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Medical device name
Intraoral dental digital sensor, versions: 10X1,10X?2

1. Version 10X1 consisting of:

- 10X1 sensor with 2-m cable - 1pc.

' Electronic media with the software - 1 pc.
- Wall mounted sensor cradle - 1 pc.

- Silicone sensor case - 1pc.

- USB extension cable - 1 pc.

- Instruction for use -1 pc.

1. Version 10X2 consisting of:

- 10X2 sensor with 2-m cable - 1 pc.

- Electronic media with the software - 1 pc.
- Wall mounted sensor cradle - 1 pc.

- Silicone sensor case - 1pc.

- USB extension cable -1 pc.

- Instructions for use -1 pc.

Hereinafter - intraoral sensor, 10X1 sensor, 10X2 sensor, medical device, device.

2. Information about the manufacturer, developer, and authorized representative of the
manufacturer

Manufacturer:

Dentium Co,, Ltd (ICT Branch)

76, Changnyong-daero 256beon-gil, Yeongtong-gu, Suwon-si, Gyeonggi-do 16229, (KOREA)
Phone: + 82-70-7098-4027

Fax: + 82-31-281-5561

VWWW, dentium.co. kr y&I'-JiDiSio.Hiy

Developer:

Dentium Co., Ltd (ICT Branch)

76, Changnyong-daero 256beon-gil, Yeongtong-gu, Suwon-si, Gyeonggi-do 16229, (KOREA)
Phone: + 82-07-7098-4027

Fax: + 82-31-281-5561

www.dentium.co.kr

Authorized representative of the manufacturer in the Russian Federation

Limited Liability Company IMPLANT.RU (IMPLANT.RU, LLC)
Bolshoy Gnezdnikovskii alley, 3, Moscow, 125009
Phone/Fax: +7(495)118-76-20, +7(495)941-02-61

Classification

Risk class lla according to the Directive MDD/93/42/EEC+2007/47/EC

Type of contact with the human body: intraoral sensor does not contact with the body; no contact.
Medical personnel should perform all manipulations with the device using medical gloves. When
using the intraoral sensor for its intended purpose, a disposable plastic hygienic cover should be
put on it.
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4. Intended purpose of the device and potential consumer

4.1 Intended use of the device

The device “Intraoral dental digital sensor, versions: 10X1, 10X2” is intended to acquire digital
intraoral X-ray images of teeth for the following purposes: diagnosis and treatment of diseases in

the jaw and the oral cavity.

4.2 Potential consumers

The intraoral sensor is intended for use by the qualified dentists or radiologists.

Device design

No.
(D@(D Sensor with cable

Electronic media with
© the software (USB

memory)

Wall mounted sensor
® cradle
Co) Silicone sensor case
® USB extension cable

5.1. Device diagrams*
*- All dimensions are in mm.

Sensor with cable

©
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1 pc.
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1 pc.
1pc.

1pc.
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Table 1 Device design

Intended use
Basic device (sensor module) (J), cable
USB connector @ )
Drive for storing the device installation file,
USB driver, calibration card file and user
manual

Sensor holder and protection device

Protective case for sensor storage

Sen”QUpable extension

2000™»



10X1 sensor module
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10X2 sensor module
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10X 2 sensor silicone case

USB extension cable
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r r * Jntraoral sensor configuration

Top cover

Gasket plate
Control board

Sensor

FOS

Mkroporous polyvinyl chloride
Carbon plate

Bottom cover

Components
Cover (top, bottom)
Gasket plate
Control board
Sensor
FOS (Fiber-optic plate with Csl scintillator)
Microporous polyvinyl chloride
Carbon plate
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Table 2 Intraorai sensor configuration

Description
Internal module protection
Support for control board, sensor and FOS
Sensor control
Image acquisition
Conversion of X-rays into visible light
L, Microcellwlgr™pfilysrethane foam
m:~indoweN-vgh,jon plate
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types of diagnostic dental procedures and treatment of diseases in the jaw and oral cavity,
images acquired with an X-ray machine and an intraoral sensor are required.

Contraindications: not detected.

Possible side effects: not detected.

7. Precautions

7.1.
1
2)
3)

4)
5)

7.2.
1)
2)

3)
4)
5)
6)
7)
8)

9)

Precautions before use
The intraoral sensor can be used by duly trained dentists and radiologists.
The medical device should be used strictly in accordance with the operation manual.
Do not place identical medical electrical products near the device. This may lead to
deterioration of the device performance. Keep the device away from the electromagnetic
sources to avoid electromagnetic interference.
Damage to the device due to disassembly by the user is not covered by the warranty.
Pulling or twisting the cable connected to the device may cause deterioration and
malfunction.

Precautions during operation
The intraoral sensor shall be kept in the sensor cradle after use.
Falling, vibration, impact or careless handling can cause damage that affects the image
quality.
Do not use the device without a disposable hygienic cover.
Take care so that the sensor is not bitten by the patient during plal oral cavity.
Do not switch offthe PC while the device is in operation.
Do not apply excessive force to the product, as this may lead to equipment malfunction or
deterioration of its performance.
Failure to use device in accordance with the intended purpose may lead to deterioration of
its performance and malfunction.
When continuously acquiring images for a long time, the sensor can generate heat. The
temperature of the sensor module can exceed 41 °C (up to 41.8 ®C).
Use the intraoral sensor only with a disposable hygienic cover registered in the territory of
the Russian Federation. After each use, the cover is disposed of in accordance with the
established procedure and replaced with a new one for each patient, (see clause 20.).

10) The silicone sensor cover is intended only to protect the device. Before using the sensor,

remove the silicone cover.

11) The X-ray dose influences the image quality, so it is necessary to adjust the X-ray dose and

the exposure time according to the recommendations.

12) To ensure high-quality operation of the intraoral sensor, use a PC only with the

recommended characteristics (specifications).

13) When performing scanning, the patient should put on protective clothing and thyroid

protection prior to scanning.

14) Pregnant women can undergo scanning only after consultation with a doctor.
15) Ifany malfunctions occur, please contaet the authorized representative of the manufacturer

on the territory o f the Russian Federation.
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7.3. Electrical precautions
1) Do not connect the USB connector of the intraoral sensor to any device other than the
PC.
2) Do notinstall the device in the places where the USB connector may come into contact
with water.
3) If the device does not function properly, it is necessary to contact an authorized
representative ofthe manufacturer on the territory of the Russian Federation.

7.4. Warnings and cautions

1) Do not spill or spray liquid substances, such as water or aerosols, on the device.

2) Do not keep flammable materials close to the device. This may cause a malfunction.

3) In case of inflammation of the electrical wiring, use a fire extinguisher intended for this
purpose. Use of water or liquids in case ofwiring inflammation can lead to serious damage
of the device and injury to people. Prior to fire extinguishing, disconnect the USB
connector to avoid the risk of electric shock.

4) Neither sterilize nor disinfect the device with sprays.

Neither disassemble nor modify the device!

Warning

The intraoral sensor does not guarantee normal operation when being operated
with an unregistered Microsoft Windows operating syst™p”.i"t"s reason, it is
required to use a registered original versijra of MicroMM AN SATIN

CAUTION Operating systems other than WindowsW notsuppd tfin in-n*

8. Application procedure and operation principle

The sensor uses an analog-to-digital signal conversion technique to record X-rays absorption
pattern for the diagnosis and treatment of diseases in the jaw and oral cavity. The device is used
in combination with an X-ray source (X-ray tube), which is placed outside the patient s mouth
during the X-ray imaging procedure; the resulting digital image is transmitted to the PC display.

Place the sensor into the oral cavity and adjust the X-ray tube so that it is perpendicular to the
sensor placement position. The resulting image from the sensor is reconstructed on the basis of the
primary image in the FPGA, transmitted to the USB controller and then to the PC via USB
interface.

The transmitted image is reconfigured on the PC, after which the image is checked in the viewer.

Do not use the sensor without a disposable protective hygienic cover, which is registered m the
Russian Federation in accordance with the established procedure.

10
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The intraoral sensor includes an integrated installer that installs USB and TWAIN drivers.

To use the intraoral sensor, it is required to install the device driver. The
[ Vv A USB drive shall be connected to this or any other device meeting the
requirements of IEC60601-1 or IEC 60950-1 standards.

WARNING

8.1.1. Preparing for installation
Connect USB memory to the PC and check the folder.
Folder configuration includes "Installation", "Calibration" and the user manual as follows. The

installation program required to acquire an image is presented in the form of two files - Install and
USB Driver.

Infitali

UusBDrtvef

8.1.2. Installation of the USB driver

@ @)
Instell
Menuel U1 wm7
i USB Dftvar |
S wind.1
JSth,
WEp |£ <“om rtagtOLon.dli

Go to the corresponding file on the USB memory.
Path: Installation\USB Driver
1) Select the folder suitable for the operating system for installation on the PC (starting from
Vista, 7,8, 8.1,10, XP).
2) Select the folder matching the operating system bitness (32-bit: x86, 64-bit: x64)
3) Run the installation file (32-bit: DPInst32.exe, 64-bit: DPInst64.exe).
4) Click the Next button to complete the installation.

A Do not connect the intraoral sensor to the USB interface on the PC until the
installation is completed successfully.

Warning
INSTRUCTION FOR USE
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(1) When the Run screen appears, click the Next button.

(2) A window will appear to confirm the driver installation, click "Install this driver software"
to continue the installation. 2" .. 4

(3) As soon as the installation is complete, cMck A~ to exit.  lute]yiDii5iidi5)i

8.1.4. TWAIN driver installation

The intraoral sensor can acquire images with the use of TWAIN-compatible applications. To use
this option, both the images program and the patient program shall support the TWAIN interface.
Path: Run the installation \ Install \ Dentium-IntraoralSensor-TWAINX.X.X. msi

IM>D Fecox<

\i. Wi\ v KMQSN _
"i» Minuad
i use Oiiwr

Click the Next button to complete the installation.
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8.1.5. Cable connections

As soon as the driver installation is complete, connect the intraoral sensor to the USB port on the
PC.

- When connecting to the USB connector, we recommend to use the connector on the back of the
PC.

- USB extension cable can also be used depending on the installation conditions and needs.

* USB extension cable: USB 2.0 limits the data transmission distance to 5 m, so it is recommended

to use repeaters that amplify the signals for stable data transmission when using a USB extension
cable.

When using a USB extension cable, only use the power adapter connection type.

In case ofany problems in device operation after connection ofthe USB extension

cable, it is necessary to contact the manufacturer's authorized representative in
Warning the Russian Federation.

8.1.6. Device driver verification

Launch the Device Manager on the Windows control panel. 1fyou see ""Dentium IntraOralSensor"
in the "Universal Serial Bus Controller", the driver operates properly.

Verification method:
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ontrotPend Home \mew bask information aboutyour computer

N [FeneeM*n* 9« Windows edition
"~ Remoteuttingi Windows 7 Uttimate N
Syctem protection Copyri9ht C 2009 Microsoft Corporation. All tights reserved.
Advanced cyttem tettjnya Service Packl
System
Rating:
Proecfion Intfl(R)Core(TM)i7-4770CPU9340GHz 339GHi Pprocesson]
IrtstaJled memory (RAM): 20006
"sten’type 64-bit Operating ~stem
Pen andTouch: No Penor Touch Input is available for this Display

Corrtputer nam” domain, and workgroup settings

See atso Computer name; WIN-80MHJ260P4S ~Change settings
Action Center Fun computer name: W64-aOMHI260P4S

Windows Update Comptrter description

Performance bfoernation and Workgreup: WORKGROUP

Toob

Wndowt activebon

n D*v»c* Mana/™rf Oentium intraOralSenscrPn”rtres

Pi<c 4k»on Vikw Help Pavera

*SIEE e __ CertuBfowotti®erver
p m ATAftT(TAPIcenbtdIers A WISirMI:
p LU KiybwHi . ;
t W Menwy”™wKCt Unonai Sem"HJ“—U(
P 19 Mc«idottwa6intinddeirtctt Matkdastum  Oertua
b LW, Mvnitori loeeCen PMMIOOLH i> jax£ t
b If Natwprkadapters .
b 'f' dortiiCOM eiLPT) CenceaiM
p Q Procesors ilhedeirieaieiMiUnepnptdr
b 1~ SeiRid, vktee and same contreHcrs
b~ Steta” contfoeers
b~ Syrtemdcutccs
4 Onwenaf SwatBus tomrobeft
OenbwwlJnttaOralientcr Iy
f GewncUSIHUO ’
Stemdaed enhanced PQ to US8 Ho«t Controliet
Standard UnawsalPCito use HotfControtter
use Cempetil* Device
USBftootHwb

USSRootHub eX 3e N\ 3

— 0o o ©

If the device is not installed properly, it is necessary to contact the manufacturer's authorized

representative on the territory of the Russian Federation.
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8.2.1. System configuration

To acquire an image with the use of the intraoral sensor (© ), connect the USB data connector
(@) to the PC or laptop (© ) which can monitor the sensor and be used to view the images. There
are two types of generators that can generate X-radiation: portable and standard. When X-ray
radiation is transmitted to the sensor with the use of the X-ray generator, the image is acquired
automatically and can be viewed on the PC or laptop.

