classification)

Sensitiv
Pixel si%
Numk@ ixels
Spati olution
D range
Scintillator type;

iode detectors
i- snmsErassTR

tive) surface

chanical characteristics

ped with either a Csi or 60S sensitive layer

VALUE
DIGISENS
New Life Radiology Sri
10095 Grugliasco (TO) - Italy
Class | with Type BP applied
parts
Equivalentto IP67
30x20 mm (slzeD
33 X25 mm (size 2
20 X20 pm @
1500 X1000 (size%§
1650 «1250 (size
20 Ip/mm typi@heoretical 25 Ip/mml

58 dB
@e of sensitive area

Csior GOS

Positione(N

>

um absorb, dose
@Medlamcal dimensions
USBcaliieleneth

)&DIOXSENS

5

§

©
&
X

.5rrm (size 1) (LxW x H)



7.7 Q
TTiemuiimum system requirements omputer used to acquire and store images are
provided below.

UBRat

VM ncontnilly

cMotHS.

esolu tio&{lo lours (MH'}IZIZDdIm—lG

The hard drive size mu @roportionate to the size of the archive that has to be used;,
with particular referen he imagesthatwiD be stored it in.

Itis suggested to ha e sfkaceonthe hard disk,afterirrstalfngthe program.considefing
NeefoHowringdafe:

«Each radiographi@e occu”x disk space that varies betuveen SOOKBand 4MB.

* An Imagefrom t mera is setto 500 KB to 2 MB.

71 Monitor epad flcH oiis

A high contr; d high definition monitw’that has at leasta 17" screenis prefer®)le.
Check the lity of the monitor using specific images (see paragraph 10.2}

Monitor with a good qu”ity is essential for a corre: nosis of the
exam by analysing the image. A monitor that does ass the required

©: tests should not be considered a diagnostic-gra§§ monitor.

Using a non-diagnostic monitor will render the ENS product non-

diagnostic.

7. ardwm instaitM ieii
rinstaiiation. the system must not pose any risk to t %:w ientorthe operator.



The computer where our imaging systems are installed, along with all
equipment connected to rt. must bear the CE marking (IEC 950)

Thecomputer and all other associated equipment must be placed outside
ofthe patient environment (about 1.5 m away from the chair).

Only the sensor and x-ray generator are allowed to be placed in the so=
called patient environment when using the sensor.

Donot plug the PC used for the OIGISENS sensor in a power strip,

No additional ground receptacle is required because OIGISENS is in
compliance with safety standard EN 60601*1 for applied parts.classified
astype BF.

jl MOUTIONSFW USING THE SENSOR

A
A
A

Por correct use of the sensor, consultthe user manual.

Use a disposable protective desdce (not supplied)to prevent patients from
exposure to infections. Failure to use a disposable-protective device may
cause serious danger to the health of the patient

Do not sterilize the product using dry heat orautoclaving or UV devices.

Before using the sensor, make sure it is‘if"good condition (no cracks in the
protective part of the sensor, cord ripped, etc..).

Clean the sensor and the cable (at the output of the sensor) wtth a cloth
moistened with 70% isopropyl alceholfor disinfection. Do not use other
liquids or disinfectants and do notuse too much rubbing.

Z>r>r>>r>>>>

DIOISENS

The DIGISENS sensor has_some.electro-static sensitive parts, make sure
to observe the precautions for use. Do nottouch the sensor and computer
screen at the same time..Do not touch the USB connector.

When the sensor Is notin’ use. store it away from static electricity.

in case of arry problems, do not use the product in case of any fault during
use. discontinueuse of the sensor.

Do not use USB'connectors/ports if they are dusty or damp.

Handle this_product with care. If the sensor is not connected to PC, be
careful notto damage the USB connector.

Do notluse a wet doth or spray on the USB connector because it will
deteriorate with moisture and can cause harm to the patient and / or
operator.

Do.notattach or hang anything on the sensor. especiaDy on the sensitive part

Do not exert pressure on the head of the sensor (tight sensor holders,
damps, etc.)

Do notforcibly twist bend, pull or pinch the cable Do not pull the cable to
temove tiie disposable protective sheath.

When connecting/disconnecting the sensor, grasp the connector itself'”
never pull on the cable.

The temperature of the sensor will rise considerably (even by 107*0 If it
remains in operation for an extended period of time.
Take care to use it only when the temperature'ls below 35* C.

Aitiiough the sensor has been designed and en”neered to be resistant
to the entrance of liquids and powders, do-not letthe sensor immersed in
liquid disinfectant water or other chemicals for a long time.



will appear showing the percentage of

s completed, a window will appear confirming

When the program is loading a progr
completion of installation; when installa

that the installation is complete; in thi i
installation screen.

9/1 iMUdiatien ofthe protection rc@'urart

The ARCHIMED SUITE program is pr ed by a hardware protection key; without this key,
the program will not work wilt or remain in demo mode and it will not be possible to c ure
images. ﬁ

Install the drivers for the protection key by pressing button ‘2"; the installation procedure is
simitar to that of the main program.

2

ftj Endofinstallation pro
Atthe end of the installatio cess press the button '4" to exitthe program and return to

the Twn screen of the .,«@ g system in use.

NN installation of sen%vers

The sensor requires ial program (driver) for it to work properly; follow the following
procedure:

1. Open the insta@ ith the command explores

2. Navigate to t r ‘Drivers.l-Vlew.H*

3. Oouble dick on file 'Driver Setup_32bt.exe* or ‘Driver Setup.64bit.exe" depending
on the type of PGav”labie.

selection of the sensor type is irrespective of the si2e of the sensor
@fe 1 or size 2} because it is automatically detected by tiie driver.
Always select 'i-View H" for proper operation of the acquisitiort program,
\regardless of the size of the sensor (or sensors! use&

driver instaiiaton process is similar to those above.&lc
e AAOIIMED suite proiram
Instr s for using the ARCHIMED SUITE are available on th are C0/0\/0

essed us ing Adobe Reader. If this
free at http://get.adobe.

Read the documentation on using tha Al O SUITE software
carafuliy before you startto useit
@ICUSENS
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wonfijuration Then, if you don't have installed the demo se, this window will open
mi procedure has to be performed on the first use of the program, because @

ISuite needs to be propeHy configurec). @

LreUSBdongle protection key on the PC and start the program &
uls the main screen ©

Click on Ye* and ArchiMED Sui ill automatically create the environment for begin

& We recomr@you to perform the functional verification of the monitor
@ to verify tgﬁ monitor is proper for the visualization of the radiographic

rocedures automatically started the first time that is

images.
accessWages module.
2 Q Atthe first t p .youll this wind
ionis protected by user identification with different permisss, e first access arogram youllsee this window
nunof the software it wtl! appear this window @ @

O
3

ib\iiOK and the program wilt automattcaily use the soﬂ@ starting dnve as default
<«<lW

ikation will ask to you the preferred language. @
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@J don\ have registered the application yet the follo dow will be displayed.
| iMiour preferred language and dick on OK
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Now, selecting the intraorai 1 button, the acn screen will be displayed.

O

Once performed the emission, theisensor status windows wilt become green, as follow:

3
S

10 INSTALLATION gmmmm
After installing the ISENS intraoral sensor, perform the following steps to ensure that

everything is cor Installed and that the sensor functions properly.

1. Installation
2. Monitor quality test
3. Spatial r tion test

10.1 Installal diack
This chec rformed by launching the ARCHIMED SUITE softwa! d verifying that it
works and recognizes the DIGISENS sensor when it is cor@m to the computer.

Read the documentation on using the ARCHtM C program
carefully before you startto use It
NOTE
@ The selection of the language to be used by, IMED SUITE is possible
@ tn the program’s main screen and selecting@?es".
In the new window, you can choose the d language.
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Agood quality rnonitor is essential for a correct diagnosis of the exam by @
tnalysing the image. A monitor that does not pass the required checks

should not be considered diagnostic. Using a non-diagnostic quality@
monitor will render the DIGISENS product non-diagnostic.

NEOSHTE program has a guided procedure to test the quaHty bl the m@

Ikwtabk for viewing radiographic images. This procedure is automatically ed
(ttmevoi; start the images module, as shown in the following window @

QY
S
&

lipided procedure. After confirmation the following screen@ppearwhich
Isdescnptions of the tasks to perform.

[i*rtcommend that you perform the functional test for the monitor to m@re
h
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Each task is associated to an appropria@ge, accompanied by the related operating
mstructions.

Before continuing, the following general itions must be met

* monitors, espedatly CAT monitor: st be turned on for at least 30 minutes:

®  no light sources are reflected on reen;

* monitor surface is dean.

1021 Frequencyofmonitorquaii@sts

We highly recommend thatyou rm the monitor quality test:
1. Thefirsttime usingthe pr

2. Dnce every six months

3. Anytime the monitor is re&ced

10.3 Spatiai resolution teQ’
A spabai resolution phantom equired to perform this test The captured images must

not be adjusted in contr)brightness.

1 Launchthe ARC @SHE program to selectimages and create a new patient (e.g
‘Periodic Check*!
Place the pha Jwith an additional filter made of 6 mm aluminium, touching the
sensor, so as @er all of the sensitive area. The sensor and phantom must be in
ccmtact with llimator, so that they are in the centre of the beam.
On the K-ray%e’rator, selectthe lowest exposure time possible,
if necessary, enable the sensor and then take the exposure

Checkth image obtained is properly exposed: if it is not, adjust the exposure time
and repe quisition. In case of overexposure, increase the distance between the

sensm@tcm and coitimator

Repeat orrect exposure test; if necessary repeat steps 4 a above.

Once:a correct image is obtained you should cancel the previous.images

2cwoT/n on the image and check that the line pairs are clearly visible. If necessary,

df@e contrast and brightness for optimal viewing.

e parameters used for exposure (date of execution, %sbure time, focus-sensor
e, any additiorrai filters and their characteristics, resolution detected) of
age.

TheEs is considered passed If the spatial resolution is .; &/\‘han 10lp/mm1.

This test must be carried out on all x-ray, rators that use the digital
sensor, identifying the images for each r.
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PykoBoacTBO
nonb3oBartens

JaTuvk feHTanbHbI

LM POBOI MHTPAOPASIbHBIN
ANA cTomaTtonornyeckoi
Bu3yanusaumm MERCURY
DIGISENS
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COJEPXAHVE
1 BBEJEHVE
2  OBLEE ONMUCAHVE
3 YAOBCTBO MCMON AHNA
4 ACMEKTbI BE3OMA ™
4.1.1 YpoBeHb 3/1eKTPOMAarH1THbIX NoMex
4.1.2 Pyckun npu y@aqm
5 OUUCTKA N AN3E KUUA
5.2.1 Mepsblit eHb fe3nHeKLmn
5.2.2 Bropoii Ae3nHdekumn
6  WOEHTU®U AW ONMUCAHVE
7 TEXHMHEC@PAKTEPMCTMKM
MEPbI n@ﬁ POXHOCTU MPU
8  MCNOJb: N OATUMKA
9 YCTAH(%HPOI’PAMMI:I
YCTAHOBKA 1 MEPUOANYHOCTb NPOBEAEHNA
10 NPO
10.2.1 YacToTa npoBEpOK Kayectsa MOHUTOPa
10. TOTa Tecta NPOCTPaHCTBEHHOTO paspeLueHus
1 CTOTa TeCTa paspeLLeHist HN3I0ro KOHTpacTa
11 YC NOKYMEHTA
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|:B O6p b K COMPOBOANTE/bHbBIM JOKYMEHTaM

m BeTCTByeT Tpe6oBaHuam [upektuebl EC 93/42, ¢ yueToM U3MEHeHUi n

@‘ HEHWIA.

1.3 O6Lee BBEAEHME

Lienbto ;aHHOTO PYKOBO/ACTBA SABNSETCA rPejocTaBNeHne No/%»30BaTerto KUWNIA,

Heoﬁxogwmﬁzﬂm 6e30MacHoro, HafleXHo 1 3tDCheKTUBHOTO prHKLtMO& HWS 3TOTO U3AENUA.
OOo3uaHeeiie
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MpumeuaHne o
3T0 pyKOBOACTBO 0GHOBNAETCSA, UTO NossonseT coomg{%aoean, cTatycy

@ NpoAyKTa U rapaHTMpoBaTh, YTO NO/b30BaTENb UME BETCTBYIOLLYIO
CChI/IKY HA OMEpPaLMOHHbIE YCTPOIiCTBA 1 BCE acnem@aar—mble c
6e30nacHOCTbIO.
3Ta MHCTPYKLUSA MOXET He 0Tpaxartb /lo6bie Bapia npoAyKTa, YTO He

OKa3blBaeT HUKAKOTO B/IMAHUA Ha ONepaLuoHHbI leaypbl 1 6e3onacHoe
ncnonb3oBaHne

p)

©
S
Y
O
N
S
S

Q

S

O
O
4
@
o)
S
S
S
s
A
@
g
3
L

H

S

©
"
X



MERCURY OiGISENS - 370 3/1€KTpo-MeAnLmHCKoe 060pya0BaHue,
KOTOPOE MOXET UCMO/Ib30BATLCSA TO/IbKO CTOMATOIoramu,
PEHTTeHO/IoraMn UMW APYLLIMI I0PUANYECKN-KBAIM(ULIMPOBAHHBIMI

crieLyamcTamn.
WwAwmn TIMUBL YILBLIRweqp Hrnaswaelom 3 a w Wikie
Ha/[l'mﬁlmmcse"omm*m MOBKCAMBIO «HaMM O

nyqel) Mivrs

MAIOYeHHbIE B JaHHOE PYKOBO/CTBO, 1 HE MOXET UCMOTTLEOBATLCA B Thi X LENSX,
xeldTe. KoTOpbIE NPBAYEMOTpeLl  HeCcTOAW UM

/S[IaEHTOM. bO/b30BBTE/Ib HECET OTBETCTBEHHOCTb 3a BbIMNO/>«eHNE
BCEX OPMANYEOMK TPeBOBaHWIA, KacatoLMXCS YCTAHOBKM U1
1Cronb30BaHus npuéopa.

EONNCAHVNE
bHbIA LMPPOBOIA MHTPAOPanNbHbIN 415 CTOMATONOTYECKOl BU3yanusauuu
ITDIGSENS (nanee gatuvk OIGISENS, MERCURY OIGISENS, [latunk) =910
||| CransaoBarim LchpoBOiA MHTpaopanbHbIA AaTumK.
£N8 1MeeT crieflytoliye yHUKasbHble 0COGEHHOCTU: 3aKpPYT/IeHHbIeKPas.
> Wwmii koprnyc
* Bb|fALPACA TMBKOCTb Kabens,
' Tpvoe nogkloueHWe K  NEepCOHaNlbHOMY — KOMMbIOTepY- A NonyYeHus
(BoGpaxeHus yepe3 USB pasbem.
booioeaH Ha TTHO0ran CMOS, 4TO NO3BONSIET NOL30BATEO MOMYUNTL Masblii
pmcenst (20 MKM), TEM CaMbIM rapaHTUpysi TPEBOCXOAHOE NPOCTPAHCTBEHHOE
HE UCMO/b30BaHNE BOJIOKOHMO-OITTUYECKO nnacTuHbl (FCNe) Takxe nomoraet
‘bBbICOKOE Ka4eCTBO N306paxeHns n, ogHoBpe Mii«no, yBenuumnBaeT Cpok cnyn£bl
B3alyiLpsi ero oT nafieHnii PeHTTeHOBCKOTO U3/y4eHNs.

CLVHTWITISITOP CNOst NOCTaBNATLCS B BUAE ioanaa uesus (CSl).

Fy6utenbHocTh (paboyas o6nacTb) AOCTyNHa B ABYX (hopMaTax; B CTaHAApPTHOM

pesvepe 1 1 pasmepa 2 - ¢ BHYTPUPOTTKOI MIEHKON.

Boe 3t oco6eHHocTn aenaioT MERCURY DIGtSENS uaeasibHbIM UHCTPYMEHTOM Anst

pas/MiHbX  TWUMOB  MO3MLMOHMPOBAHMA O6GecneyBas Npu 3TOM  MaKCUMaslbHbIii

KomchopT N5 naumeHTa.

Y OIGISENS wucrionb3yeT "ArchiMED Sutte” 3axBaT M306pakeHuns 1 nporpammHoe
[ yNpaBneHus, KOTOPOe COXPaHAEeT M30BPaxeHWs HenocpefCTBEHHO B

IVicrons3osaHve No HasHayYeHuto
[peHTabHBLIA LMKPPOBOIA MHTPaOpanbHbIN AN CTOMATONOrMYECKOl BU3yanmaaLLKu
IRVOIGISENS npepaHasHaveH 415 npeobpasoBaHiis TEHEBOro PeHITeMoBCKOro

m13y60-4entocTHOI CUCTEMBI B 31EKTPUUECKWiA,CUTHAN 1 Nepefaun ero no US8 kaHany
L, BU3yanu3aumn 1 XpaHeHUs Ha NepCOHasIbHOM KOMMbIOTEpe.
[3aHmst; Mpwn cobtoaeHnn pyKoBOACTBA MOMb30BaTEeNSs, OTCYTCTBYIOT

Jatuuk npegHasHayeH A1 CTOMATOMOrWIA“ W PEHTTEHOBCKUX KabuHEeToB. OHO MOXET GblITb
YCTAHOB/IEHO KaK B CreLnasibHbIX YupexaeHnsX ' (6onbHULax U KIUHWKA), Tak W B KUNbIX
TNOMELLIEHNSIX, OCHALLEHHbIX COOTBETCTBYOLLEI 3KpaHMPYIOLLEli CUCTEMOI.

2.2 Knaccudpukaums nsgenuns B cootseTcTanm ¢ EC 93/42.

MERCURY OIGISENS, BO Bcex €ero KoH(urypauusx, SBASETCS aKTUBHbIM MeAULIMHCKAM
13fieNiMemM, UHBa3VPYeMbIM Yepe3 eCTECTBEHHbIE OTBEPCTUS, /151 KDAaTKOBPEMEHHOTO MPUMEHEHNS,
W npefHasHauYeHHoe [N AMAarHoCTUYecKuX Leneid. [laHHoe u3aenue oTHocWUTCs K knaccy Ha
COLIACHO Knaccutvkauum npasBul, M3MOXeHHbIX B NpunoxeHun IX 93/42 EC c nonpaskamu,
BHECEHHbIMU ANPEKTUBOI 2X7/47/EC:

2.3 MNpumeHMble cTaHAapThI
CraHAapTbl, NPUMEHVMbIE K U34eAMI0, B OCHOBHOM KacatoTca npasun o6Lueil 6esonacHocTu (ans
nauuveHTa 1 oneparopa) U anekrpoMarHUTHC CX>BMECTUMOCTU. MPUMEHAITCA cnefytolme
cTaHAapTbl;

O603HaueHve

EN 60601-1-6
JneKTpoo6opyAoBaHME MEAMLMHCKOE. YacTb

1-6. O6wme TpeboBaHNA 6€30NacHOCTU.

AWM BcnomoratensHblii cTaHAapT. Bo3MOXHOCTb

ncnosnb3oBaHnA

£N60601-1-2:2007 meamulB«iobbIBETPU«C1HOBOBOPYABS», HBU«CTb1: Oblpe
51K 6BI0BOVE GE30MACHOCTY V1 MPOMSECLLUMBIIBHOCTY

M N )l e 060p! YacTb 1; O6ume
Tpe60oBaHMA k 6e30MacHOCTM 1 NPOM3BOANTENBHOCTY - 0GecneyeHne
cTaHaapra: neKkTpomaTurHas CoeMecTUMOCTL » TpeGoBaHuA 1
UCTBITAHNS.

Mo6cyHble fiercTBYs; Mpu NPUMEHEHUM PYKOBOACTBOBITTLCA OGLLMMM NPUHIMNAMU paavaLMoHHOi

6e30macHocT.