©

Intraoral sensor
USB connector

X-ray generator

(© PCor laptop (approved according
~  to IEC 60950-1)

(T) AC output

iUli

K

8.2.2. Image acquisition process

N Preparation
U  forimage
2 acquisition

The intraoral sensor enables to acquire images through three simple steps. When the sensor is
ready for imaging, it emits X-rays to produce an image.

8.2.3. Intraoral Sensor Imaging Program
The imaging method uses the TWAIN driver. TWAIN is one of the industrial standards for the
common image acquisition interface, and it is possible to acquire images using an intraoral sensor
with the help of an auxiliary program. This operation manual describes how to acquire images
using an intraoral sensor with the help of Dentium image processing program. When using a third-
party program, see the operation manual for it.
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J

Image acquisition process is described below. When X-rays are generated into the intraoral sensor,
the X-ray signal is converted to visible light by FOS, and the image is detected by the sensor. The
produced image signal is transmitted to the PC by USB data transfer and can be viewed with the

use of the image processing program.

stage 1. Using X-ray generator, direct Stage 2. Radiated Xuay5 are transformed Stage 3. Detection and digitization of the

X-rays towards the sensor into visible radiation by FOS visible light

USB data transfer linage Viawar

| 13b

0

Stage 4. Transfer of acquired Imageto %tage 5. Acquired image i%gV?d.QMV ,

the PCthrough USB data transfer fc:... *) "'AQeprocessindyM;i T2fjlIUA
luK'SiiDlloiioy

8.3.  Switching on the PC and checking the USB connection

As arule, if the USB cable of the intraoral sensor is connected to the PC, image acquisition is

possible. See the procedure below when the device is connected.

8.3.1. Launching “rainbow Image Viewer”

After starting the Image Viewer, it is necessary to select the patient. Click the Capture tab and then

double-click on the Standard button.
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8.3.2. Preparing for imaging

Click the Capture button to select the desired device in the Image Viewer. Click Select Source and

®den select Pentium IOX DS 1.0.
JJi"bow NimageNiewvan

1> S X N W

Patar.: Open Select
Search Imafie Source
JL o

CHARTNO.: 0000
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8.3.3. Preparation of the X-ray generator
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8.3.4. Determining the sensor position for imaging

Place the intraoral sensor (after placing it in a disposable hygienic cover registered in accordance
with the established procedure on the territory o f the Russian Federation) in the patient's oral cavity
so that the lower plane of the sensor is directed towards the X-ray generator.

8.3.5. Starting the imaging program
When the sensor is in place, press the Capture button to start the imaging program. At this stage,

the device is ready to receive X-rays.

Dﬁntg%

The settings button (O) in the upper-right corner ofthe imaging program can only
be used by the administrator. Users are not allowed to use this button.

Warning
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No device: Indicates that device cable is disconnected.

Initialize: Initialization is performed after the device is connected
to the PC. When the cable is disconnected, the connc;”tion is
attempted only once.

Connected: Device initialization is performed properly.

Ready for operation: By clicking the Capture button when the
device is connected, an X-ray image will be acquired.

ot i

In progress: Indicates the image acquisition stage upon
completion of X-ray exposure.

Capture end: The image is acquired normally. When you click the
Accept button, the acquired image will be transmitted to the image
processing software (rainbow Image Viewer).

Intraorai dental digital sensor, versions: 10X1,10X?2
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0.7. ~->ays expdis'ure

When the device is properly positioned in the patient’s image area and the Capture button is clicked,
the device is ready to acquire images. Exposure to X-rays is carried out after setting the appropriate
parameters depending on the patient’s condition.

8.3.8. Image capturing
The image acquired from the device is displayed on the screen as shown below. When the device
is properly positioned in the patient’s image area and the Capture button is clicked, the device is

ready to acquire images. Exposure to X-rays is carried out after s€;tth”*th(e;,apBi?j)priate parameters
depending on the patient’s condition.

The sanitary plastic cover is designed for single use and is replaced with a new
one for each patient. Use a sanitary and hygienic plastic cover which meets the
requirements of ISO 10993-1 and is registered in accordance with the established
procedure in the Russian Federation.

Warning Always keep the device clean to avoid foreign particles penetration.
Sensor’s cover is intended for the protection and shall be removed prior to use.

Position the sensor on the X-ray generator so that it is directed exactly to the

device bottom.

Take care to avoid patient movement during image acquisition.

When the intraoral sensor is located in the patient's mouth, care must be taken to
Warning  avoid biting or hitting the device.

20
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Ifyou click the Capture button, the device will be ready to capture for 3 minutes . After receiving
animage, the device will be ready to work again. The captured image can be previewed by clicking
the left/right buttons. The resulting image can fee saved' by clickm”,>f}*e|,Accli”button (in the
continuous imaging mode, all captured images are saved). i

8.3.9. Adjustment of the preset parameters for image processing

The acquired images can be selected from five levels of image filters according to the user's
preferences. The default value is set to Default, and you can change sharpness by switching
between Smooth + (Blur +) (left) to Sharp + (Sharp+) (right).

Itis possible to select a filter level prior to image capturing or change the image filter after imaging.
Inthe case of continuous capture mode, the filter can be changed individually atthe preview stage,
and the image can be saved as is.

Examples of images with processing filters are shown below.

INSTRUCTION FOR USE
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Smooth+ Smooth

Default Sharp

iUiSSIGIIQIiO'!
Sharp+

8.3.10. Check of the finalimage
Itis possible to view the resulting image with the help of the patient management program. The

saved image can be edited with the use of the options supported by the patient management
program. See the program’s user guide for more information.

22
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Actual screen of the resulting image after imaging completion
8.3.11. Guide on exposure to X-rays

X-ray radiation dose required for the best image quality is determined as follows:
X-ray source: tube voltage, tube current, tube module, etc.
SID (distance from the source to the receiver of the imagt). Tl XK wxce is measured
between the focal point on the X-ray tube and the image receiver of the X-ray cassette
Target teeth and tissues
Patient’s age and bone density

The X-ray dose affects the image quality. An insufficient dose increases the image noise, making
it impossible to distinguish the details. Conversely, too high doses reduce distinguishing in the
dark areas.

The X-ray dose is determined on the basis of the tube voltage (kVp), tube current (mA), and
exposure time. The exposure time parameter for the dose may vary depending on the X-ray

generator. See the table below for the recommended X-ray exposure time for different areas.
Table 3 X-ray exposure parameters for different areas

Exposure conditions 70 kV, 2 mA
SID 200 mm
o 600 pGy

Front teeth/incisors 0.06-0.10 s
750 pGy

Molars 0.10-0.13 s

Sro - distance from the source to the receiver of the image.
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X-ray exposure conditions can be changed on the basis of an expert opinion.
- For a large body-build: increase the source current by 25 %

mFor a small body-build: reduce the source current by 20 %

' For edentulous patients: reduce the source current by 20 %

The X-ray dose required to produce an image may vary depending on the X-ray

A

Warning

source and the environmental conditions.

9. Consumer properties

CMOS-based high-resolution images

Fully moisture-proof/dust-proofdesign with 1P68 protection rating

33 Support of high-speed data transfer with the use of USB 2.0

Flexible cable made of silicone

Easy to use with PC

TWAIN interface (standard for image acquisition devices)

10. Specifications

Pixel pitch
Dimensions (W x L x H)
Number of pixels
Analog-to-digital converter
Frame rate
Dynamic range
Data transfer interface
USB cable length
Rated electrical performance

Ambient temperature

Relative humidity

Atmospheric pressure
Electric shock protection
Scintillator type
Sensor technology
High-contrast resolution, pl/mm, min.

Electrical device class

INSTRUCTION FOR USE
FORTHE MEDICAL DEVICE

Intraoral dental digital sensor, versions: 10 X1, 10X2
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Table 4 Intraoral sensor specification

10X1 10X2
20 X20 pm
24 X36.7 X 12.1 mm 29.1 x42.3 X12.3 mm
1000X 1500 1280X 1801

12 bits

1 ffame/s
70 dB

Parallel data bus (USB 2.0)
2.0m
5V DC, 1VA

from 10 °C to 30 °C (operation)
from —20 °C to 60 °C (transport and storage)
30-95 % (operation)
10-95 % (transportation and storage)
700-1060 HPa

Type B applied part

Csl
CMOS

6.3

la
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Protection against penetration of
foreign substances/water

Sensitive area (width x height)

Modulation transfer function (MTF) at
6.0 Ip/mm, min.
Quantum efficiency (DQE) at
2.5 Ip/mm and the dose of 0.53 pGy,
min.

20 X30 mm

IP68

25.6 X36 mm

30%

50%

Rated electrical parameters

Input voltage and frequency
Electric shock protection and applied
part
Power consumption
Voltage (from the USB port)

5V DC, 50/60 Hz
Type 1, IP B

1+ 3% VA
5+ 5%V

Table 5 Recommended PC specification

Specification

Component o
Minimum Recommended
Operating system Microsoft Wlnd_ows XP SP3 Microsoft. Wind.ows 7
(32 bit) (32 bit/64 bit)
CpPU Core i5-3470 3.20 GHz or higher
RAM 2 Gb 4 Gb
HDD 10 GB of free space on the hard disk
Interface USB 2.0
VGA Video Memory 256 Mb NVIDIA GeForce
GTX660 D5/1 Gb
Resolution - la,

i9200"e«inNgffinxnaiei

11. Electromagnetic compatibility data

Table 6 Electromagnetic emission

Manufacturer's recommendations and statement - electromagnetic radiation
Ihe intraoral sensor is intended for use in the electromagnetic environment described below.
The customer or device user must ensure that the device is used in such environment

Emission tests Conformity

Radiated emission Group 1 Class
CISPR 11 A

Disturbance voltage of

the mains terminals Group 1 Class

CISPR 11 A
Harmonics

IEC 61000-3-2 Class A
Voltage fluctuations Conforms

INSTRUCTION FOR USE
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Electromagnetic environment -
recommendations
The intraoral sensor uses radio frequency energy
only for the internal functioning. For this reason,
its RF emission is extremely low and can hardly
cause interference with the nearby equipment.

The intraoral sensor is suitable for use in all
facilities, including structures for domestic use
and those connected to the public low-voltage
power networks supplying structures used for the
domestic purposes.

25



IEC 61000-3-2

H

NOTE; EMISSION characteristics ofthe device make it suitable for use in the industrial zones
and hospitals (CISPR 11, Class A). Ifitis used in the residential environment (which generally
requires CISPR 11, Class B), this equipment may not provide adequate protection against
emission from the radio frequency communications. The user may need to take some mitigation

measures, such as change of the device location or orientation.

Table 7 Resistance to electromagnetic interferences

Manufacturer's recommendations and statement —resistance to electromaenetic interferences
lhe intraoral sensor is intended for use in the electromagnetic environment described below.
The customer or device user must ensure that the device is used in such environment

Immunity tests

Electrostatic

discharge (ESD)

IEC 61000-4-2

Resistance to
emissive radio-
frequency
electromagnetic
fields

IEC 61000-4-3

Resistance to
fields from the
nearby wireless
communication
equipment

IEC 61000-4-3

Electrical fast
transienfrbursts
61000-4-4

Voltage surges
IEC 61000-4-5

Immunity to

INSTRUCTION FOR USE

Test level

according to ffiC

60601
+ 8 kV direct
contact
discharge
+ 15 kV air gap
discharge

3V/m

80 MHz-2.7
GHz

80 % AM at 1
kHz

28 V/m max.
385-5785 MHz
according to
Table 6

+ 2 kV for
power supply
lines

+ 1kV for
input/output
lines
Recurrence rate
100 kHz

+ 1 kV line-to-
line

+ 2 kV line-to-
ground

3V

FORTHE MEDICAL DEVICE

Intraoral dental digital sensor, versions: [0X 1,10X 2
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Compliance
level

+ 8 kV direct
contact
discharge

+ 15 KV air gap
discharge

3V/m

80 MHz-2.7
GHz

80 % AM at 1
kHz

28 V~max.
385-5785 MHz
according to
Table 6

+ 2 kV for
power supply
lines

+ 1kV for
input/output
lines
Recurrence rate
100 kHz

+ 1kV line-to-
line

+ 2 kV line-to-
ground

3V

Electromagnetic environment -
recommendations

The floor should be wooden,
concrete or covered with ceramic
tiles. If the floor is covered with a
synthetic material, relative humidity
should be at least 30 %.