2.4 Tun ycTaHOBKU
,U,aT‘-IVIK MCNoNb3yeTcA He NMOAKNIOYEH K MCTOYHMKY CETEBOMO NUTaHUSA AUTaHWe nogaetcs

HernocpeaCcTBeHHO OT KoaBB3loTepa Yepes coeanHeHne L~ .
2.5-Appec n3rotoBuTensa 1 NnpeacTaBuTens
“pec fiponsaoaurens:

NEW LIFE RADIOLOGY &R.L.
VIA LATINA 17 -10095 GRUGLIASCO (TO). ltaly

caiit: wvtfw.newliferadioiogy.i



bs Poccuiickoii depepauuu:
HeorpaH/4eHHO OTBETCTBEHHOCTbIO «HOBroaeHT» 355003 r. CraBpcTTonb, yn. Mupa
N@635085096
BrpyHUMnbI yHKLMOHNPOBaHNS
T KaK 06bl4HbIA LMCHPOBOIA AaTunk, T. €. OH npeobpasyeT M3MepeHHble A03bl,
liocnfaioT kaxaoro anemeHTa Aarunka (MMKCENs) B 3NMEKTPUHECKUIA curHasn, KoTopblii
BOGpaboTaH NocpescTBOM aHanonH41¢gpoBoro npeobpasosaresns,
0GpasoBaH/A BK/KOHAET B Ce6s1 CriefyloLLue Wwar:
| MpeoBpesoear/e  Naj@oWMX  PEHTTEHOBCKMX  Nydeli B BAZMPHbIA  CBET;  3TO
| cheoGpasoBaH1e NPONCXoAuT B CB1 UyBCTBUTE/ILHOM CIIO€.
| Biywii CBET nepefaeTcsi Yepes ONMTUYECKWe BOMOKOTA Ha UYBCTBUTE/bHbIN CMOM
avos
AranxCMO3 npeo6pasyeT PeHTTEH Ny4un B 3N1EKTPUYEcKe 3apsi/bl, KOTOPble XPAHSATCS
| «creuyanbHoM BuAE A0 YTeHUs.. B Takom Buae Kax/blii 3n1eM” KapTuHbl (Mnkcesb)
| OVMADYET KONMYECTBO 3apsA0B PaBHOE, kakK KONMYECTBY fyueil, Tak U BPeMEHU
| Mooam

ancnonb3oBaHuA

*Nosib30BaTeNisA N TpeﬁOBaHVIH K 3HAHUAM
“Heluark, ocHOBHOI 10N1b30BATBbL-3TO NpodheccnoHan, KoTc bl o6nagaer
M HEOBXOAMMBIMK, YTOGbI NPaBNIbHO B3BECUTL PUCKN U BbIroALbl, CBA3aHHbIE C
MM TEKHONOTUSIMU BU3yanusaLmum,
Mnosb30BaTeNM JOMXKHbI UMETb 6a30Bble 3HaHUS, Kacalolnecs:
VACrionb30BaH1e MOHU3VPYHOLLETO U3NyYeHMst
' Bpegrbe Guonornyeckue apIekTbl, CBA3aHHbIE C 4YPE3MEPHbIM  CMO/b30BaHNEM
VIOHV3VPYIOLLIETO N3y HeHUst
MeTcapl  CHKEeHWs pucka YpesmMepHoro 06nyyeHT nauveHTa.  (MCrosib3oBaHue
CBVHLOBbX 3KPAHOB 1 Ap.)

FYIO/DKEH BbITb 3HAKOM C UCMO/Ib30BAHNEM NMEPCOHANbHBIX KOMMbIOTEPOB (MK) 1
|vx nporpamm, 4To6bl UMETb BO3MOXHOCTb UCMO/b30BaTh BCETHYHKLMM Ha MK.

|lo6yqerve
BWQ kak MERCURYV DIGISENS GypeT ycTaHOB/MEH, OnepaTop-fioy4nT BO3MOXHOCTL
IMoGyueHvie 4151 UCMONb30BaHNA CUCTEMbI, OBHaPYXXeHNs N306PaKeHUs 1 NpocMoTpa

€ He npe/jronaraeT UCMo/b30BaHMS CeLuasibHbIX TCTPYMEHTOB, TO/MbHO LIMGPOBOIA
B VICOMYTCTBYIOLLE MPOrpamMMbl.

b |"nnb nayneHta
qxbeguasHaHeH,qnﬂ UCNONb30BaHUA ANA BCEX TUMNOB NalueHToB,
MHbE MPOLIEAYPb! A1 NMPOBEAEHNs KaXA0ro 06C1eJ0BaHNSA 3aBUCAT OT TUMNa nauyeHTa u ot
ApeHTreHOBCKOIZ CMCTEMbI N HE BK/OHAtOTCA B IAHHOM PYKOBOACTBE.

37 Y[no6CTBO MCNONb30BaHNSA
Bcs pokymeHTauusi, kotopas noctaensietcsi ¢/MERCURY DIGISENS, 6bina paspabotaHa anist

TOro, 4YTOGbI MOMOYbL ONEepaTopy B BbINOMHEHUM Onepauuii. MHchopmauus, cogepxallascs B
[laHHOM  pyKOBOACTBe, TpebyeT o6nafaHusi. COOTBETCTBYIOLMX [/ MPOhiNsA nosb3oBartesns

3HaHWiA.

BHUMAaTe/IbHO NPOYTUTE AAHHOE PYKOBOACTBO NEpef, UCMoNb3oBaH1em
v3fienvs. XpaHuTe JaHHOE PylOBO/ACTBO PSZOM C U3AeNNeM AN AanbHeiLmx
CripaBrx.

4 ACMNEKTbl BEBOMACHOCTW

MpepynpexpneHne

OTa rnasa COAEPKNT O4eHb BaxHYI0 MHGhOpMaLMIo 0 cucTeme, pabote
onepgaTopa U 6K0NacHoCTY NauMeHToB. MpouuTaiiTe 3Ty rnasy O4eHb
BH/MATE/TLHO.

«New Ufe Hi3(Bology» paspabatbiBaeT M NpPou3BOAUT 3T W3genusi C~ COGMIOAEHNEM BCex
cooTBeTCTBylOLYX TpebosaHuii 6esonacHocTu. [ponssoauTeNb TaKke npeaocTaBnsieT BCHO
HEo6Xoa4MMyl0 VMH(hOPMaLMIo ANA HaA/IeXallero WCNoNb30BaHMsA W MpefynpexaeHns pUckoB
CBA3aHHbIX C 1CNO/Ib30BAHNEM PEHTIMOBEKOTO W3MlyYEHNA AN ANArHOCTUYECKUX Lieneil.

«New Life Radiology* He HeceT OTBETCTBEHHOCTU 3a:

1

Mcnonb3oBaHne u3fenua ANA UHbIX Leneid, NOMUMO Tex /s KOTOPbIX OH Gbln
paspa6oTaH.

MoeaesilllerMa usgenus, TpaBMbl onepaTopa Wau rujuueHTa MoryT 6biTb Bbl3BaHb!
HeO[]aBUNbHON  YCTAHOBKOW  WAM  HE  NpaBWbHbIM . 06CAyXMBaHMEM, He
chefoBaHMeM  npouejypaM, COAEepPXaluMCA B YYETHbIX W CePBUCHbLIX
PYKOBOACTBAxX, NOCTaB/MSEMbIX BMECTe C YCTPOWCTBOM, /& Takke Henpasu/ibHbIM
fpuemam pa6oTbl.

MexaHuyeckne u/mnu 3nekTpuyecxme W3MeHeHus, BHeceHHble B npouecce wnu nocne
YCTaHOBKM, KOTOpbl€ OT/LHAIOTCS OT TeX. KOTOpble MePEuMC/ieHbl B MHCTPYKUMA No

3Kenyaraumn.
Tonbko nBa/MULUMPOBal«dbiii MEpCOHaN MOXeT yCTaHaB/NMBaTb U BbINOMHATH

TexHun4eckune paﬁOTbI no nsgenuto.



s
kS
@
£
&
5
O
@

Q
& §
@

4.1.1.1 3nekrpoMarHUTHOE usnyyeHue Q

MpegynpexaeHne @

[laHHoe  ycTpoiicTBO Nl.. 'a3HaL|eHo ANA UCMOMb30BaHUA  TO/MbKO
creumanmcTamm mpa. aHeHns.  YCTPOWCTBO ~ MOXeT  Bbi3blBaTb
)K pajvonoMexu, KoTopble MOFYT HapylWTb paboTy COCEeAHEro 06CHay0eaHus.

Heobxogumo npeanpu h MAryaloLe Mepbl, Takie kak nepeopueHTauus,
nepemetleHne MERCURY-D

GISENS wm skpaHMpoBaHue Ha MecTe.
Mp«aynpexaexn

)
B xomnniext BQIAT VI, HeobXxoauMble AN 3KCMyaTaLym U NOLKTOHEHNIO K

A Vcronb3osaHiie i, Ha NOCTaa/IsMbIX MPOV3EOMTENIEM, WX NOCTOPOXa
TOCTAB/IFIETCS V3OTOBUTEIEM, MOTYT OKa3aTb CYLLIECTBEXOE
urHoe nosefieHe OIGISENS. noBbILLEHIS €r0 AMUCCHOHHbIE

eHHS €ro BOCrpPUMMIMBOCTb.

OneKTpoMarHnTHble 1

Yctpoiictao MERCURY OIQISE
HUKe 3aBaunkunu [l0/KEeH rapeHnd 0BaTh, YTO OM MCMO/b3yeT NPUGOP UM EXO e

Takoii cpefge.
BbI6GpOCHI @AEHME EMC CPEALA - PYKOBOACTBO

TecT

YCTpoiicTBO MCNONb3YeT PaANoUacTOTHYI0 SHEPIAKD TONbKO ANs

PagnouactoTubl caonx BHyTpexx th ukunii MeaTouy, 3T0 paaMonsn~damme
BbIGpow @ oueHb cKKOe 1 He MOXeT NpMaeMTb Kakoro-M6o BNMXUs HB
CISFIU1 Fpynna 1 MCOZHee 3N1eKTPOX0e 060pyA0BaHueE.
PagouactoTiire Knacce MERCURY DIGISENS rioaxozg
BLI6POCH! PRIL 1CMO/Nb30BAHNIA B AOMALLIHX YCI0BUAX U TEX
nometa! M, koTopble HenocpeACTBEHHO CBA3aHbI
Hx C 06LLECTBEHHOIi MN3BOBO/ILTHOW CEeTbio
X B/1EIOPOIUTAHMSA, NUTAIOLLEIA-3AAHNS, KOTOPbIE
-2 Knacc A MCNONb3yTCA 415 GbITON eneii.
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ypoens sAckoeEHgMMEC
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TBCT A YCTCAULLOCTb mcaBaaTH-a

CpepaHeksa, CpegHeaBajgpaTnuH
e HanpaxeH oe HanpsxeHne
MposageHHbio RF curHana curoana

1EC6100(M-e 150qu@ ry 150k 44080M My

: § 0180 My a0 800 My
WBnyueHne 3w
3B/H
IEC610CKM-6 EOQ)Z-SFFH If = L-1r

0otBOOMTug0 25

My
™M P - Munaumnbm as nayHoCTb MBP«OATYIM B BBTNX (BT) No ASHW MW rpounx «ITens
NOPBMTUYMKO M *0* - p ~Boa pBccTosmMMB B MeTpax (u). F nons ot
napamTuniooB RE. aH a, eHO C 00« obbekTa, oTal GbiTh
MeHblLe, Yau ypoBans ¢cH CTM B N5IJ0M 4aCTOTHOM /ManaacHe.

L
@)

PEMMMMAyEwE@ﬂénEHMa pBeeTosMIM  MBamy nepraTM«MbiMI M MOGMAbHbIM! Ne casau u
H

YCTPOACTBO rPajHBIHBYANO AN WMCTIONMOBAHUS B anekTpoasnsTioii cpege. Opoii  manyussmble
anekrpomBr e MOMexXu HaxofsiTcsi Noj AOHTPONBM. [si NPeoTBpPALLeHNs “AneKrPOMAaTUTHBIX MOMeX
cnagyar ncp, BaTh p veopay P PTATUBHBIX M MOGMbHbIX

(nepopatunku) n Bcex yacteit MERCURY D1GISENS, B ToM 4 cunoBbix B6eneit, kak

peBme| :aH 0 HIKe, BOOOTBETCTBUN bl0 fiepagarumka.
HomuHank ascumasnbHas BbIXOJHas MOUWHOCTb NepeaaTyne &
a OT80MIy 08
imooHiocTs 1WA «IA80M Iy /\/ p* «*pB2,5 Iy
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K/Tunusauumn
NiTao V3O MAcogepmT TBepable neTepuensl, KOTOpPbIe, B MOHLE CBOETO XManeH lore uura,
b[nrM1coMHbI B aBTOPH30EBHHbIX LieHTpax BoccraHoaneHM) B COOTEBTCTBUM C MECTHbIMU

ifCPOicTBO CpABPKUT Crieflylolne nsTepMarbl v/ UM KOMMOHEHTbI: rracTmc,
«NNaTbl, 3/1EKTPOX bl € AOM/IOHENTI.

10 npaBunbHO yTUAM3auum Bunorpadpa nnu ee yactei
“lopeax Esponeiickoro Coto3a 1 B Apynn i cTpaHax c oii i1 cGopa

mco aBTMii 13 3akoHoAaTenbuoii AMpekTMBLI Homep 1S1 oT 25 wnorm 2006 fc«a

m/ljchenn8 2002/0S/EC, 2002/96/EC 1 2003/108/EC, Ha
1V 3NeKrpoHioM 060p)sioBannm, U Ha pasMeu|eHiiB 0TXOA0B .

Mepey kHyTblit CUMBON B BUAE 10P3WHbI HA YCTPOCTBE UMM €ro
YTBKOBKE 03HA4aET, YTO OH Gbl/1 NOCTaB/EH Ha PbIHOK Nocne 13 asrycra 2005

raja.
TMpqayricr 000TBETCTBYETT €BPONECKMM AMPEKTUBAM MO YTUAU3ALNU
Q1eKTPUYECKOTO 1 aNIeKTPOHHOTO 0GOPY/0BaHNS;

B KOHLIE CpPOKa €10 NOMIE3HOTO UCMONL30BAHNA NPOAYKT AOMKEH BbITh
OT/leNIeH OT Apyrnec OTXOA0B U He J0MKeH 6biTb 060460TaH B ka4ecTae
6bITOABIX OTXOAOB. MPOAYKT CrieflyeT yTU/IM3NPOBaTb OTAE/bHO, HEO6X0ANMO
[I0CTaBUTb NMPUGOP B 0OOTBETCTBYIOLLWI NYHKT C60pa AN yTMAU3aLnm
3MEKTPUIECKOTO U 3NIEKTPOHHOTO 0GOPYA0BaHNS

MeTas1/10/10M ero yTUNM3MPYeTCs B COOTBETCTBUN C MECTHbIMU APaBUIaMm
YruLI3aUmumn oTXo/0B.

ayTWmsaLya 3TOK U3AENNs, Noc/e AOCTUXOEHA CPOKOB 3KonayeTaLMm!,
B UYNPaBNAETCS U3roToBUTENeM Mo/b30BaTE b AOMKEH 0GPATUTLCS K
0 W €ro NpeACTaBUTEeNH, YTOGbI YTUIM3VPOBATL YCTPOICTAO U ClIe0BaTL
B MPVHSTTON U3TOTOBTA/IEM /151 Pa3fe/IbHOTO CO0PB OTEMYMMUBIBKX CBOI CPOK NMPUBOPOB.

M AESVHOEKLNA

XKUMpyowms cpsACcTn, coemBcTuMbiB ¢ MERCURY DKSISENE
Are70% 130MponUoBbIl cnpT CnefyeT NPaBnbHO-MbITb 1 A€3NH(ULIMPOBATb faTHMK
YDIGLSENS.

ble UCTIbITAHUSA MOKa3asM, YTO AATHUK MOXKET GBITETIOrPYXXeH B Ae3VNHDEKLMOHHBII
aykasaHHbIi abInio. 6e3 NoBpexaeHni

A

MNPEAYNPEXAOEHUE
He ncnonb3ayiite xnakoe gesnHthuympytoLiee cpeacTso, coaepxaliee
anbgernapl (chopmansaerug, pyTspanbaerva uT a).

MPUMEYB4NE

cbHoaast XM3Hb Pafuosofii» peKoMeHAyeT CToMaTonoramM  UCMosib3oBaTh
TO/NbKO Te Ae3nHMULMPYIOLLNe CPEACTBA, KOTOPbIe COOTBETCTBYIOT
Anpektnee EC 93/42 0THOCUTENBHO MEANLIMHCKUX U3Lennii, n HecyT
mapkmposky CE

CTporo cnepyiiTte npoueaypam, NpUBeAeHHbIM HIbKe, YTO6bl 06ecneunTb TaTe bHYH0
OUUCTKY W TUTVIEHY.

5.2 Mpoueaypb! fe3HGBLLMIA

A

MPEAYRNPEXAEHVE
YvicTALe oRepaLmm OMKHbI 6biTh BbINOMHEHbI C YCTPONCTBOM, OTK/OYEHHbBIM

OT KOMMbtoTEpa.

MPEOYAPEXAEHVIE
MERCURY 0O (8EW3 1 aro 38cBecyapbl NoeTBBAAUITal nactapmMabHbIMU B
Ha MOryT 6bITb ciepiuweoeamiHarpaeaiBitM. [l M aBlLiUbi3gepoeba n
6BBOVACHOCTM MaLHAHTOB CrieflyeT NPaA0TepBnb BBIMOXHbIA PBEM
MrpeamBlBL| Htaim napakpactmoii HH aBM*. NoaoMTyiicTa, BUBMaTasiblio
enazieT aB 06LLBMB NPUMLHNAMB 06BCsIBYanBA GaBoiiBcnocTe.

Mepey KK AbIM UCNO/Nb30BAHNEM, BRXKHO NPUMEHWUTL 3alljITHOE YCTPOCTBO Ha
fatuvke. TO 3aliUTHOE YCTPOICTBO 0GLIYHO COCTOMT U3 CLEMHOTO Kopnyca,
KOTOPbIV CHUMaeTCs nepes UCMob30BaHNEM

VAcrionbaoBavvo HOBbI 3aLLMTHB I KOPYC A/151 bDKAOTO naupieHTa. [1s obecriedeHmns
OMTUMaTBHOV SPOVSBOYTANIBHOETY, UCMOSb3YIATE 3ALLTHBIE KOPMYChl, CeLyiaribHo
ioaaHBava4aTbla fis 0asblaoa BALLIEro JaTHMKa.

He cHumaiiTe kopnyc, rkTblyB 3a kabenb Aat4uka ‘CHUMUTE 3aLyuUTHbI
4exon, akkypaTHO Cpe3as ero /m ¢ NOMOLLbI0 OTPBIBHOI nonocky (ecnu
MMEETCA Ha Yexsie).

Jamuvk, Kabenb (To/bKO CO CTOPOHbI JATHKA) 1.BCE aMCeCCyapb! AOTKHbI GbiTh
TLaTesbHo NPOAESTULIMPOBMLL MEpe kevkiplbl UCNONL30aaHMEDI.