The intraoral sensor is suitable for use
in the professional environment
(general commercial environment,
clinics and hospitals)

Portable and transportable RF
corrununication equipment (including
perj|N AN (AN such as antenna
cablg/iiQiJlgtft~fel antennas) shall be
usefr'A-feasr'*O c¢cm (12 inches) away
from any part of the intraoral sensor,
including the cables specified by
Dentium. Otherwise, this may lead to

deterioration of the equipment
performance

The mains quality should be
consistent  with the  standard

commercial or hospital environment.

The mains quality should be
consistent  with the  standard
commercial or hospital environment.

Intensity of the RF field in the

26



conducted
interference
caused by RF
fields

IEC 61000-4-6

Voltage slumps,

short interruptions

and voltage

fluctuations in the

incoming power
supply lines
IEC 61000-4-11

0.15-80 MHz

6 V in the
frequency ranges
for the
industrial,
scientific and
medical
equipment
(ISM) between
0.15 and 80
MHz

80 % AM at 1
kHz

Power supply
lines and
input/output
lines

0% UT: 0.5
cycle

At 0°, 45°, 90°,
135°, 180°,
225°, 270° and
315°

0 % UT; 1cycle
and

70 % UT; 25/30
cycles

Single phase: at
0°

0 % UT;
250/300 cycles

0.15-80 MHz
6 V in the ISM
ranges between
0.15 and 80
MHz

80 % AM at |
kHz

Power supply
lines and
input/output
lines

0% UT: 0.5
cycle

At 0°, 45°, 90°,
135°, 180°,
225°, 270° and
315°

0 % UT; lcycle
and 70 % UT;
25/30

cycles

Single phase: at
0°

0 % UT;
250/300 cycles

frequency range 150 kHz~80 MHz
should be below 3 V.

In case of abnormal functioning.
additional measures may be required,
such as change of the intraoral
sensor's orientation or location.

The mains quality should be
consistent  with the  standard
commercial or hospital environment.
Ifthe user needs continuous operation
during power interruption, it is
recommended to use am
uninterruptible power source (UPS)
or a battery for device power supply.

15K L 1

12. Explanation of the symbols used in the labeling of consumer and transport package:

Table 8 Symbols and meanings

Symbol

©

Description

Read user's instructions, manual/booklet

Type B applied part in accordance with IEC 60601-1.

27
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A Read instructions for use for important information, namely warnings and cautions.

A Caution! Read the instructions for use

P68 Dust-proof housing. Protection against the consequences of temporary immersion into
water. Use of the customer’s specification and specific tests may be required.

Date of manufacture of the medical device.

I\/U Medical device manufacturer

EC REP EU Authorized Representative

REF Catalog number
SN Serial number
0068 Compliance with European standards
2=0nl, Use only as prescribed
I l Correct position of the package with this side up ih

Fragile. Handle with care

Handle the package with care

T Keep away from moisture

Temperature range

Do not dispose of with household wastes

28
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13. Commissioning, maintenance and repair

The intraoral sensor requires not only proper use, but also visual inspection and regular periodic
monitoring before use. These precautions enable the device to function properly, safely and
efficiently. Prior to using the device, it is necessary to check it for physical damages and defects.
If any malfunction is suspected, contact the manufacturer’s authorized representative in the
Russian Federation.

1) Check the cable for detachments, keep it twisted into a ring.

2) Incase ofany malfunction, such as heat generation or an error o fdevice recognition during
use, immediately stop device operation and contact the manufacturer’s authorized
representative in the Russian Federation.

3) Use the device tin a place not exposed to high temperatures, ventilation, light, dust, salts,
etc.

4) Do not keep the device at an angle and do not expose it to shocks.

5) Do not use in places where chemicals or gases are stored.

6) When cleaning the device, lightly wipe its surface with a dry disposable towel.

In case of disorders contact the authorized representative in the Russian Federation.

Table 9 Control prior to use

Period Checklist
¢ Are the sensor and the PC connected appropriately?
Daily » Are there any damages on the surface of the sensor module?

* Are the sensor surface and cover clean?
* Are there any damages to cable insulation?

Monthly « Are there any damages to the cable connector (buslup”
¢ Are there any damages to the USB coimec ftipftIKMnnected to the PC?
¢ Are there permanent defects in the image? )

Annually « Is there any difference in the image brightness at identical exposure to X-

rays?

14. Transportation, storage and operation conditions

Storage. The devices shall be stored in well-ventilated areas away from heat sources, sunlight, direct
exposure to light and identical electrical equipment.

Transportation. Transportation of the device packaged into a transport container shall be carried out
by all types of covered vehicles in compliance with the precautions indicated on the transport container and
in accordance with the rules of cargo transportation applicable to that type of transport.

Operation. The devices are used in medical institutions, in the conditions requiring protection of the
hands of a medical professional, protective clothing and thyroid protection for the patient when using the
device according to its intended purpose.

29
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From 10 °C to 30 °C (operation)

Ambient temperature From -20 °C to 60 °C (transportation and storage)

30-95 % (operation)

Relative humidity 10-95 % (transportation and storage)

. 700-1060Pa (operation, transportation and storage)
Atmospheric pressure

15. Device disinfection and cleaning
Always clean the electronic parts after power shutdown.
* Do not use compressed air for cleaning.

. is used with a disposable case, and therefore does not undergo disinfection.
The intraoral sensor
only cleaning.

Cleaning;

1 Ethyl or isopropyl alcohol (70-90 %) should be A Clean until visible
2. Clean the surface thoroughly with a clean A dishes”™ plotontil all detergent
contaminations are removed. Wipe with a clean, Imt-free,

possible after wiping.

Do not clean the silicone case as described above.
Do not use hard brushes and scrapers, eoncentrated acids and alkali .

INSTRUCTION FOR USE
ror THE MEDICAL DEVICE
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16. Disposal

When disposing ofthe device and its components, it is necessary to comply with the requirements

and mdfation haz”ds, are classified as epidemiologically haz*dous medical wastes matenals
tools items contaminated with blood and/or other biological fluids.

A~M~srhrcovers are placed into special bags for medical wastes, which differ in color

depeningC’ . (e.g., Y.110.)- *« » fiH»g «f.» »» , f
diTvoluL the bags are tied with braces and transported to a place of tempor” torage”
Transportation of wLtes from medical institations to the place of disposal is earned out by

AT ol mtl p ~e. defective devices and unused devices wfrh the -Pired shelf LU
classified as ~demiologically safe wastes, similar to solid household waste (SHW)

“ Tfd'evices shall be disposed of in accordance with the requirements of the legislation”
regu” ocuments on the disposal of the devices adopted in the country of use ofthe medical
device.

17. W arranty period and service life

The shelf life for this type of device is not stipulated. ~ "

Warranty period ofthe medical device is 2 years after installation.

ATmanrfacturer warrants to a customer that the product is free from defects m matenals
and workmanship under normal conditions of use, and also guarantees service for one Y”ar after
the purchase of the intraoral transducer and accessories. The product warranty is valid only if the
proLct is used correctly by a customer. During the warranty penod, the manufacturer s authonzed
representative in the Russian Federation undertakes to repair or replace defective parts of the

product free of charge. However, if it is determined that the warranty does not apply, a customer
should bear the costs for all parts, shipping and repair.

When applying for a guarantee, it is necessary to provide a guarantee obligation to an
authorized representative ofthe manufacturer in the territory of the Russian Federation.

Free warranty service is not provided in the following cases:
1) Defects or damage due to accident, misuse, abnormal use, abnormal conditions, improper
Storage due to user neglect.

2) Damage and harm caused by external causes, such as collision with objects, fire, flood
sandstorm, earth, storm, lightning, earthquake, weather. , ®

3) Damage and harm caused by improper testing, operation, maintenance, mstallatlon service or
adjustment not provided or approved by the manufacturer.

NN
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4) Defects or harm caused by ignoring warnings in the user manual (instructions for use).
When applying for a guarantee it is necessary to complete the following application:

Customer information
Product name Intraoral sensor ttlease coertete aninelication)

Date nfflurchase Customer

Date ofeeduction Address

Serial number
Contact

Warranty period information

19, Listof international standards that the medical device compUes with.

EN ISO 13485-2016, EN I1SO 14971-2012, EN 60601-1-2006, EN 60601-1-6-2010, IEC 60529-
2013 EN 60601-1-2-2015, EN 62304-2006, EN IEC 62366-1-2015, EN 1SO 15223-1-2016, EN
1041-2008 EN I1SO 14155-2011, MEDDEYV 2.4/1 Pep. 9, 2010; MEDDEYV 2.7/1, Pep. 4, 2016;
MEDDEV2.12/1, Pea. 8, 2013; MEDDEYV 2.12/2, Pep. 2, 2012; Directive 1993.

nii
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Yoo Jae-Hong
President & CEO
Dentium Co.,Ltd

appeared before me and admitted
said principal's subscription to
the attached
Certificate.---------------=-mmmm oo
(Instruction For Use for the 10X1, 10X2)
This is hereby attested on this

23rd day of Jul. 2021 at this office.

Name of the office

THE EAST CORPORATION

Belong to Suwon
District Prosecutor's Office
Address of the office
No.405, 123, World cup-ro, Yeongtong-gu,

Suwon-si, Gyeonggi-do, Korea

Mature of the Notary Public
SEONG BAE NAMKUNG

This office has been authorized by the
Minister of Justice, the Republic of
K,™., . 0a., aaN , « Public S,,ca
7 Feb. 2020 Under Law No,138.

210mm X 297mm
70g/m’



APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1.Country:Republic of Korea

Ibis publicdocument

lhasbeoiagnedby  SEONG BAE NAMKUNG N04(
3.actingin the capacity of Notary Public MOH1
(Bof
IbeaisAeseal/stampof THE EAST SUWON LAW CORPORATION [®O]
Certified Peij

5.at  Seoul 26/07/2021

7-by The Ministry of Justice
8.No. XXA2021T2FV6AH

9.Seal/ stamp 10. Signature

oong\3 Hee

Song Hee
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[MepeBog Cc aHTAMACKOTO N KOPENCKOTO A3bIKOB Ha PYCCKWi A3bIK]

[Fep6 Pecnybnnku Kopes]
[MevaTs: KOpuanueckas komnaHus «3e Nct CyBoH», HoTapnyc CeoH Bae HamkyH]

Ne 405, 123, Bopng, Kan-po, (Ten.) (031)211-1411-3
VIoHrroH-ry, CyBoH-cu, KeHru-o, HOPNOANYECKAA KOMIMAHNA (daxc) (031)211-1416
{BOHYOH-/I0H 83-23) «3E NCT CYBOH»

[Popma Xo 41]

PerncrpaunoHHbIin Homep: 2021 -2072

HOTAPVNAJIbHOE CBUWAETEJ/IBCTBO

FOPUOANYECKAA KOMMAHUA «3E UCT CYBOH»

(THE EAST SUWON LAW CORPORATION)
Ne 405, 123, Bopng kan-po, I7I0HrT0H-ry, CyBoH-cu, KeHru-go, Kopes
(No. 405, 123, World cup-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, Korea)

[TucHenas neyaTb: OPUONYECKAA KOMMNAHUA «3E UCT CYBOH»]

210 mm X 297 mm
(BnaHk ¢ 3awuToit) (1 kateropus) 70 r/m®
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[MevyaTb: KOpuanyeckas komnaHusa «3e Nct CyBoH», HoTapuyc CeoH bae HamkyH]
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CBupetenbcTBO

«QEHTUYM KO., NTA.» (DENTIUM CO., LTD.)

NOATBEPXKAAET, YTO NpuaaraemMas MHCTPYKUMUSA MO NPUMEHEHUIO MeANLNHCKUX n3genmnii 10X1,

10X2, BblwyLleHHas KomnaHueh «dentuym Ko., JIT4.», ABNsSeTcq NOAIMHHON N BEPHOIA.

*Pe3loMe: HaCTOALMIA JOKYMEHT faeT o6Lee NpeAcTaBneHne 06 U3LeNNaX, ONUCbIBAET

XapaKTePUCTMKM, CNeUnpUKaLMn n MHCTPYKL MK N0 NPUMEHEHNIO MEeAULMHCKIUX n3gennii 10X1,
10X2.

15 nonsa 2021 r.

MpunoxkeHne: MHCTPYKLMS NO NPUMEHEHNIO MeANLUMHCKUX n3gennii 10X1,10X2

«feHTnym Ko., /lta.»

Mpe3naeHT n reHepanbHblil gupektop KO Uxa-XoH (Yoo Jae-Hong)
[MeyaTb KOMNaHun «deHTuUym Ko., N1Ta.»]