. npepycmoTpeHbl cneunensHo 4nm gatunka MERCURY
fatuuka, cnepyiite odtoil U3 ABYX npouesyp, OMCaHHLOC HUXeE, B

MiypoBeHb fie 3uH M eKLun
B Ie3HeKLMN A,0/1KHA NPOBOAUTLCA NMPU NEPBOM UCMO/b30BAHUN

9060M04Ky C AaTHNKa U amMmceccyapoB W y6efuTechb, YTO HeT

lauplii pa3. korja 3alUTHbI 4eXon nokasbiBaeT NpUsHaku nospemgeHm;@

IMruk nucno/b3yemble alwceccyapbl, 4To6bl y6eANTLCS, YTO HET HUKa

W, C/IOHbI, KOXHOM TKAHU UK APYTMX BblAeNeHNnit Ha HeM. TujatenbHo @

HE VHCTPYKUMSIMU U3rOTOBUTENS.
>NpofesnH MLNPoBaTh AaTUnK, B COOTBETCTBUN C MHCpr»@@m
10/ U3rOTOBUTENEM AE3MH(ULL«PYK>LIEr0 cpecTBa. &

1070 BEL|eCTBa Ha HUX. MPUTOTOBLTE 4€3UHD LNPYIO L Wil pac@g

PMypOBeHb fie3nHp ekynn
BTpeGyeTcs, Korfa ofjHa UrM HECKONbKO U3 CefyioLux np@
KIXOZle BU3yaslbHOTo 0CMOTPa;
|w 9rH8A060104ka NopBanach

[knTkM opraHuuyecknx Belecta (KPOBb, canbausi, gpyrue B blAENeHn.
locrrouHble  KOXHble TkaHM) OGHapyxuBalTCs Ha Ja nmnun  Ha

| cmapHeHw faTunkoB MK kabens.

ecrmayiolm aeiicteus Ans npou@ BTOPOTO YPOBHA

Lirartb M !
AWATBNbIIO, C MBIZIOM W BOAO#A, 4roObl yAaN!Tb BCB OPTAHHUBCKM TBa. ByabTe
hinnCu HB norpyatb NOHLEeeble YacTn kabans ¢ nogknousHuem USB. 0BbTE

7 pacTBop B COOTBBTCTILM C MCTPYL| USIHI U3rOTOBUTENS. CneslyeT TujaTeNbHo
b JATYMK, B COOTBBTCTBHM C HTCTpyKUMeid, npeaocTasneTel ToBMTENEM
o0 cpeacTBsa,

MKauma monucaHue ‘i

IVOIGISENS - 370 yCTpOIicTBO, HPEAHa3HaHEHH@; cospaHns
MbIX PEHMEHOACKNE CHUMKOB CTPYKTYpbl 3y6a eka. HopmanbHoe
SuskcnnyeTalr aHHOTO U3fenusa He BKN eT: BBefleHune
XBeljecTB Npu cTepuan3anun Yacteil Usfenus. PerynsapHas ouncrka
|FNpeABapuTeNnbHON NPOBEPKN OKOHYATE bHbI bTaTOB OGHOBNEHNS U
i nporpammHoro o6ecneveHus ynpaene;

pTHasa Tabnuua h
ﬂTaﬁl‘IML\a HE MOXET OblTb yCTaHOB/1EHA H. -w,l nyc gatyvka H 23 " ero
opasmepa, a Takke 13-3a rarmeHn4ecku BpaxeHuii.
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BO3ne pesbema USB.

6.2 KoMNnekTHOCTb

JlaTunk feHTanbHblil Lng poBoit n
Busyanusayun MERCURY DIGISE

BWwpWwHT ucnonHexnuns 1:
1. faTuuk, pasmepom 20 x 30 @;

2. MporpemmHoe 069cneq
Suite;

3. PykoBogcTBO I'IOI1I=3I@@I1H;

4. MpuHagnexmMocTu:

Yexon 3alUTHbI i o@amablw

7  TEXHWUYECKWN APAKTEPUCTUKN

7.1 O6wue xa@pwcm Kn
@oncnommm w
Nicpens

5

: Knacc
MTeTHb CIECM MM knaeeausiewsibin

Cren LUNTBI
4y

TeNnbHas (aKTUBHbII C0OIT) NOBEPXHOCTb

P; nukcens

@ecreo nvkcenei

JOCTPEHCTBEHHOe paspelueHve
VMHaMU4eckuii ananasoH*

Al
J&'Mn CUMHTUNNIATOOA.

JaTtunk npogaeTcs a ynakoske, kotopas
ero npaBUIbHON MAEHTU MKaLUY, KakK n
KpoBBe TOTO, CaefjeHns C NecnopTHOW T

biBaeT BCE [jaHHble, HE06X0AUMbIEe AN
o 0 Ha PUCYHKe HUXe.

X" 1 cepuiiHbIii HOMEep AaTunka HaHOCATCS

panbHbIl ANA CTOMATONOTNYECKON

cocTase:

BapuaHT ucnonHenus 2;
1. laTtunk, pasmepom 25 x 33 mm;

2. MporpammHoe o6ecneyeHune ArchiMED
Suite;

3. PykoBO/CTBO Nonb3oBaTtens;
4. T pUHaANexHoCTH.

Yexon 3aWnTHbI 0fHapa3oBblii.

MERCURY DtGISENS
LIFERADIOtO SRL.
VIA LATINA 17 - 10 UGUASCO (TO).

Italy

Neace 1, pabouas uaetb 1)1 Bf/

CootBeTcTBYeT
30 X20 MM (pas

33 X25 Mm _-/\ ep'2)

20 X20 O V
ISDGxIep ) P ———

1650X 1. 3mep 21
20 nap nul M TUNUYHOE (TeopeTnyeckoe

25 nap i/Mm)
He M AXr
csl







7.7 KomnbloTepHble XapaKkTepucLL Ky @%

MuHUMasIbHbIE CUCTEMHbIE TpeGOBaHMH OomMnbloTEPA, KOTOprIZ ncnonb3yeTca ans

nony4eHns 1 coxpaHeHnsa M306pa>|<e 1'1@‘ BEAEHbI HKE.

Komnoxear w Tpe6osenun
WMoW» @03.\1\& KlaWKe 7 (32/B4 OKT) SP1, WMowM Bbl Q1T
He coBme C npefblayLLeit Bepcueii onepauyoHHoii cucTembl

LleHTpanbHbIii npoueccop  Intel 1! OM 2.5 [T um Bbile
OnepartuBHas namsTb 276

OnepauuoHHas cuctema

e

I

JKecTknid guck 10
Mopt USB 2

© bMHUKONBHO

HHa BLL K)6 useToB (B TUaBMNe iZBOXxiog/ 1024x7M -16
Toa «bFToa. 32 GeT!

Pa3smep xecTkoro gucka Aol bITb MPONOPLMOHANIEH pa3Mepy apxuea. KOTOpbli AO/MKeH 6biTb
WCNCNb30BaH; C KOHKPETHOIA KOli Ha N306paKeHUs, KOTopble GYAYT B HEM XPaHUTLCS.
Ct

Mpepnonaraetcs Hanvm?ei O/JHOTO MPOCTPAHCTBA Ha XECTKOM AUCKE, [OCTYMHOTO nocne

BugeokonTpannep

YCTaHOBKM NpOrpamMMi, 1Basi cneytoLLve faHHble;
¢ Kaxgoe p rpachuyeckoe M3oGpaxeHne 3aHMMaeT [JUCKOBOE MPOCTPAHCTBO,
KoTOpoe U TCA B AnanasoHe ot 600 K6 1 Ao 4 M6.

. M306paxeH Kamepbl U3MeHsieTcs B AnanasoHe ot 500 Ne ngo 2 M6

7.8 Xapanepv@ MOHUTOpa

Bbicokas KOHTD@TI: W MOHWUTOP BbICOKO YETKOCTU, KOTOPbIV MMeeT, Mo MeHbLUell mepe,
athaH gnaroHanblo 17" cumtaetca Hambonee NpefnodTUTE IbHLIM MpoBepbTe CTBO

WOHMTOPE C MO b0 KOHKPETHbIX 06pa3oB (cM nvwer 10.2) Q

Wit ap ezopeuVH pupmmcTiM iim T weoMot »MU«TC AiH njinnrpiﬁ’lﬁ. B/MON
OTop! T

TWUN YTM LUMVHM NOBPLLIMMIA Vowvsrop. /i< ELUBITT rpoPra
MOGXOATM> MABITamsL. * PP TLLI pPACOMTPSIMINCS, O K MO/ATOPMAaNOCTHMSIBIB KBeca.
VenorvosaH/e HafIiaTMNHaEnX VMSTTOpoB By/sTBMasiTbHa Mpq

7.9 0BKa 060pyA0BaHNS /\/

n aHoBKk1, MERCURY OIQISENS He fomxeH npe,qc@b HWBKOWA onacHocTv
LiBHTa 1N onepatopa. MoaToMmy, noxasnyiicra, iTe VHCTPYKLMM Mo
6e30MacHOCTH, KOTOpbIE NPEeACTaBNEHbI HUXE.
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Komnbtotep. HI NDTopoy ycTMOBMEHbl HaliM CUCTEMbI BU3y*nii3al(ni, Hapsgy co Boem

oﬁoap.oaeMMeM, NOAKMIOUYEHHBIM K HEMY, AOMKEH M«eTb HaHecexylo MapLiposky CE ©%

KomneloTep 1 Bce ipyroe conyTcTeyloljee 06opy/oBaHie AaTHbl GbiTb pasveLyeHb! EHe@

MB neuualHa (ew>e 1.8 Mm.e>eeysa) . ...

Tonblio cam faTuMk M PeHTreHoackuii reHepatop MOTyT GbiTb MOMeLlleHbl B@
Me3blBaeMOoii tc p e /tf narmeHTas. npu CnoNbL30BaHUM JaTUMK. @

He nogxnioyaiite loMnbioTep, K KOTOPOMY MoAtoMoyeH AaTuuk 01618EbIB, k )AJT 0.

Hukalro AONONHUTENLHOTO 3a3eMeHNs AN PO3ETKU H byeTcs,
wMmmijy MRIREFNR ® naar.» ta7.|.|. W' <-r.u««pr>ii >n»runs
EN 60801-1 /1A npuKknafHbIx YacTeii, knaccuguumpyer un BF.

[INMPEAOCTOPOXXHOCTV MPW UCMO/1b30OBAHN AA@(A

N5 NpasnibHOTO UCMONb30BAHNSA JaTuuKa, oﬁpam@ KpABOACTBY

nonb3oBarens.

BKroe 0T BoojeiicTMs
TPO/AiCTBA MOXET BbI3BATb

Vicnonbayiire 04HOPA30BbIi YEXON ANs TPeAoTBpaLeHNs
T B)W nit. + 0 3aLyUTHO

p y bANA nayueHTa. @

He cTepunnsoBaTte NpoayKT, MCMONb3Ys Cyxoe Tenno,@zay 10T Y® npuGope.