[MevaTb: KOpunanyeckaa komnaHus «3e Vict CyBoH», HoTapnyc CeoH bae HaMKyH]
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[MevaTb: KOpunanyveckas komnanumsa «3e Nct CyBoH», HoTapuyc CeoH bae HamkyH]
[MevaTb KOMNaHun «deHTuym Ko., JITa.»}
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5 mapTa 2021 roga
«YTBEpPXAEHO»

[MeyaTb KOMNaHUM «deHTuym Ko., J1T4.»]

Inognuce! (mognuce)
KO O3 XoHr (Yoo Jae Hong)
OnpekTop

«JeHTnym Ko., Nta.» («Ai 3¢ Tu bpeHu») (Dentium Co., Ltd. (ICT Branch))

NMHCTPYKUWA no MPUMEHEHWNIO
HA MEAVWUWNHCKOE N3OEJIVE

OaTunK MHTpaopasbHbIA AeHTaNIbHbIA LMGPOBOKA, BapnaHTbl UCMOTHEHWS;
10X1,10X2

Bepcua 1

[MeyaTb KOMNaHUM «eHTuHym Ko., JIT4.»]
[MeyaTb: KOpugmyeckas komnauuna «3e Vict CyBoH», HoTapuyc CeoH bae HaMkyH]
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1. HanmeHoBaHMe MeANLNHCKOTO M3AENNSA
[JaTunk MHTpaopanbHbIM feHTaNbHbIW LN POBOWA, BapMaHTbl MCMNOAHEHUA: 10X 1,10X?2

1 BapuaHT ncnonHeHns 10X1, B coctase:

- faTtunk 10X1 c kabenem 2 M - 1 wWr.

- QNEKTPOHHbIN HOCUTENb C MPON3aMMHbIM 06ecneyeHnem - 1 WT.
- HacTeHHbI gepxatenb gaTumka - 1wT.

- CUNMKOHOBBIN Yexon gatumka- 1w,

- Kabenb-yanuuutens USB - 1wr.

- IHCTpyKUMa no akcnayatayum - 1 wT.

2. BapuaHT ncnonHeHua 10X2, B cocrtase:

- Jatumk 10X2 ¢ kabenem 2 m - 1 wr.

- ONeKTPOHHBI HOCUTENb C MPOrpaMMHbIM obecneyeHmemM - 1 wWrT.
- HacTeHHbIl gepxatenb gatumka - 1wr.

- CUIMKOHOBbIN Yexon gatumka - 1uwr.

- Kabenb-ygnuHutens USB - 1wT.

- IHCTpyKUMa no akcnayatayum —1 Wwr.

[anee No TEKCTY - UHTpaopanbHbIil AaTumnK, gaTunk 10X1, gatumk 10X2, MeAnLUHCKOe nU3genue,
n3genue.

2. CBefieHMs o nponsBoanTene, pa3paboTyMKe U YNONHOMOYEHHOM NpeacTaBuTene
NPOU3BOAUTENS

MpownssoanTens

«[deHtTuym Ko., 1Ta.» («Aih 3c T BpeHu»)

76, YaHHNOH-[3p0 2566€0H-Ku/b, I7I0HrT0H-ry, CyBoH-cu, KeHru-go 16229, (KOPEH)

(76, Changnyong-daero 256beon-gil, Yeongtong-gu, Suwon-si, Gyeonggi-do 16229, (KOREA))

TenethoH: + 82-070-7098-4027

dakc: + 82-31-281-5561

www.dentium.co.kr

PaszpaboTuunk

«JeHTnym Ko., Nta.» (<Al 3¢ T bpeHu»)

76, UaHHIi0H-43p0 2566€0H-K1b, MIoHrToH-ry, CyBoH-cu, KeHru-go 16229, (KOPES)
TenedoH: + 82-070-7098-4027

dakc: + 82-31-281-5561

www.dentium.co.kf

YNONHOMOYEHHbIV NpeacTaBuTeNb Npon3BoanTens B Poccuinckoin degepaumnm
OO06LLecTBO C OrpaHUYeHHOI 0TBeTCTBEHHOCTbIO «MMIMNAHT.PY» (OO0 «MMMNTAHT.PY»)
125009, r. MockBa, bonbLioi MHe3gHNKOBCKMIA Nepeynok, 4. 3

Ten./thakc: +7(495)118-76-20, +7(495)941-02-61

3. Knaccupukayunsa

Knacc pucka Ma B cooTBeTcTBUM ¢ Aupektnsoin MDD/93/42/E3C+2007/47/EC

Bua KOHTaKTa ¢ opraHu3MoM YesloBeKa: MHTpaopanbHbIi JaTYMK He KOHTaKTUMPYeT C OpraHM3mMom,
KOHTaKT OTCYTCTBYeT. MeANLMHCKNIA NepcoHan A0NXeH NPOBOANTL BCE MAHUNY ALY C U3AENNEM
CMCNO0/Ib30BaHMEM MeAULMHCKMX nepyaToK. Ha MHTpaopanbHbIli faT4MK, NPU UCMNOMb30BAHMM €ro
Mo Ha3Ha4yeHWto, HaJeBatoT O4HOPA30BbIM NMACTUKOBbLIA FTMTMEHNYECKUIA YeXOTl.

MHCTPYKLUMA MO MPUMEHEHMWIO
HAMEAWUWUHCKOE M3AENWUE
JaTunK MHTpaopa/ibHbIl AeHTabHbIV LMGPOBOIA, BapuaHTbl ncnoaHeHus; 10X1,10X2

Meva omnal e Ko., 1Ta»\
@ 000 LMPMH () INFO@CIRMIRU & WWW GOSZDRAVNADZOR RU [esas kommarium «[ieuTuym TA>

[MevaTsb: KOpuanyeckas KomnaHus «3e Vet CyBoH», HoTapuyc CeoH Bae HamkyH]



4. HazHaueHvie 130emA C yKazaHVeM MoTeHLMaIbHOrO NoTpeouTesis

41 Ha3HayeHve v3nenns

M3pnenune «aTunmK MHTPaopasbHbIil JeHTanbHbIA LUGPOBOIM, BapuaHTbl MCNOMHEHUA: 10X 1,10X2x»
npefHasHavyeHo AN MONy4YeHUs LUMOPOBOr0 MHTPAoOpPasbHOr0 PEHTIFEeHOBCKOro M306paxeHus
3y60B B LLeNiIAX MOCTaHOBKMW AMarHo3a v neveHns 3abonesaHunii B 061acCTy YeNOCTU U NOSIOCTU pTa.

4.2  TloTeHUVa/TbHbIE MOTPEOUTEN
WHTpaopanbHblil  gaTunk  npefgHasHayeH A9 WUCNOMb30BaHUS  KBaIU(PULMPOBAHHbIM
BpavyoM-CTOMAaTO/I0roM Uan PEHTIeHO/I0TOM.

KoHCTpyKUyA visaenis
Tabnuua 1. KoHCTpyKums n3genvs
No KOMMOHEHTBI Konnyectso HasHaueHve
OcHoBHoe n3genve (MogyNb faTynKa)
®@(D Aaruui c kabenew Lur. Kabenb (2), USB-KoHHeKTOp (3))
DNEeKTPOHHbII
HOCUTENb C Hakonutenb Ans XpaHeHMs yCTaHOBOYHOIO
® MporpaMMHbIM luwr. thainna nsgenus, USB apaiieepa, (aiina KapThi
obecneyeHnem (USB- KanmGpoBKU N PyKOBOACTBA NO/Mb30BaTENS
HaKonuTenb)
HacTeHHbIi N
(D nepxarens JaTumMka 1wr. [ep>atenb 1 yCTPOCTBO 3alUTbl AaTUMKa
(D CunnkoHoBbI yexon 1wr. 3alMTHbIN Yexon Ans XpaHeHUs gaTynka
AaaTumka
Kabenb-yanmHutens
© USB 1wr. Y anvHuTeNnb Kabens gatumka

51 Cxembl m3pems*

*- Bce pasmepbl yKa3aHbl B MM.

[aT4uvK ¢ Kabesiem

MHCTPYKUNA MO NMPUMEHEHNIO
HAMEOVWUWHCKOE U3AENUE
[laTunk MHTpaopanbHbI AeHTanbHbIA LU POBOI, BapnaHTbl McnofnHeHns: 10X 1,10X2
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Mo,q_ynb fatumka 10X1

36,7403

12,182

MHCTPYK1WSA MO NPUMEHEHNIO
HAMEAWLUWHCKOE U3AENVE

[laTunK MHTpaopanbHbI feHTanbHbIA LU POBON, BapuaHTbl ncnonHenunsa: KO X 1,10X2
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Mopaynb gatunka 10X2

42,3203

12302

ONEeKTPOHHbIA HOCUTENb C NporpaMMHbIM o6ecnedeHnem (USB-HakonuTenb)

O i

MHCTPYKLUNA MO NPUMEHEHWIO
HAMEAVWUWHCKOE U3AENUNE
[aTunkK MHTpaopanbHbliii JeHTanbHbI LUPPOBONA, BapuaHTbl McnonHenuna: 10X 1,10X2
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HacTeHHbI gep>aTenb gaTunka

O6wme gonycku (Mm)

Pasmep [flonyckn PasiMep Aonycku

Ny LLI- L}

N~ - M as -uw

M- 3 I w T-2K nur
© - T Boneen 1A

CKBO3XE

Mnootoctb B-6

MHCTPYKUWNA no NMPUMEHEHWIO
HA MEOVNLUMHCKOE U3OENNE
[aTunk MHTpaopanbHblii AeHTanbHbI LU POBOI, BapMaHTbl McnonHeHns: 10X 1,10X 2
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CWNMKOHOBBIV Yexon gatumka 10X1

CVUNMKOHOBbLI Yexon gatuymka 10X2
O6uwme gonyckn (Mm)

Pasmep [onyckn Pasmep Honycku
" a L} =

y ™ tps 25w up
1o~ W UK e

- T i |3 boneew t~

5,5+0'"

Kabenb-yanuHutens USB

®

WHCTPYKUMA MO NPUMEHEHWIO

HAMEAOWUWHCKOE N3AENWNE

[laTumk MHTpaopanbHbIA feHTanbHbI LUPPOBONA, BapnaHTbl ncnonHenuna: 10X 1,10X 2

[MeyvaTb KomMnaHm «feHTuym Ko.. JTra.»]
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52.  KoHjwmrypauys MHTpaopasibHOro Jatymnka

&

Bep)Ness thbilwka

MpoknagoyHas nnacTHa
Mnara yrpasneHus

Jatuvk

FOS

MUKPOMOPUCTLIA NOANBUHUAXIOPUL,
YrnepogHas nnactmHa

HWKHAS KpbILLIKa

Tabnuua 2. KoH(uMrypaums MHTpaopaibHOro fatumka

KOMMOHEHTbI OnwucaHwne
KpblluKa (BEPXHSAS, HUKHASA) 3alMTa BHyTPEHHEro Moay s
lNpoknagoyHas nnacTuHa MopaepXxka nnatbl ynpasneHus, gatumka n FOS
Mnata ynpaBneHus YnpaefeHune fatynkom
HaTunk Mony4yeHune n3obpaxeHwuii
FOS (onToBonokoHHas nnactuHa c Csl Mpeo6pa3oBaHne PEHTTEHOBCKOTO U3NyYeHNs B
CUMHTUNNATOPOM) BUMAMMbIA CBET
MUKPONOPUCTLIA NONIMBUHUNXNOPUA MWKpOKNeTouHasa NnoanypeTaHoBas neHa
YrnepopHas nnactuHa KpbIlWKa ¢ OKHOM 1 NiacTuHa CUMHTUANATOpa

MHCTPYKUWMS MO MPUMEHEHNIO
HAMEAOVWUWHCKOE U3AENTUNE
[aTunk MHTpaopanbHblili AeHTaNbHbI LUPPOBONA, BapuaHTbl ncnoaHeHma: 10X 1,10X2
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6. NMokasaHWa, NPOTMBONOKA3aHUA U BO3MOXHble NO60OUYHbIE 3PP EKTHI

Mpu BCeX BMAax AMArHOCTUYECKMX CTOMATONOrMYecKMX npouedyp W nevyeHus 3aboneBaHuii B
06/1acT YenrCTU U MONOCTM PTa, Korga TpebytTcs M306paXkeHUs, NOMyYeHHble C MOMOLLbIO
PEHTIeHOBCKOrO annapara U MHTPaopasbHOro AaTyuka.

MpoTuBonokasaHusa: He 0OHAPYXXEHO.

B03MOXHble NO6GOYHbIE 3 (heKThl: HE OOHAPYXXEHO.

7. Mepbl NpefOCTOPOXHOCTHU

7.1
1

2)

3)

4)

5)

7.2.
1)

2)

3)
4)

5)
6)

7

8)

9)

Mepbl NPe40OCTOPOXHOCTY Nepes UCNONb30BAHUEM

WNHTpaopanbHbIii faTYMK MOFYT MCNOMb30BaTb BPayM-CTOMATONOrM W PEHTreHONOorn ¢
COOTBETCTBYHOLLEN MOAFOTOBKOWA.

MegunumnHcKoe n3aenve cnefyeTt UCNob30BaTh CTPOr0 B COOTBETCTBUN C PYKOBOACTBOM NO
aKcnayaTauum.

He pacnonaraTb WAEHTUYHbIE MeAULUHCKNE 3NEKTpUYEeCcKne n3genms B61mn3m ycTponcTaa.
3TO MOXEeT MPMBECTU K YXYALIEHUK XapaKTepucTuK usgenuns. [epxaTb u3genne Ha
pacCTOAHMM  OT  WUCTOYHWKOB  3N1EKTPOMarHUTHOrNO  W3/ly4eHUs BO  u3bexaHue
3N1EKTPOMArHUTHOW NHTepgepeHLmn.

MoBpexaeHne wu3genns B CBA3M C pa3boOpKoW nofb3oBaTefieM He MNOKpbIBaeTcs
rapaHTUHbIMK 0653aTeNbCTBAMM.

BbigeprneaHue uny nepekpyyumBaHue Kabens, MOAK/NHOUYEHHOrO0 K W3[eNnt0, MOXeT
NPMBECTU K YXYALWEHNIO XapaKTEPUCTUK N HEMCNPABHOCTM!.

Mepbl NMPefoCTOPOXXHOCTN BO BPEMS aKCMyaTaLum

Mocne MCNoNb30BaHWUA WHTPaopasbHbIl [aTYMK He0O6XOAMMO XpaHWUTb B [epxkaTene
JaTymnka.

MageHue, Bubpauus, yaap Wi HeakKypaTHoe o6palleHre MOryT BeCTU K NOBPEXAEHUSM,
B/NAIOLLMM Ha KayeCTBO U306paXKeHNns.

He ucnonb3oBatb n3genne 6e3 04HOPa30BOro rMrMeHNYecKoro Yexna.

CobntofiaTb OCTOPOXXHOCTb, YTOObI aTYMK He Bbl1 NPUKYLLEH NauMeHTOM NPU YCTaHOBKE B
POTOBOW MOMOCTH.

He oTkntouatb MK Bo Bpemsi paboTbl U3genms.

He npumeHATb W36bLITOYHYIO CUY K W3[ENNI0, MOCKO/IbKY 3TO MOXET MNPUBECTU K
HemcnpasHOCTM 060PYA0BaHMA UMK YXYALIEHUIO pabounx XxapakTepucTumK.
Vicnonb3oBaHue n3fennsa He B COOTBETCTBMU C LIe/IEBbIM Ha3HAYeHMEM MOXET NMPUBECTU K
YXYALEHUIO PaboUMX XapaKTEPUCTUK U HEUCMPABHOCTMW.

Mpn HenpepbiBHOM MOMYYEeHUU M306paXKeHU B TeyeHWe ANUTENbHOr0 BPeMEeHMW LaTyuk
MOXXET reHepupoBartb Tenao. Temnepatypa MOAYNA AaTyumKa MOXeT npesBbiwats 41 °C
(nocturaet go 41,8 °C).

VHTpaopanbHbIil 4aT4MK MCNOMb30BaTh TObKO C OAHOPA30BbIM TMIMEHNYECKUM YEX/IOM,
3aperncTpmpoBaHHbIM Ha Tepputopum Poccuiickoli  ®Pepepauuun. [locne  Kaxpaoro
MCMOJIb30BAHUA YeX0osl YTUNMIMPYIOT B YCTAHOB/IEHHOM MOPAAKE M 3aMEHAKOT HOBbIM /15
KaXxoro naumeHTa, (cm. n. 20).

10) CUNMKOHOBBIV 4exon fJaTtymka npefgHasHavyeH TOMbKO Ana 3awutbl usgenusa. [Mepef

Mncnosb3oBaHMEM AaTyUKa CUIMKOHOBBIW YEX0/ CHUMALOT.

11) l03a peHTreHOBCKOr0 U3/yYeHnsi 0Ka3blBaeT BAUSHME Ha KAYECTBO N306PaXEHNIA, NOITOMY

Heo6XxoauMOo perynupoBaTb f103y PEHTrEHOBCKOFO W3/yYeHMSt U BPeMs BO3JAENCTBUS B
COOTBETCTBMM C PEKOMEHALIUSMMU.

9
WHCTPYKUWA Mo NPUMEHEHNIO
HA MEOVUNHCKOE N3OENVE
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12) Ana obecneyeHns KayecTBeHHOM paboTbl MHTpPaopanbHOro fgatyuka ucnonb3yinTte MK
TO/IbKO C PEKOMEH0BaHHbIMW XapaKTePUCTUKaMu (Creundukaunamm).

13)Mpy BbLIONHEHUN CKaHUMPOBaHWA o6cnefyembllii MauveHT AO/MKEeH HafeTb 3alUTHYH0
OLeXAY N 3alUTY WUTOBUAHOM Xenesbl 4O CKAHUPOBAHMUS.

14) BepeMeHHbIM XeHLMHaM CKaHWPOBaHNe MOXHO BbIMOJHATL TOMIbKO NMOCNe KOHCY/bTauum
C Bpayom.

15) Mpu BO3HMKHOBEHWM HeUcNpaBHOCTeN obpaLLainTech K yNnoJIHOMOYEHHOMY NpeACcTaBUTENHO
NMPon3BOAUTENA Ha TeppuTOopuK Poccuiickoii ®egepauun.

16) Bcerga noafepXueaTb U34eNve B YACTOTe BO U3bexaHue nonagaHnsa MHOPOAHbLIX YacTul,.

7.3. ONeKTpUYECKMe Mepbl NPEJOCTOPOXHOCTH

1) He nogkntoyatb KOHHeKTOpP USB MHTpaopanbHOro gaTtymka K 4pyrum ycTpoiicTBam, Kpome
MK.

2) He ycraHaBnuBaTb Wu3fenve B TakMX MeCTa, B KOTOPbIX KOHHekTOp USB mMoXxeT
KOHTaKTMpOBaTb C BOAON.

3) Ecnn wusgenue He (YHKUMOHMPYeT Hagnexauwimm o6pa3om, Heob6X0AMMO CBA3aTbCsA C
YNOMTHOMOYEHHbIM  MpeAcTaBMTeNIeM MPOU3BOAUTENS Ha TeppuTopum  Poccuiickoit
depepaunn.

7.4. TlpepynpexpieHuns v npefocTepexeHns

1) He nponuBath ¥ He pacnbiNATb XWUAKMe Bel,ecTBa, Hanpumep BOAY WAM aspo30/n, Ha
nsgenve.

2) He xpaHuTb roptouve wMatepuanbl BOAM3M  u3genus. ITO MOXET MNpUBECTU K
HeMcnpaBHOCTH.

3) B cnyyae  BOCNNAaMEHEHWS  3N1EKTPOMPOBOAKM  WUCMOJSIb30BaTb  OFHETYLIUTENb,
npefHasHayeHHbIn gns atoin uenu. lWcnonb3oBaHwe BOAbl WAW  XXUAKOCTEW npwu
BOCMN/IAMEHEHUWN 3/IEKTPOMPOBOAKM MOXET BECTU K CEPbE3HOMY MOBPEXAEHWIO U3LENNSA U
TpaBMUPOBaHMIO Ntogdein. Mepeg TyLWeHMEM NoXXapa HEOOXO0ANUMO OTCOEANHUTbL KOHHEKTOP
USB BO n36exaHne pucKa nopaKeHns 3NeKTpUYeCKUM TOKOM.

4) He cTepnnn3oBaTth U He AE3NHMULUPOBATL C UCMONb30BaHNEM CNpPEEB.

He pa3bupaTb 1 He MoguduULmpoBaTh nsgenue!

MpepynpexaeHune

WHTpaopanbHbIil faTYMK HE rapaHTMPYeT HOPManbHOr0 PYHKLMOHMPOBAHNA NpK
paboTe C He3aperncTpMpoBaHHON onepayuoHHON cuctemol Microsoft Windows.
Mo 3TO NpUYMHE HEOOXOAMMO MCNONb30BaTb 3aperncTPMPOBaHHYO
opurnHanbHyto Bepcuto Microsoft Windows.

OCTOPO)KHO,LI,pyrme onepaunoHHble cuctemMbl, Kpome Windows, He NOAAEPXKMBAKOTCA.

8. NMOpsAAOK NPUMEHEHNA U MPUHLUNN AEACTBUS

Jatunk umcnonb3yeT TexXHWKY npeobpa3oBaHWA aHanoroBoro curHana B LUGpPoOBOK Ans
perucTpayumm pacnpegeneHns nornoweHns peHTreHOBCKMX Nyyeli ¢ Lefibio MOCTaHOBKU AMarHosa
nnevyeHns 3ab60neBaHNn B 061acTN YeNOCTU U NONOCTH pTa. M3genne ncnonb3yeTcs B COYETaHUN C
NCTOYHNKOM PEHTIFEHOBCKOr0 U3ny4veHusi (PEHTreHOBCKOW TPYOKOW), KOTOPbIA MOMELLAOT BHE
POTOBO NOMIOCTU NauMeHTa NpPU MPOBeAeHWU MpPoUefypbl PEHTreHOBCKOW Bu3yanu3auuu;
MoNlyYeHHOe B pe3ynbTaTe LUgppoBoe n3obpaxeHue nepegaetca Ha MoHuTop MK.

MomecTUTb AaTYMK B POTOBYO MONIOCTb M OTPEry/IMpPOBaTh PEHTTEHOBCKYH TPY6KY, UTO6bI OHa
10
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pacnonaranacb nepreHgMKynapHo Mo3UUMKM YCTAHOBKWU AaTtymka. Non>'yeHHoe n3obpaxeHue oT
JaTynMKa PeKOHCTPYMPYEeTCA Ha OCHOBE MepBUYHOro m3obpaxeHus B FPGA, nepepaerca Ha
KoHTponnep USB un nepepaetca Ha MK npu nomown nHtepteiica USB.

MepefaHHoe M306paxeHWe pekoHdurypupyetca Ha [MK, mocne 4yero BbINOMHAETCA MPOBEPKA
n306paXKeHns B CpesCTBE NPOCMOTPA.

He wucnonb3oBaTb AaTuMk 6e€3 O4HOPA30BOr0 3allMTHOrO TUIUMEHUYECKOrO 4exna, KOTOpblii
3aperncTpupoBaH B Poccuitickoii ®egepayuv B yCTaHOBIEHHOM NOPSAKeE.

8.1. YcTaHOBKa gpaiiBepa NnporpaMMHOro obecnevyeHuns
VIHTpaopanbHbIil gaTuynK BKNKOYAET MHTErpupoBaHHbI/ YCTaHOBLL MK, KOTOPbI yYCTaHaBNMBaeT
Apaiisepa USB n TWAIN.

[ns ncnonb3oBaHMsA MHTPAOPanbHOro AaTymkKa He06X0AMMO YCTaHOBUTb
t ApaiiBep ycTpolictBa. USB-HakonuTeb 4O/MKEH ObITb MOAKIOUYEH K
U3LENNI0 UK YCTPOMCTBY, KOTOPOE COOTBETCTBYET TPE6OBAHMNAM
MPEAYMPEXOEHUE ctaHgapTos IEC 60601-1 nnn IEC 60950-1.

8.1.1. TloparotoBKa K yCTaHOBKe

MogknounTte USB-HakonuTtenb K MK 1 NpoBepuTh Nanky.

KoHgurypauma nanku BkAwouvaeT «lInstallation» (¥YcTtaHoBka), «Calibration» (Kanubposka) w
PYKOBOACTBO MO/Ib30BaTe/Nif, KaK Moka3aHO Hwke. [porpamma ycTaHOBKM, Heobxoaumas Ans
nony4eHns n3obpaxeHus, npeacTasneHa B Buge AByx (aiinos, «Install» (¥YcrtaHoBka) n «USB
driver» ([paiiBep USB).

J| Imtail

mm

8.1.2. YcTaHoBKa gpaiieepa USB-HakonuTens

vista
w w
M
nym
LLI Dpiret
L .ww

A WHCot(i™MerCilo1Ldll

MepeitTn K cooTBETCTBYIOLWEMY (haiiny Ha USB-HakonuTene.
MyTb: Installation\USB Driver
1) BbibpaTb nanky, NOAXOAAWYK AN OnepaumoHHOMW CUCTEMbI, ANA yCTaHOBKM Ha MK
(HauuHas ¢ Vista, 7, 8, 8.1, 10, XP).
2) BbibpaTb nanky, KoTopas coBnajaet ¢ paspsfgHOCTbIO OonepaynoHHON cuctTembl (32-6UT:
x86, 64-6uT: x64)
3) 3anycTuTb YCTAHOBOYHbINA (haiin (32-6uT: DPInst32.exe, 64-6uT: DPInst64.exe).