Mepey, vcnonb3oBaHnem Aatunka, y6egutech, U aboqmcn B NOpOLLIaM 00CTOTMUN

(6e3TpeLynH B 3alUTHOI YacTu faTunka, 6e3 no: eHnii k6ans, nT.A.).

OuucTUTe AaTyMK U Kabenb (Ha Bbixoge [ ; TKaHblo, CMOYeXxoil 70% pecTsopou
¥30NPONUOBOIO CNPTa ANs ABIX G BK( (M. He CNegyeT ucnonbaoears ApyLue XMAKOCTA

nnu gBannd»Lnpylol e BelyecTsa, usberaiite npaHus.
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fatunk DKalNS o : BIE,  ANEKTPOCTATUHECKN-UYBCTBUTENbHBIE YACTH:
cTapaiitecb 006Mo Tb Mepbl N|

KAaTunKy 1 akpaHy 1o biTbiorepa

MbleerT  He

0/JOPKHOCTY NpY He iiTec
febleHto. He oguBcaiiTteck k pasbeny USB.

Koraa aatumk He ncnonbsye Q‘— iNTe ero BAaNM oT CTallYeCcsioro 3NeKTpXecrsa.

Q

kank-nnOo He iiTe npogykr. B cnyvae

npu6opa, npekpartute

B cnyse
BO3HMTOEEHMs /060
vcnonb3oBakne aaty O

M BO Bpems ucro,

He iiTe I

O6patyaiitech @:po,qyk‘mm C OCTOPOXMOCTbI0. Ecnu aatumk He nogknoyeH K MK,
6yabTe oCTLY 4T06bl HEe NoBpeaNnTL pasbem USB.

He vcnonb3yiiTe | BnaxHyio TkaX W He pecnbinaiiTe Bnary Ha pasbem 17°B. notomy 4to
pa6ota ¢ 6yAeT yxyAwaTbCA NpU McUTakre C BOAOW W MOXET MPUYNHUTL Bpej
nauuen oneparopy.

bl. €C/I OHU MbI/IKbI€ 10T BNIAXKHbIE.

He sak@m v He nogeelvBaiiTe laTunk, 0C06aX 0 Ha YyBCTBUIbITbI K0/ YaCTU.

Ha iite He
€NIeMEHT, 3KIMbl U T1.)

O

neayeT KpyTUTb, CrMbaTh, TAHYTL WK 3aXNMaTb kaGenb. He TAHUTE 06 Tb, YTOGLI
ITb CIHOPA30aYIo 3alllNTHYI0 060/104KY.

YacTb faTyun (4yeaewnTeNbHblii CBETOBOW

Kabenb.

\ﬂpm nOAknioyennntO TKNIYeHX JaTyunka, BO3bMUTECH 3a pane@na He TAHUTe 3a

&
TemnepaTypa AaTunka Cyl|eCTBaX 0 BbipacTeT (aioke Ha 1 C/W OH oCTaeTcs B paGote
aTeueHne ANUranbHOro nepuoaa BpeMenu. MosaboTbTech, npu6op ncnonb3osancs

Y,

XoTa gaTunk 6bin paspaboTaH W CNPOEKTUPOBaH c K nonajaHuio xugalcreii u
nopoLLKOB, NPOU3BOANTEND 3eNpeLLaeT norpyxarb ; Ae3vHdnuMpylo W nii pacteop,

TONbIKO TOTAA, Korga Temnepartypa Huke 35 ° c.

BoAy unu fipyrve g ann P



| nporpammHoro obecneyeHuns

STMOCTMISATCH ¢ nporpabiMHUM o6acneysumm! ‘AfchiK CD nporpaMmoii M XM Ta @
mipofptMMHMM o6ecnadoHiiom 4ns Yr"aBrOHWA c1cranoii. KoTopble CABL*MNbUO paspaboTaHbl
PONISEHS. ‘AtMMED SulB* nkraansiatcs na CCVDVOgucke, &

AN »[0a CUCTEMbI aKNKMaeT M cebsi:
a rnaaHoii horpamMmbl
aToua 3aWuTLl ApaiiBepos
a ApaiiBepoB ANs 4aTUNKOB
MHJOo6ecneyenusi 3.27 oT 02/11/2015.

aiHoro o6ecneyenust "ArchiMED Suite” B OTHOLLIEHWN 6630"3CHO0TV@

(WO pauck B AUCKOBOJA KOMMNbiOTEPA, HU MOTOPOM mnporpamma A@
; MOJOXANTE HECKONbKO CEKyH/[, Moka He NOSBUTCA OKHO @a,
asHO HUXE, YCTAaHOBKA HAYHETCA aBTOMAaTUYECKU.

BrnaBHOM 3KpaHe MoSABUTCA <XKHO 3anyCku, MOXHO BblGpaTh A3l
KOTOPbLY T UCMO/b30BATLCA BO BPEMS YCTAHOBKW. Bbibe,

O
(O
&

| nporpammbl
mpanky fit, u4To6bl YCTAHOBMTH NporpaMMHoe ofecneveH ArcMMED  Suite* Ha komnbloTep;
LjyCraHoewW BKIIOYAeT B Ce6s sl Pas/MuHbIX LWaroB, KKAbIA M3 KOTOPbIX GyAeT OTMEuaThesi C
bpBLIS/IKHbIX 0KOH nnu coobLyeroM.

pblonkygﬁaneelg 5PaoM OMM. 4TOGbI NoATaesanTL saga@la ONHEHNS.
b

Bo Bpemsi yCTaHOET Bam 6y/eT /IPE/NOXEHO. eC/in-Bbl JIOATBEAAMIE, CO3/aTb AP/bIK HA
paBouem cTone (106aenTb »MYOK NPOrPEMMbI % qu cTone). Mbl pakobleHayeH
Bam NCATBEPAWTL CO3AaHUE 3TOTO AP/bIKA Ha PaBOYEM CToNe N5 BLICTPOro AOCTYNa K
npocamme ‘AnithC O Suite".

Korga mporpamma 3arpyxaeTcs MHAWKaT INONIHEHNA 6yAeT nokasbiBaTb NPOLEHT

WEHNA YCTAHOBKW, MOSABUTCA OKHO,
Ha; B 3TOM OkHe Heo6X0AWMO Bbi6GpaTh
y yCTaHOBKM.

ANA  3aBeplleHus ycTaHoBku; [locne
noaTBepxAaillee, YTO yCcTaHOBKA 3aB
*KoHeL", 4ToGbl BEPHYTLCA K FNaBHO

Knw4a, nporpamma pa601aTb He T WM Bbl CMOXeTe UCNoNb30BaTb TOJ/IbKO
AEMOHCTPALMOHHbI peXuM, KOTOpbli MO3BONUT BamM WCNONb30BaTb nNpu6op ANns

3axBata U306paxeHuii. YcTaHo

[Ana 3aBeplieHns npouecc HOBKW HaXXMWTe KHOMKY *4*. 4To MO3BONUT BbINTU U3

rporpaMMbl U BEPHYTLCS K Y 3KpaHy UCNoNb3yeMOoil ONepaLnoHHO’ CUCTEMbI.

9.4 YcTtaHoBKa ApaiiBe, aT4nKoOB
JlaTuunk TpeGyeT yCTaHOBKM CMB! 0ii NporpBbIMy (4paiiBep) ANs Toro, 4To6bl paboTaTh AOMNKHLIM 06pa3oM;

cneAyiira cneAyioLL Bil npoua, 3
1. OTkpoiite ycTaH Auckc noMou®MOMaHAHBIqpkirB»
2. MU gura k neasB fara.l-Viaw/ H’

3. [soiitoii wen tpaiiny Driver Setup.32bttexe* unn no ¢aiiny Hactpoiiku gparMepa 'O rtver
881np_B4bl .exs* BACMMOCTM OT TUNa Bawero MK.

Mp aHne

BbI6Op TVNa AaTyuka Ha 3aBUCUT OT pasMepa jaTuuka (pasmMep 1 unu pasmep 2), Tak kak
OHaB’ aTuuacto! pacnosHaBsTcs gpaiiBepom. Becerga BbiGupaiita -View H* gns

r ii paGoTbI ot 1CNoNb3yeMoro Bamm Aatumio

@BTHMKOB).

Mpouecc ycTaHOBKM ApaiiBepa aHanornuyeH ToMy, KOTOpbIii ONUCaH ablllie..

9.5 Vcni a»ele nporpasumbl “ArchiMED Suita” '&

onb3oBaHMo 'AnhiM EO Suite* 4OCTynHbl Ha Ancke ¢ NporpaMMHbiM 66ecneyeHnem

Beau 1| B hopmate PDF 1 MOTYT 6biTh JOCTYNHbI C NOMOLL{ IO MMbI Adobe Reader. Ecnu
He ycTaHOB/eHa Ha BalleM KOMMbioTepa, Bbl MOXeTe ckal % 6ecnnatHo no agpecy:

_corTWliAeeder/ /\/

BHumaTensHo npounTaiite I/IHCprKLWI}O
ncnonb3osaxuio MO nepeq npwmeHevavU
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| nporpamMmMHoro o6ecneyeHns

Mype [JO/KHa 6bITb npu nepsom NOCKOMbKY crefytoLLiee OkHO.
(ED Suite HEO6XCANMO NPaBNIIbHO HBCT POKCTb.

H 3awuTsl USB Oonilte k MK v 3anycTute rporpammy, nocne 4ero &
MacbaH.

Q ¢ 1aCT YCNIOBUS 4151 3aMyCKa yeTbl 0all uka.
‘o)

o ylo MPOBOXY MOHMTOpA, 4TO6bI

8

Mpuucuat
Mol

yBEAUTbCH, MOHMTOp ~ cOOTBeTaByeT il !
peHTreHorpadynuecknx nsobpaxeruii. Mpolyecc aBTObIaTTeCKM danyckaertcs ()1 NepsomM

O
3
S
@, HeXMMTe 1a u AcbBAEO Suite
5
Y

necnonbaose! 3 JOCTYN K MCLLY/IO U306paKeHUs.