MHCTPYKUUA MO NPUMEHEHWIO
HAMEAWLUWHCKOE U3AENWVNE
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4) Haxatb kHonky fNext] (Lanee) ans 3aBepLUeHNs YCTaHOBKM.

He noakntoyatb MHTpaopanbHbli fatynk K USB nHTepdeicy Ha MK, noka
yCTaHOBKa He 6y/leT YCMeLwlHO 3aBepLueHa.

MpenynpexaeHue

8.1.3. OnucaHue aKpaHa ycTaHOBKMK apaiiBepa USB

LbdveNdee i
rym BR
M 1S
me@ibﬂm@
Tkmam aoiiiiH

(1) Korpa noasutcs skpaH <Rim> (3anyck), Haxatb KHonky [Next] (Janee).

(2) OToG6pasnTca OKHO MNOATBEPXAEHWA YCTaHOBKM ppaliBepa, Haxartb [Install this driver
software] (¥YcTaHOBMTb nporpamMmHoe obecneyeHne Apainsepa) ANS NPOAO/IKEHUA
YCTaHOBKMU.

(3) KorpayctaHoBKa 3aBeplueHa, HaxcaTb [Finish] (FoToBO) Ans BbIXoAa.

8.1.4. ¥YcTaHoBKa gpainsepa TWAIN

WNHTpaopanbHbIii faTtunk MOXeT nosiyyatb N306paKeHUs c NCnonbL30BaHMEM
TWAIN-COBMECTUMbIX MPUIOXKEHWIA. N4 UCNONb30BaHMA 3TOM (YHKUMKU nporpamma paboTbl C
N300paXXeHNAMN 1 Nporpamma paboTbl C NaunMeHTaMmu gomKHa noaaepxmnsatb nHTepeinc TWAIN.
MyTb: Run the installation\Instal\Dentium-IntraoralSensor-TWAINX.X.X.msi

MpogomxkuTs Haxatnem kHonku [Next] (Qanee) ona 3aBepLUeHUs YCTAHOBKU.
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8.1.5. KabenbHble COEAUHEHUS

Mocne 3aBepLUeHNA YCTaHOBKM ApaiiBepa NOAKIKUYNTb MHTPaopabHbIi 4aT4MK K pasbeMy USB Ha
MK

- Mpwn nogkntoyeHnn K pasbemy USB Mbl peKOMeHAYyeM MCNONb30BaTh Pa3beM Ha 3aAHei naHenu
MK.

- MoXxHO ucnonb3oBaTb Kabenb-yanuHutens USB B 3aBUMCUMMOCTWU OT YC/IOBUIA YCTAHOBKU U

NoTpebHOCTEN.
n't

* Kabenb-ygnmHutens USB: USB 2.0 orpaHumymBaeT pacCTOfiHWe Mepefayn faHHbIX 5 M,
BC/IE4CTBME YEro PEKOMEHAYeTCS MCMO0Mb30BaTb NOBTOPUTENN, KOTOPbIE YCUNNBAKOT CUTHANbLI, ANF
CTabunbHOM Nepefayn faHHbIX NPU UCNOMb30BaHUKN Kabensa-yanuHutens USB.

Mpn wucnonb3oBaHuM Kabena-yanmHutens USB npuMeHAaTb TOMbKO TuUM

NOAKNI0YEeHNA afanTepa NUTaHNA.
I B cnyvyae npobnem B paboTe wu3genna  nocne  NOAKAOYEHWA
Kabens-yanuuutena USB wunu  kabens-yannHutens USB  Heo6Xxoaumo
MpeaynpexagHne o6patThest K YNoNHOMOYEHHOMY NpeAcTaBUTeNto B Poccuiickoit dedepaLuu.

8.1.6. Beputwukauuns gpalisepa nsgenuns

3anyctntb Device Manager (JucneTtuep yCTpOKCTB) Ha NaHenn ynpaeneHns cuctembl Windows.
Ecnu Bbl Bugute «Dentium IntraOralSenson> B «Universal Serial Bus Controllen) (KoHTponnep
YHUBEPCabHOW NOCNef0BaTeNbHOM WIWHbI), ApaliBep paboTaeT HOPMabHO.

MeTog Bepumnkaunu:
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1) Windows 7 wunmu 10: MaHenb ynpaeneHnss —> Cuctema M 6e3onacHocTtb —> Cucrtema

[uncneTyep yCTPOMCTB
2) Windows XP: [MapameTpbl

[ucneTyep ycTpoiicTs

MaHenb ynpasneHus Cuctema ~ O6opyaoBaHue

f cdNawaiH*

@ Sin(jard( uVKodKtetsIHotFCant 2™
® St«n(ivdUnmrHilPOtoUSeHD>!ttCofrtFolter
1, USBCeumndmsik CNVbe

-f USSRooHH

1, USBRootHU)

Ecnu gpaiiBep He yCTaHOB/IEH Hag/1exalimum 06pa3om, HE0OX0AMMO CBA3ATHCSA C YNOTHOMOYEHHbIM
npeacTaBuTenieM nponssoanTens B Poccuiickoin deaepaunu.
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8.2. TlonyueHue nszobpaxeHuna

8.2.1. KoH@purypaumsa cuctemsl

[Ons nonyyeHns wn306paxkeHns npu nomowm WHTpaopanbHoro pgatyuka ((T)) NOAKNOUUTL
KOHHekTOop USB pgns nepefaun pgaHHbix (@) k MK wunm HoyToyky (®), KOTOpbI MOXeET
KOHTPONMPOBaTh AaTUYNK U UCNONb30BATLCA A1 MPOCMOTpa n3obpaxeHnii. CyLecTByoT 4Ba Tuna
reHepaTopoB, KOTOpPble MOTYT TreHepupoBaTb PEHTreHOBCKOE W3/lyYeHne: nopTaTuBHbIE K
CTaHAapTHble. Korga peHTreHOBCKOE W3/yyeHWe nepefaeTcs B AaTYMK C WUCMNOJb30BaHUEM
reHeparopapeHTreHOBCKOro U3y4YeHuns, n3obpaxeHue noayyaeTcsa aBTOMaTUYECKN U MOXET ObITb
npocmoTpeHo Ha MK nnn HoyToyKe.

(® WHTpaopasbHbIi AaTumK

KcxkHekTopr3B
leHepaTop PeHTreHOBCKOra M3/lydeHns

(® MK wm HoyToyK (yTBEpafEHHbINA
B (ktoTBBTCrBUM ¢ (EC 60950-1)

(D BbIXoZ nepeMeHHOro Toka

« A1

8.2.2. MMpouyecc nony4YeHns nsobpaxeHus

WNHTpaopanbHbIi faTunK No3BONSET NOMyYaTb N306paXKeHUs B TpK NPOCThIX 3Tana. Korga fatuvk
roTOB K CbeMKE, OH U3/1y4yaeT PEHTTEHOBCKME NyYn ANS NONYYEHUS N306paXKeHMS.

8.2.3. TlporpamMmma CbeMKW MHTPaoOpPanbHOro gartumka

B meToge nonyyeHuns nsobpaxeHus ncnonbsyetca gpavisep TWAIN. TWAES] npegctasnset coboit

OfWH M3 MPOMbILIMIEHHbIX CTaHAAPTOB A5 00LWero nHTepgerica NonyYeHnsa N300paxeHnid, npu

3TOM MOXHO Noay4yaTb M306paXKeHUs C UCMOb30BAHWMEM MHTPAOPanbHOro gaTymka npy nomoLm

BCNOMOraTenbHON nporpammbl. HacToslwee PyKOBOACTBO MNO/b30BaTeNs OMWUCbIBAET, KakKuM

06pa3oM MNONy4YnTb U306PaXKeHUs C UCNOMb30BaHWMEM MHTPAOPasbHOro AaTymka npyu MOMOLLM

nporpamMmmbl paboTbl C U306PXKEHNAMMN KOMNAHUN «[eHTUYyM». T1pyu UCMno/ib30BaHUK NPOrpaMmbl
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CTOPOHHETO npounssognTensd CM. pPyKoBOACTBO MOJ/1b30BaATENA A1 HEE.

Mpouecc nonyyeHus u3obpaxeHWs npeAcTaBneH HWxe. Korga peHTreHoBCKOe W3NyYeHue
reHepvpyeTtcs B MHTPaopasbHbIii aTYNK, PEHTTEHOBCKUIA CUTHAN npeobpasyeTcs B BUAUMBIN CBET
npu nomowmn FOS, a wn3o06paxeHne 0OHapyXMBaeTca fAaTUMKOM. [1ONYYEHHbIA CUrHan
n306paxeHna nepefaetrcd Ha MK npu nomowwm nepefaynm faHHbiX yepe3 USB u MOXeT 6biTb
MPOCMOTPEH C UCMOb30BaHMEM NMPO1paMMbl PaboThbl C M306PAXKEHNAMMN.

OTan 1. Vicnonb3ys reHepatop JTan 2. Vi3nyyaemble pATreHoBCKMue fyumn Qtan 3. O6Hapy)«NeHvie 1 oumdpoBKa
PEHTIEHOBCKOTO M3/Ty4YeHNsi, Hanpaw"Tb npeo6pasytoTcsi B BU/AMOe U3/yveHne BUAVIMOrO CBETA
PEHTTeHOBCKO e /ly4n B CTOPOHY AaTunKa npu nomowy FOS

Otan 4. NpepgaHa nosy4eHHoro JT1an S. NonyyeHHoe n3obpaxeHve
n3o6paxkeHuns Ha MK npu nomowm USB coxpaHseTca nytem 06paboTLL N306padkeHns
nepefauu faHHbIX

8.3. BkntoueHune MK u nposepka USB coegnHeHns
Kak npasunio, ecnu USB Kabenb WHTpaopanbHOro pgatymka nofgknodeH K TMK, nonydveHue
n306paxkeHns BO3MOXHO. CM. Npoueaypy HUXe, KOrja yCTpoincTBO NOAK/IOYEHO.

8.3.1. 3anyck «rainbow Image Viewer»
Mocne 3anycka Image Viewer Heo6xoAMMO BblIGpaTh nauueHTa. Haxarbs Ha BKnagky <Capture>
(Cbemka) 1 3aTeM [Ba pasa HaXkaTb KHOMKOW Mbilw M Ha KHOMKY [Standard] (CtaHgapTHas).
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8.3.2. loAarotoBka K ChbemMke

HaxaTtb kHonky [Capture] (Cbemka) gns Bbl6Opa >Xenaemoro ycTpoiictea B «Image Viewer».
HaxaTb [Select Source] (BblbpaTb MCTOUHMK) 1 3aTeM BblGpaTb «Pentium KOX DS 1.0».
ke QUETIWA

M MW Cuetinshwpeit A
X N L m M blow LIRs»

W_tl ?ﬁh S% Mac<ievi. '\*

JL &=

QfARTNO.: 0000
BRIHOATE; 07-31-201S (I
mONE:

HWUIEH oopgopg opoodig!/HmUU

innnannnD ni imtiw

8.3.3. loAaroTtoBKa reHepatopa peHTreHOBCKOT0 U3Ily4YeHuns
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MoAroTOBUTL MOPTATUBHbIA FCHEPArop PEHTFeHOBCKOI0 U3NYyYEHUs UKW CTaHAAPTHbIA reHepaTop
PEHTIEHOBCKOr0 U3NyYeHns AN BO3AeiCTBUS.

8.3.4. OnpepgeneHne NOMOXKEHNS faTun”ca g1a CbeMKHN

MomecTUTb MHTpaopanbHblAi  AaTunk (NpeABapuTeslbHO MOMeCTUMB €ero B  OAHOPa30BblIi
TUTMEHNYECKNI YexXOon, 3aperncTpUpoBaHHbIA B YCTaHOB/IEHHOM MNOPsAAKE Ha Tepputopun
Poccuiickoii degepaynn) B POTOBYH MNOMOCTb MNauMeHTa TakKMM 006pasomM, 4TOObl HMXKHSASA
MIOCKOCTb AaTyunKa 6blna Hanpas/ieHa B CTOPOHY reHepaTopa PeHTreHOBCKOro M3/TyYyeHus.

8.3.5. 3anyck nporpammbl 4/19 CbeMKU
Korga fatumk Haxo4uTca Ha MecTe, HaxkaTb KHOMKY [Capture] (Cbemka) Ans 3anycka nporpaMsi
CbeMKW. Ha aTom 3Tane n3genve rotoBo K Noay4YeHU0 PEHTITeHOBCKOr0 U3/TyUYeHus.

KHonka HacTpoliku C”) B BepXHeM NpaBoM Yray nporpaMmMbl 418 CbeMKM
MOXXET UCNO0/b30BaThCA UCKNHOUYNTENBLHO a4MUHUCTPATOPOM. [10o1b30BaTENAM

3anpeLLaeTcs UCMo/b30BaTh 3Ty KHOMKY;
MpeaynpexaeHne
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8.3.6. OnucaHue cTaTyca: cTaTyc MHMop”3aunm n3gennsa nogeneH Ha 6 yposHe

State

M3nenne oTCYTCTBYET: YKasblBaeT Ha TO, YTO Kabesnb n3genns
OTK/THOYEH.

]

Slate
MHuunannsauuns: BoinonHeHne nHuymanusaymm nocne

noakntodeHna nigenms K NK. Korga ka6enb 0TKAOYEH, NOMNbITKA

COeANHEHNA BbINO/HAETCA TONbKO OAMNH pas.

nO,ﬂ,KﬂIOl-IEHOZ |/|HI/ILI.I/I8J'II/I38.LI,VIF| n3aennsa BbiNO/IHEHA HOPMaJlbHO.

FoToB K paboTe: Ecnn HaxaTb KHonky [Capture] (Cbemka), Korga
n3genve NOAKNKYEHO, 6yAeT NOYYEHO PEHTIEHOBCKOE
n306paxKeHue.

B npouecce: YKa3biBaeT Ha 3Tan Noay4YeHUs N306paxeHuns nocne
3aBepLUeHNs BO3AEACTBUA PEHTTEHOBCKOTO U3/yYeHNS.

OKOHYaHMe CbeMKM: N306paxkeHne NONyUYeHO HOpManbHO. Mpu
HaxkaTum kHonkn [Accept] (MpuHATL) NONyYeHHOE N306paxeHne
OyAeT nepefaHo B NporpaMMHoe obecneyeHune s paboThbl C
nsobpaxeHnamu (rainbow Image Viewer).

19
MHCTPYKUWNA no MPUMEHEHNIO
HA MEAVUWMHCKOE N3AENVE
[JaTunk HTpaopasbHbIN AeHTaNbHbIA LUM(POBOIA, BapnaHTbl ucnonHeHns: 10X1,10X2

@ 000 LWUPMI [5&7) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU {MevaTs komnakHvm «[ledTuym Ko., /ITa.»]
[MevaTs: KOpuanueckas komnaHms «3e Mct CyBoH», HoTapuyc CeoH Bae HamKyH]



8.3.7. Bo3fencTBme peHTreHOBCKOr0 U3nyyeHns

Korpga nsgenue cooTBeTCTBYHOLMM 06pa3oM pacnonoXKeHo B 061aCTU CbeMKM MauMeHTa U HaxaTa
kHonka [Capture] (Cbemka), u3genve roTOBO K MONMyYeHUO uK300paxeHuii. BospgeicTeue
PEHTITEHOBCKOr0 M3/y4YeHNs OCYLLECTBNAETCA NOC/e HACTPOMKM COOTBETCTBYIOLLMX NapaMeTpoB B
COOTBETCTBMM C COCTOSHUEM NaLMeHTa.

8.3.8. Mony4eHune n3obpaxeHns

N3o06paxeHune, NoNyYeHHOe OT U34enns, 0TobpaxkaeTcs Ha IKpaHe, Kak npeAcTaB/ieHo HUXKe. Korga
n3aenme COOTBETCTBYHOLL MM 06pa30M pacnonoXeHo B 061aCTV CbeMKM MaLMeHTa U HaXkaTa KHOMKa
[Capture] (Cbemka), n3genve rotoBo K NOAYYEHUIO U306paXKeHNn. Bo3gelicTBMe PEHTIEHOBCKOTO
N3NyYeHNs OCYLLeCTBNAETCA NOC/E HACTPONKM COOTBETCTBYHOLMX NapaMeTpoB B COOTBETCTBUM C
COCTOSIHMEM MaLMeHTa.

CaHUTapHO-TNTMEHNYECKNI NNaCTUKOBbI YeX0N NpefHa3HayeH A1s

04HOPa30BOro MCNONb30BAHUA 1 3aMEHSAETCA HOBbIM 15 KaXA0r0 nauneHTa.

Wcnonb3oBaTb CaHUTAPHO-TMTMEHNYECKUIA NIACTUKOBBIN Yexon,

3aperncTpupoBaHHbIil B Poccuiickoin ®efepalum B yCTaHOBNEHHOM NOPSAKE W

COOTBETCTBYHOL NI TpeboBaHMAM cTaHfapTa ISO 10993-1.

Bcerga nogaepxvsatb U3fenne B YNCTOTe BO M3bexaHne nonagaHuns
MpeaocTepexeHine yyopoaHbIX YacTuL,

Uexon gatumka npefHasHavyeH A4 3alnTbl, 4eXon He06X04MMO CHUMATb

nepes MCNob30BaHUEM..

PacnonoXuThb 4aTlLK Ha FreHepaTope PeHTrEeHOBCKOTO U3NyYeHUs TakuM

06pasom, YTOoObI OH TOYHO Obl/1 HaNpaB/ieH Ha AHO U34eNns.

Co610/4aTh 0CTOPOXHOCTL BO U3GeXaH1e NepeMelleHNs naLneHTa BO Bpems

NONyYeHNs N306paKEHNS.

Korpaa MHTpaopanbHblii JaTYMK pacnonoxeH B POTOBOM NONOCTY MaLMeHTa,
MpeAoCTEPeXEHNE 4606y 0 MO COBNIOAATL OCTOPOXKHOCT BO N36EXKAaHME NPUKYCHIBAHUS MK

y/apa usgenus.
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Ecnn HaxaTtb Ha kHonKy [Capture] (Cbemka), nsgenve 6yLeT roToBO K CbeMKE B TeueHue 3 MUHYT.
Mocne nonyyeHuns n3obpaxeHns nsgenve 6yaeTt rotoBo K pabote cHoBa. CHATOE M306paXkeHue
MOXeT ObITb NpeABapUTENbHO MPOCMOTPEHO MYTEM HaXaTus KHOMOK BNeBO/BNpaso. MonyyeHHoe
n300paxeHne MOXeT BbITb COXpaHEHO HaxaTuem KHonku [Accept] (MpuHATL) (B HeNpepbIBHOM
pPeXnMe CbeMKM COXPAHATCS BCE MOMyYeHHble N306paXKeHNS).

8.3.9. PerynupoBka npeaBapuTenbHO 3aaHHbIX NapameTpoB Ans 06paboTKu n3o0bpakeHns

Mony4yeHHble M306paXKeHMUA MOTYT ObiTb BblGpaHbl M3 MATU YPOBHEN (YMNbTPOB M306paxKeHUli B

COOTBETCTBMW C MPeLnoyYTeHNAMN Mob30BaTensd. 3HayeHMe No ymMonyaHuioo 3agaHo kak Default

(Mo ymonyaHuio), Npy¥ 3TOM MOXHO M3MEHUTb PE3KOCTb, Mepeknyascb Mexgy Smooth +
| (PasmbITne +) (Bneso) o Sharp - (Pe3kocTb +) (BNpaso).

MOXHO Bbl6paTb YpOBEHb (PUAbTPA Nepes CbeMKON M306paXKeHUs, a TakxXe U3MEHUTb PUALTP
N306paXKeHNss Mocne CbeMKU. B cn>'yae HEMpPEpbLIHOrO peXuma CbeMKU (PUALTP MOXET 6biTb
M3MEHEH UHAMBUAYANbHO Ha 3Tane NpeABapUTENbHOrO MPOCMOTPA, a M306paKeHNe MOXET ObiTb
COXPaHEHO Kak ecTb.

Mpumepbl N306paXkeHnid ¢ hnnbTpamu 06paboTKM NpeacTaBAEHbl HUXKE.
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Default Sharp

Sharp+

8.3.10. TlNpoBepKa KOHEYHOro N306paXkeHns

MOXHO MPOCMOTPETL MOyYEeHHOEe N306paXKeHVe MPU NOMOLLY NPOrpamMmbl paboTbl C NaLMeHTamu.
CoxpaHeHHOe un306paxeHne MOXeT OblTb OTpPefakTUPOBaHO C WUCMO/Mb30BaHNEM (YHKLMA,
MoALEPXKMBAEMbIX MNporpammoii paboTbl € nauueHTamu. CM. pPYKOBOACTBO MO/b30BaTeNs
nporpaMmMbl OTHOCUTESNIbHO AOMOMHUTENIbHON UH(OPMaL UK.
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SHIWFHBACTHRAR

TTTDODD  DDDODDDD
TIODNONN aprHia AV

®aKTMUYeCKUii 3KpaH Nosy4YeHHOro 1306 paXkeHns Nocse 3aBepLleHns CbeMKM
8.3.11. PyKOBOACTBO NO BO34ENCTBUIO PEHTFEHOBCKOIO U3NYyYeHUs

[l03a pPEeHTreHOBCKOr0 M3fly4yeHUs, HeobxoauMmas [N Hauydllero Kayectsa MONYYeHUS
n3o06paxKeHns, onpegenseTca cnefyowmnm obpasom:
¢ VICTOYHWK PEHTreHOBCKOTI0 M3/Ty4YeHUA: HanpsXXeHne Tpy6Ku, TOK Tpy6KKU, MOAY b TPYOKK
nT.Ao.
¢ SID (paccTosiHMe OT UCTOYHUKA 4O MPUEeMHUKA U300padKeHUsA): pacCTosHUe U3MepseTcs
mexay (OKYCHOM TOYKOW Ha PEeHTreHOBCKON TPyOKe UM MNPUEMHUKOM WU306paKeHMs
PEHTreHOBCKOW KacceTbl
¢ LleneBble 3y0Obl U TKaHK
¢ Bo3pacTt nauneHTa n NAOTHOCTb KOCTHOI TKaHW

[103a PEHTIeHOBCKOI0 M3/yUYeHNsi 0Ka3biBAeT BMSAHME Ha KAYeCTBO 1306paXeHUs. HegocTaTouHas
[103a YBENNUMBAET WYM M306paXeHus, fenas HeBO3MOXHbIM pasnunyeHune AeTtaneii. 1 Hao6oporT,
CNULIKOM BbICOKas 1032 CHUXAET pas/iMuyeHne B TEMHbIX 061acTsX.

[l03a PEHTreHOBCKOI0 W3NMyYeHWUs onpefenseTcs Ha OCHOBe HanpshkeHus Tpy6ku (KBn), Toka
Tpy6ku (MA) ¥ BpeMeHu BO3AeicTBMA. [apamMeTp BpeMeHW BO3AeWCTBUS AN [403bl MOXET
BapbMpPOBAThLCSA B 3aBUCMMOCTM OT reHepaTopa PEHTreHOBCKOro uanyyeHus. CM. TabnuLy Huxe

OTHOCWTE/IbHO PEKOMEHJO0BaHHOr0- BPEMEHW BO3[ENCTBUA PEHTreHOBCKOrO W3NyyYeHUs Ans
pasn4YHbIX 061acTei.
Ta6nwuua 3. MapameTpbl BO3AENCTBIS PEHTTEHOBCKOTO M3MYYEHNs 411 Pa3fIUUHbIX 06nacTeld

YcnoBus Bo3geincTeus 70 KB, 2 MA
SID 200 mm
MepefHve 3y6bl/pesLibl 600 mkIp
0,06-0,10 c
Monspbl 750 mKI'p
0,10-0,13 c

NHCTPYKLUWA MO NPUMEHEHWNIO 23
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SID: paccTosiHMe OT MUCTOYHUKA 40 NPUEMHMKA N300paxeHuns

Ycnosus BO34eACTBMA PEHTFEHOBCKOIO 131y4eHNS MOTYT GbiTb MU3MEHEHbI Ha
OCHOBE 3KCMepPTHOro MHeHMKS.
- Onsa 6onee KpynHOro TeNOCNOXEHNA: YBEIMUYNTL TOK UCTOUYHMKA Ha 25 %
I - Ana He60/bLWOro TeNOCNOXKEHNUSA YMEHBLINTL TOK MCTOYHMKA Ha 20 %
- Ans nayMeHTOB C afjleHTUen: yMeHbLNTb TOK MCTOYHMUKA Ha 20 %
MpegocTepexeHune [,03a PEHTTEHOBCKOT0 N3NyYeHNs, Heobxoaumas ans nonyyveHus
n306paxkeHns, MOXeT BapbUPOBaTbCS B 3aBUCUMOCTU OT UCTOUYHMKA

PEHTIEHOBCKOIO U3Ny4YeHNA N nyIOBI/II7I Opr)K&FOLLI,EVI Cpenbl.