LUM 3aLLVLLIEHO NPU NOMOLLM UAEHTUCMKALWM NOMb30BaTESNSA HbIM

pPaspeLLIeHI. Mpn nepsom Mcnonba@w MpOrpammbl, Bbl yBUAMUTE 310 OKHO
A 3arycka NporpaMMHOro oGecrneyeHnst NOSBUTCS OKHO. © @

O
(Y
LIJTLIJ@

£ Hllkionky «OK», n nporpamma GyaeT asTomartiue aHaB/MBaTb
HB 06 EeTUeHIa, UCTOMb3Ys NCK B KAUecTBe 6 HbIX 110 YMO/I HUIO.
T noTpe6yeT 3afath HyXHbIi Bam si3bIK.
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E@ He 3aperncTpypoBasIv NPUIoXKeHKe, y Bac By, GpaxarbCs OkHO /15t

jptre HyXTbIlA A3bIK U HaXXMUTE KHOMKY OK. aBTOpM3aLIN.
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WTOTWWATAWOWT
breObIWTTWOTCL TN

PASUDES e»»er< K. JT o oy Ay <

Mpumeyanne
Ecnu Bbl ucnonb3yeTe elje He ycTaHoBNeHHOe Ha MK nporpa
o6ecneveHne Ha MK. He 3anoNHATe NpUBEfEHHbIe Bbille A e.
WNKTM Bawu gaHWwBe AnB NN4YHOro kabuisTa, Ecnu Bbl Ha AoTUra aanmcarr faxbia npu

[k«Emura na Ooaa. 30 0i» « ByAaT oTo6paxaTbCs MpKabiii pBa npu orkpummakaum!, non Bbl
!

«Mwn ga»*we. MokanyBcTa. NOMbIITA. YTO Bbl HA MOKaTa MMMbIITb peru OHHbIE [aHHble,
| coxpaHuB X a annapaTHbiii K04 3aWMTbl, Tak 4TO BaM Ha CneAyeT perucTpuposath
9 npex/ae Yem OHa Ha 6yAaT cornacosaHa C 3an3auMoX.

|lbl ncnonb3yete nporpammy ArchiMED Suite Bnepsble, Bam cnegyet

eBTb naponb 12345678. Cpa3y nocne ycTaHOBKMA N Mbl Bbl CMOXoeTe

&
S

bero. UCNosb3ysa 3TO OKHO.

anbanrca o0/ X pas, a AN U3blalbiMns Napons aabl Ma06X aacTMHa60p CUbIBOJICa ABAX/bI,
MHe (Honky cOK» 1 3aTeM BBeAWTE HOBbI Naponb a 0X 0a
y

*OM U » HaxmuTe Ha Access 1 Bbl CMCMCETe BOWTH B Mp(

Q)
3
@
S
§
s

9
&
T N
@) (O
L S
9 N
(§ 2
Q O
@
ol

@
L1 g
=,

11E] Q

YT06bI HACTPOUTL Aonmu@pazom nporpammHoe o6ecnevyeHue, He06X0AUMO

co3gatb HOBOroO q)VIKTVI@HLWISHTa; Haxolinte «HoBbIli», Kak NoOKa3aHo Ha

cneayluiemM pUcyHke.

T
g

~ S
Kéy} S
$

O

&

&



ybyayT oTo(Li3ax»Hbl cneayoune okHa

1»«aTb HOBOTO 1y BBECTU ylo BTHYIO lﬂ@mm. Heobxognumas

BblfleNIeHbl TEMHBIM LBETOM: uMs, (h amMTuA, Aata POXAeHNs. MOXHO 3enorHATbL 3Tu

mnuwe. B60nee ya06HbI 4NA BAC MOMEHT. @
BbIGPBTHL 6asbl *<bIX (TONbKO B C/ly4ae, ecnu

iBQBnieM HoBoro nayueHTa
6Goriee YeM 0/jHa aKTBHas 6a3a /il HblX). HaXMUTe Ha LeneByio 6 pKeamx, v NosBUTCS cTpeska

1iiMayKoM 6asbl JaHHbIX. @

«BnaraeM Bam CO3AaTb (WUKTWBHOTO MaleHTa, Hassas ero cDurmy
HIM rpumepe. J\

OunrnTy», Kak nokasaHo Ha

T « elnky «Coxpammnb», YT06bl CCT( OHUTL Ja»Mble O () UKTUBHOI LuMeHTe 1 cneaylollee o To GyaeT
amTbes, e Bbl A0/KHbI HaxaTb Ha * ((Tiagee*, 4To6bl NONONTL TYN K MOZy/io npueme UaobpakeHuit.

Yy
*%M@%
% o

Ha rnasHom akpaHe moayns wzo@@mﬁ, HaxmuTe Ha 'O ptions*

Ha Bknagke ok aMeTpbl”, HAMUHTA Ha KHOMKY
«/HTpaopasb| KaK NoKasaHo Ha pUCYHKa.
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[9LEV pricyHKe nokasaHo, YTO HU OJHO YCTPOICTBO He GblN0 BbIGPAHO.

S

O

hg n bty

ANa "Tun ycTpoiicTBa", 4TO6bI BbIGPaTh CMNCOK OCTYMHbIX
\

a HacTpenky
1TWKOB MpodhyruTte cnucok Ao *i-View H ", kak nokasaHo Ha cnepj
Mood aw Te BbI6”0, HAXaB Ha "OK", nocne Bbl CMOXeTe BEPHY
TO.
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Tenepb, HaXaB kKHOMKy VIKTpaopanbHO 1,@Kpaue 6yayT oToGpaxaTbCs pesynbTaTbl

rpoBeeHHOro nccnegoBaHna. lE

Mocne BbINONHEHUS MUCCUN, O TO Qm /aTunka CTaHeT 3e/1eHbIM, Kak Noka3aHo HUKe:

S
F
z

10 YCTAHOBKA MW MNEPEOANYHOCTb MPOBEAEHUA NMPOBEPKN

Mocne ycTaHoBKN aw: (pa MERCURY OIGISENS, BbinonuuTe cneayiolyue geiicTBus, 4tobbl ybeautbes,

uTO BCE yCTTOERNE eeTbii0 1YTO 4a/IMK (DYHKIMOHNPYET NPaBITLHO
1. Mpos craHoeiM
2. Mposepka BueeTea MoOHUTOpa

3. Tewﬂpenmeennoe paspeLueHne

Tpa6os »Fu@

g
\ .
\‘ u) ED Suite n
NPOBEPKUTOTO, YTO OHA paboTaeT NPaBU/ILHO U PACTO3HAET AaTy TAa OH MOAKMIOYEH K

N

TecTo6bekTy: PaspeweHne, nap AnHuii Aam - A&-

MpounTaiite Aoky»4enT1allO N0 MBNONLEOMHUIO Np: bl ArcM1Ne 0
S L SuilB, npeaeie yem HauaTb MeNONbLEOBATL AaTHMK.@
@ MouasevaHmne
) BbiGOp A3bika, KOTOPbI GyAeT UCNoNb csi nporpammoii ArchiMED
&()K Suite, ocyujecTBnseTCA NepexojoM B [TABHOE MEHI0 NporpaMMbl 1
BbIGOP "YNWNTLI". B HOBOM OKHe, Bbl-MOXeTe Bbl6paTh HyX«blii A3bIK.
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Hepka KayecTsa MOHUTOPa Kaxpaas 3afava casisaHa C COOTBETCTBYHO 06pakeHneM, 1 ConpoBoXaaeTcs
COOTBETCTBYIOLLUMU UHCTPYKLUMM MO 3 atayun.
MoHUTOp XOpoWwero ka4ecrm WMMT BOEOMOO aeuouue TPOANNBHOI ANOTHOCLU KN @ Mpex/je 4eM NpoAoNXUTh, y6eanTecsb, 4 fytolyne o6uyne yCcrnoBusa BbINOHEHbI-.
nyrom MWW” 4 . MoHuTop, KoTOpbIA He rm%"eoﬁw‘\mm ‘*’OMP"E- & . MOHUTOPbI, 0c06eHHO CRT pbl, 4O/KHbI 6bITh BKIKUYEHbI B TEYEHNE, MO
HO AO/KEeH Albir>«ctnyecxum. N OMHUO MOHMTOPOIA KpalﬁHeﬁ mepe, 30 MUHYT;

noanHAGT Ha NPOAYKT 1 cAbITaAT GOmnpmaAeHKH ANA AHW CHOCNT,
. HeT UCTo4HUMae ceeTa, KOTO TpaxarwTCA Ha IKkpaHe;

. ; . ¢  MNOBEPXHOCTb MOHMTOPA OYULLEHA.
Ta «ArchiMED Suite» npepycmartpusaeT ynpasnseMble MpoLecchl npoeepl@ P P

BWCNO/Mb3yeMOro MOHUTOpa. Mbl HACTOSATENLHO PekOMeHAyeM Bam BbIMOHNT 1021 MeproanyHOCTbL NPoBe, NpoBEepoK kauecTsa MOHUTOpa
PaboTOCNOCOGHOCTH ANA MOHNTOPA, YTOGbI YGeANTLCA, YTO OH NPUrOAeH Mbl peKoMeHyeM, 4TO6bI Bbl Bhl%nm UCnbITaHNe KauecTBa MOHUTOPA;
ipt pBHTreHoBCK X M306paxeHuit. 3Ta npoueaypa 3anyckaeTcs aaToMaTnyecx 1. TMpu NepsoM MCNONbL30BAHUM € MOMOLL b0 MPOTPaMMbl
5I0M 3anycke MOAYNs N306paxeHus, kak NokasaHo B Cefylolyem OKHe. 2. OpauH pa3 awecTb MecALEes
@ 3. Kaxfblii pa3 npu 3ameHe.m pa
& 10.3 TecT npocTpaHCTBEH peLleHne
®aHrom npocTMHCTaeworo paapl 5, He0OXOAMM ANA aMMOTHEHNs 3Toro Tecta. Monyyexbie
1306paXeHbl He JOMKHbI ﬁbITb OPPEKTMPOBAHbBI N0 KOHTPACTHOCTH MM SIPKOCTA.

1 Bertyck nporpammHoro_komnnekca AcNMED Suite Ans BbiGopa M306paxeHus W CO3eHbl HOBOMO
neunexTa (HBI'dJM TMepuoa>neekas npoBepka*).

2. Momectute (hau OﬂDﬂHVIranbelM (hUNLTPOM U3 6 MM aNOMUHKS, NPUKACASICH JATYMKOM TaK,
4TOGbI am MOFU aTuTb ace 4yacrauTanbHbla obnaau. [laTynk U (haHrOM [OMKHbI 6biTb B
VIOHTaKra ¢ Ko/, POM, TaK YTO OHI HAXOAATCA B LEHTPE Nyya

3. Ha rBHapato HITEHCBACOTO M3NyYeHWsl, BbIGEPUTE CaMOE HWU3KOe Bpems Jaciosruum w3
MO3MCBKHMX aHroa.
4 MNpnHao6mMoaMOCTK, BKNIOUNTL AANMK, @ 3aTeM Nape/aTh 3sCTKoNLMIo.

o o 6.  Y60AWUTach,HTO NOITy4aHHOE , €C/IN 3TO He Tak, Bam cnefyet
MAcTBYyiiTeCk pesynbTaTom 3T0i npoueaypel. Mocne ”C'F\Tae@”ﬂ mparyn‘jb Bpems ACMO3MuWM 1 NOBTOPUTL Nepegavy. B cnyyaa up pHOro 3
ICAakpaH, KoTopkIi BKoYaeT B ce6s onucaHue 3ajay Ans BbIMONHEHNS. YBE/IMUNTE PACCTOAHME MEXAY AATUNKOM/) AHTOMOM M KONNMMATOPOM.

6.  MosTo) lle pas TeCT 3MCMOMUMM; NPU HBOGXOAMEOCTM MOBTOpUTE wWwarh 4 U 6, onucaHHble
BbilLE.
Cvebunvw erev*i eH» 7. Mocne TOro, ak BaMm YAAcTcA MOMy4nTb HOP OTMEHUTL
np vpre 3o6paxeHus,
8. Ha M306plaxeHne 1 yGOANTBCh, 4TO napsl nHMﬁXOpOMmBrlAH@ HEo6X0AMMOCTM, Bam
1@ HACTPOWUTBL KOHTPACTHOCTb U APKOCTB /4151 OFTTUMANIBIIOTO th OCMOTPE.

Hax
9. eTNTE BUHMAWUHE Ha nepaveTpsbl, ans A (nare , Bpems
KCnosug M. paccTosiHue hokycupoelor gatyua, nio6ble gono&i\e’;unue UAbTPLl U X
KTepuCTMBY, TPOCTPaHCTaeX0e paspell eH1e) M30GPaXKeHNs. @
npoiienHLB”, BENN NpoeTpaHcTuenHoe paepellexine 6o. .4em 10 Lp/mml
% BTOT TECT fjorakeH NPOBOANTLCS A/ BCEX PEHTIEHOK paropoe. KoTopsie

@’ UCTIONb3YIOT LU POBOY AETHL M MABHTIA Maum] M30BPAKENMIA 4N KAKAOTO AATIMKA.

0]
S
&
O
&
&

o



ecnv Tabnnyka NoBpeskaeHa Unu He 4 51, Bbl MOXIOTE 3aNPOCUTL KOMUIO Y
Ecnu ucncnbayloTes 48a unu Conee uud) poBbIX AaTHMKOB, TECT J0TKEH npoeoAtibca anst

npounsBoAMTENSA.
KaX/]0r0 UMch POBOTO JaTuNka, a Tanke UAEHTUMKaUWA M30GPBKEHNS ANs kax3aoro 2. TpoBepbTe L|NOCTHOCTb kaben 1 pasbemos.

natunka. & '
@ 11 CraTyc jokymeHTa *

KTOTa rylooefjeHns TecTa NPOCTPAHCTBEHHOTO paspelleHns
CrtpaH

ITb OAVH pa3 kaxable 6 MecsLes.
Jarta N" YBCTU/M3MLW EHHbIE CTPaHULbI

Bepcus
McTUTeCT, e npefblylemM NyHKTe; CNeAyio L ue NyHKTb Aorn@
Mrbl BO BHUMaHue EXO[.]' nepvoan4eckux TecToBs; 0 05/01/2016 nrgas Bepcldﬂ
PesyaneTbl AOMKHbBI 6bITb TAWIMMW XeE, WK Te, KOTOpble onucaHbl ANns ﬂepEOHa‘{aﬂbHOVI ﬂzﬁg’ Eg

Bcnyyae nNosiBNEHUA yxXyALleHuit kauecTBa BU3yanbHOTO NpejcTaBneHus:
T
bl

a), BbINO/IHUTL TECTUPOBaHNE MOHUTOPA, NPOBEpPss, HTO OH COOTBETCTBY!
MMO/IHOMY KauecTBy; 6). eC/v pesy/ibTaTbl TeCTa MOHUTOPE MOJ030TTE: 3 @
MO3BOHUTbL B TEXHUYECTMIA OBPBUCHBT LiBKTP /e BaM NomoryT npoab@'
3(h (heKTMBHOCTbL AATUMKa UMMM PEHTTEHOBCKOTO reHepartopa. & @@
[(cTHU3Kasn KOHTPACTHOCTb paspeLleHns ) @
«KNO/b3YeTCS ANt NPOBEPKA Yak0 -5 OKTPACTHOTO PBIPELIBHIA. & TANKE OH reHep| Q‘v GpexeHns,
pMe ANsi NpoBepio! HU3KOTO Pa3pell eHNs U KOKTPACTHOCTH. @
efffe Ty e npoueaypy, onucaHHyIo Bbille, OTMeUast TaHKe MUHUMAbHOE aamem@a, ecnm Bbl 12 FapaHTin @
AFOTATUTL ero oT hoHa.
CpefHuii cpok cnyx6bl 5 ner.

FapaHTuitHbIii | aHeHns 1rog ¢ AaTbl NPOM3BOACTBA.
FapaHTUitHbI it cnnyatauuu 1 rof ¢ gatbl peanusauuu.
I'Ipom350,qme@W LIFE RADIOLOGY S.R.L.

VIA LATINA 1 095 GRUGLIASCO (TO), ltaly. @

YnonHomoue i npeacTaBUTENb NPOU3BOAUTENSA HA TeppTopm/%
Ob6uec PaHWYEeHHOW OTBETCTBEHHOCTbIO «HOBrogeHT» 355

Ecnun nepiiognusekuii TECT HU3KOTO KOHTpacTa pmpemam»@smeu HE yfjauHo,
TO 3TOTXXE pesyNnbTaT cunTaertes AeiiCTBUTENbHbIM ANs Te yn. Mu 21. NHH 2635085096

‘TIpoiifeH, eCNmn Bbl CNOCOGHBI OTAWYUTL War pasmepom O@MM.

It MeproANYHOCTL NPOBEAEHMUS TeCTa HU3KOTO KOHTPacTa paspeLl eHns

th TbCA CTOV TE nepl

Al

r. CtaBponosb,
K NPOCTPTCTBEHHOIO paspeL eTs. @ ©

iMeprnoanyeckoe o6cnyxmeBanHme ?) /\/

QRYDIGISENS5 paTtunk He TpebyeT 06 /@1 Pt Bblle aNemMeHToe b

1 TpoBepbTe Hanuuue u HureemocTb S/N Ha TaﬁnTKe@)noerHoﬁ poaom ¢ pasbemom USB; )
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BallyeTcs, 0°asn 0, NPOXOANTL Crej;
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MepeBof C NTaNbSHCKOIO A3blKa Ha PYyCCKUA A3bIK

/[,OKYMEHT COCTaB/eH Ha aHTIMIACKOM 5i3blKe M NepeBefeH Ha PYCCKMNiA A3blKf

[onepeBo HOTapuanbHOrO WTamna ¢ UTaNnbAHCKOro A3blka
W ramn:
HbO IAVI® P.40NONOMAXWN c.p.n.
BHa /lanwa 17- Tened. 011/781.994
10095 I'pynuacko (Typim), NTanusa
NHavsmayanbHbli Homep HAC: 05989400014

(mnognuce)

HbO N\A® P.'YLLOMOOXKWN c.pu:
MecToHaxoxgeHue: 10095 IMpynuacko (Typtw), Ntanus
Bpu NaTiwa 17- - Ten./dakc +89)011 781994
\"'ww.newliferadiology.it

info@newliferadiology.it

W ramn:

HbIO NAN® PAOVNOAQOXKW c.p.n.

BHa Matiwa 17- Teget. 011/781.994

10095 INpynuacko (Typtw), NTtanus
NHgmeuay anvHplii-Homep HAC: 05989400014

(nognunck)

Perncrpaung MU B Pocagpasnagzope
www.nevacert.ru | info@nevacert.ru


mailto:info@newliferadiology.it

Y 00CTOBEPEHUNE MOANMUEN FOCNOAOLLA;
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- BAA.YBHEX ABOANINAX, mecTo 1 gata poxaeHua 04 nonsa 1953 1., MecTo NposKirBaHHA,
TakXe COrnacHo Hanoroo6noxeHuto, B KanaHHonu, sua ®partennu Poccennm X° HH BDW

BLL 53L04 Z220Z
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CaH X1uHuato 20 ceHTs6pa 2017 .
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MepeBoa gaHHOro TeKcTa BbinonHel nep A unkom Pponosoit MapuHoii MuxainosHe

Poccuiickas ®Pepeparus
Mopog MockBa
OfMHHAALaTOro oKTA6pA ABe ThiCAYM Ce.

A, AkumoB [ne6 Bbopucosuy, HoTapuyc ropoga Moek
nognucu nepesogunka Pponosoit MapuHbl MuxanosHbl.
Moanuck caenaHa B MOEM NPUCYTCTBUN.

NnyHocTb NognucasLLero JOKYMEHT yCTaHoB/eHa.

'04/IMHHOCTb

3aperncTpuposaHo speecTpe: Ne AU S

B3bICKaHO rocyapCTBEHHONM NOWAVHbYL (A0 Tapudy): 100
Ynncw DM 63U MutHMe yeTyr NpaBoBOro  TeXHUYecKoro xapaj

6. AKMmoB

NMPOHYMepOBaHO N CKPENNEHO NeyaThbio ‘imcT(-a,-08).

Peructparmma MH e Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