9. MoTpe6UTeNnbCKUE CBOICTBA

M306paxkeHns ¢ BbICOKUM paspelleHnem Ha ocHoee CMOS

MoNHOCTbIO BNArocToikas/nbineHenpoHMLaeMasi KOHCTPY CUMA CO CTeNeHbIo 3alnThl

IP68

B Mopggepxka BLICOKOM CKOPOCTY Mepefaduin AaHHbIX C cnonbsosaHnem USB 2.0

TMBKNiA Kabenb, N3rOTOBAEHHbIN U3 CUNUKOHA

MpocTto ncnosb3osarts ¢ MK

NHTepdeiic TWAIN (cTaHgapT ANS YCTPOCTB NONYYEHMS N300paXKeHNIA)

10. TexHMYecKune xapakKTepucTukun

KOMMOHEHTHI

LLlar nukcensa
Pasmepsb! (LU x [ x B)
KonnuectBo nukcenei
AHanoro-yudpoBoi npeobpasosartesb
YacToTa CMeHbI KaZipoB
[vHaMnyeckunin fuanasoH
NHTepelic nepefayn faHHbIX
OnvHa kabena USB
HoMuHanbHbIe 3neKTpuYeckne
XapaKTepucTuKm

TemnepaTypa oKpy>atoLLeii cpefbl

OTHOCUTENbHAsA BNaXXHOCTb BO3ayXxa

ATmoOc(epHOe faBneHne
3alimTa OT NopaXeHnsa 3NeKTPUYECKUM
TOKOM

WHCTPYKUMA MO MPUMEHEHWIO
HA MEOANUMHCKOE U3AENNE

Tabnumua 4. Cneyundrkauma MHTPaopPaILHOro AaTumka

Cneuk®dBKauyms
10X1 HO X2
20 X 20 MKM
24 x 36,7 X 12,1 mm 29,1 x42,3 x 12,3 MM
1000x 1500 1280x 1801
12 6ut
1 kagp/c
70 pb
MapannensHas WnHa gaHHbIX (USB 2.0
20m

5 B nocTtosiHHOro Toka, 1 BA

Ot 10 °C po 30 °C (akcnnyaTtaumsa)
OT-20 °C po 60 °C (TpaHCnopTUpOBKa M XMaHeHue!
30-95 % (akcnnyartauus)
10-95 % (TpaHCNoOpTUPOBKA MU XpaHeHue’
700-1060 rMa

Pabouas yactb TUna B
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Knacc anekTpuyeckoro msgenus Ma

3awmnTa oT MPOHUKHOBEHUSA
WHOPOAHbIX BeLLecTB/BOAbI
YyscTBUTENbHAA Niowab (LWuprHa x
BbICOTA)
dyHKUMA nepegayum mogynauum (MTF)
npu 6,0 nap NMH./MM, He MeHee
KeaHToBas apdekTnBHOCTh (DQE) npu
2,5 nap nuH./mm 1 gose 0,53 mKIp, He 50%
MeHee

IP68
20 X30 mm 25,6 X36 MM

30%

HoMWHanbHbIE 3NeKTPUYECKME NapaMeTphl

Hanps)XeHne Ha BXoAe 1 yacToTa 5 B nocTosHHOro Toka, 50/60 Iy,

3alimnTa OT NOpaXKeHUs aNEKTPUYECKUM
TOKOM 1 paboyas 4acTb

MoTpebnsiemas MOLHOCTb 1+ 3% BA

HanpshkeHune (ot USB noprta) 5+5%B

Twun 1, cTeneHb 3awutol B

Tabnuua 5. PekomeHgoBaHHasa cneympukauns MK

KomnoHeHT Creumpukauns
MuHUManbHas PekoMeHJoBaHHas
OnepaunoHHas cucTeMa Microsoft Windows XP SP3 Microsoft Windows 7
(32 6uT) (32 6uT/64 61T)
Mpoueccop Core i5-3470 3,20 'y mnu BbIWwe
o3y 2T6 4T6
HakonuTenb Ha )XeCTKOM Auncke 10 '6 cBOGOAHOrO MPOCTPAHCTBA Ha XXECTKOM AUCKE
NHTepdeiic USB 2.0
. NVIDIA GeForce
VGA Video Memory 256 M6 GTX660 D5/1 6
PaspeLleHune 1920080 x 32 6ut/nunkcens

11. NHdopmaums no 3NeKTPOMarHMTHOW COBMECTUMOCTH
Tabnuua 6. 9NeKTPOMarHUTHOE U3NyYeHne

PekoMeHAaunm v 3asBneHne NponM3BoANTENSs —BNEKTPOMarHUTHOE N3NyYeHne
WHTpaopanbHbIii faTymK npegHasHayeH 415 NCMONb30BaHMA B 3/1IeKTPOMarHUTHOW cpeje,
ONMMCaHHOW HKe. 3aKa3ynK UM NoNb3oBaTeNb U3AENNS AOMKEH FapaHTMpPOBaTb, YTO U3fenmne
MCNonb3yeTcsa B TaKOW cpefe.

McnbiTaHus Ha nanyyeHne  CooTBETCTBUE JNieKTpoMarHuTHasa cpefa - peKkomeHgauum
VHTpaopanbHbIii JaTYMK UCNONb3YeT
pPafMoYacTOTHYH 3HEpPruto TONbKO ANs
BHYTPEHHEro yHKLUMOHMpPOoBaHMA. 0o 3ToiA

OMUCCUOHHOE M3NyYeHune
'pynna 1 Knacc A npmunHe ero pafnMo4acToTHOE U3NyUeHWe BNSETCA

CISPR 11 ‘
KpaliHe HU3KUM 1N Mafi0BEPOSITHO MOXKET Bbl3blBaThb
NHTEP(EPEHLMNIO B OTHOLIEHUN PacroOXEHHOTO
B6113K 060pyLOBaHMUA.
BosmyulatoLee 7
ywatouy Fpynna 1 Knacc A WNHTpaopanbHbIl aTUnK NOAXOAUT ANS
HanpsXeHne CETEBbLIX NCNoNb30BaHUA BO BCEX COOPYXEHUSAX, BKIOYas
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KNEMM BOOPYXXeHUS jas 6bITOBbIX HYX/ 1 NOATAIOYEHHbIE
CISPR 11
[FfapmoHKnyeckune
cocTaBfifoLLme Knacc A
IEC 61000-3-2
KonebaHusa Hanps>KeHns
IEC 61000-3-2

————————————————— L-----XANMWIXXYX Nivyxciidli VIV 1IN SNONOWYE 4NN
MCNOMb30BaHUS B NPOMbLULLIEHHbIX 30HaxX U 6onbHMLax (CISPR 11, knacc A). Ecam oHO
MCNONb3YETCA B XXUNbIX YCNOBUAX (AN5 KOTOPbIX, KakK npasuno, Tpebyetca CISPR 11, knacc B), aTo
06opyfoBaHMEe MOXET He 06ecrneynmBaTb COOTBETCTBYIOLLEN 3aLLNTbI OT U3NYyUEHNS
pafMoyacTOTHbIX CPeAcTB CBA3W. MM0/1b30BaTEN0 MOXKET NOTPe60BaTLCSA NPUHATL MEPbI MO
CHWXEHWIO, HanpumMmep CMeHa MECTOMOJIOXKEHNS UM OpUEeHTaUnmn n3genus.

CooTtBeTcTBYET

Tabnuua 7. YCTOUMBOCTb K 3M1EKTPOMArHUTHBLIM MOMeXam

PeKoMeHaLMmN 1 3aSBNeHIEe NPON3BOAUTENS - YCTONUMBOCTb K 31EKTPOMArHUTHLIM NOMeXam
NHTpaopanbHblil AaTUMK NpeaHa3HadveH AN UCNOMb30BaHWA B 9eK' TPOMAarHUTHON cpeae,
OMNMUCaHHOI HWXKe. 3aKa3uuK UM Nosb30BaTeNlb U3LENNs AOMKEH FrapaHTUPOBaTh, YTO
VHTpaopanbHblli AaTUYMK UCTONb3YETC.1 B TaKOW Cpee.

McnblTaHua Ha TecToBbli YpoBeHb D/leKTpoMarHmMTHasa cpeja -
YCTONUYMBOCTb ypoBeHb |IEC COOTBErCTBUA pekomeHaaLmnmn
60601

+8 KB paspsig npu i8 KB paspafs,  [Mon gonxeH 6biTh AEPEBAHHbIM,

OneKTpocTaTU4ec- MpsMOM KOHTaKTe ESET';E;MOM 69T0HHE'MEV'”V' MOKPbIT KEpaMUYeCKow
IEC 61000-4-2 BO3AYLLUHOM r 15 kKB paspaj B cMHTETUYECKUM MaTepuanom,
BO3A4YLIHOM OTHOCMTeNbHAasA BNaXHOCTb BO34yXa
3asope
3asope A0J/1KHa COCTaBNATb Kak MUHUMYM 30 %.

YCTOMYNBOCTL K
SMUCCUOHHBIM 3B/m 3B/m MHTpaopanbHblil AaT4nK NOAXOANT AN
Papno4acToTHelM 80 MIu-2,7 'y 80 MI'u-2,7 'y ncnonb3osaHus B NPoheccuoHanbHoI
3NEKTPOMArHnTHbIM 80 % AM npu 80 % AM npu  cpepge (061ast KOMMepUecKas Cpesa,
nonam 1kry 1Ky KIMHUKN U 60/bHNLbI)
IEC 61000-4-3
[MopTaTnBHOE U NepeHocHoe
pagnoyacToTHoe 060pyf0BaHMe CBA3M

YCT0iA4MBOCTb K BK/IOYas nepugepuyeckne yCTpoiicTsa,
nonsm ot HanpuUMep aHTeHHbIe Kabenn n BHeLHne
pacnonoxeHHoro 28 B/m makc. 28 B/M MaKC.  aHTeHHbl) JO/MKHO NCMONb30BATLCA Ha
B6/M3N 385-5785 MTI'ly B, 385-5785 MI'L B saccTosHun He MeHee 30 cm (12
6ecnpoBoOAHOr0 COOTBETCTBMMU C  COOTBETCTBUM C [OAMOB) A0 NHO6OIA YacTm
06opyaoBaHus Tabnuueii 6 Tabnuuen 6 WHTPaopasibHOro AaTumMKa, BKIYas
CBA3N Kabenu, yKasaHHble KOMMaHueii

IEC 61000-4-3 «[leHTNYM». B UHOM criyyae 370 MOXeT

BECTU K yXy[LleHUo paboumnx

XapaKTepUCTUK 060pyA0BaHUS.
BbiCTpble +2 KB Ana nuHuii - 2 kKB ana nuHuiA
3NIEKTPUYECKue 3NEKTPONUTAHUS  371eKTPONMUTAHNS
nepexoaHble il kKB ana nuHwnii KB ons nuHum
npoLecchbl nnn BBO/a/BblBOAA BBOZa/BbIBOJA

KaueCTBO CETW 3MeKTPONMUTAHUSA [LOMKHO
COOTBETCTBOBATb TUMOBOVA
KOMMEpYECKO nnm 60nbHUYHOI cpeae.
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|HacToTa

NMOBTOPEHMIA
100 kI'y,

il KB ot ninHumM K £\ KB OT NNHUK

K TMHNN

+2 KB o1 IMHWM Ha+2 KB OT NnHUn

Ha 3eM/i0

0,15-80 MT'y
6 B B ISM
AnanasoHax

mexgay 0,15 un

80 MI'y
(ISM) mexay 0,15 80% AM npu

1kly

JInHun
3NeKTPOnUTaHuns

n Bxogsuime/

3NEeKTPONUTAHMSA 1 BbIXOAALLME

NINHNN

0% ntT: 05

Mpu 0°, 45°, 90°
135°, 180°, 225°
270°1 315°

BCMNECKU YacrtoTta
61000-4-4 NMOBTOPEHMI
100 kl'y,
CKauku
MAHUN
HanpshKeHuns
IEC 61000-4-5
3eM/0
3B
0,15-80 MT'y
6 B B ananasoHax 3B
4acToT 4NA
NPOMbILLIEHHON,
YCTOMUYMBOCTb K HAYYHOW K
KOHAYKTUBHbIM MeLNLMHCKO
nomexam, annapartypbl
BbI3BAHHbIM
pagnoyactoTHeimm 1 80 My,
nonsgMun 80% AM npwu
IEC 61000-4-6 1kly,
JInHUM
Bxogsauiune/
BbIXOAALLME
MUHUK
0% uT: 0,5 ymkna ynkna
Hn;)nop()::i::m, Mpw 0°, 457, 90°,
KOPOTKME 135°, 180°, 225°,
270°n 315°
npepbiBaHNA 1
KonebaHus

Hanps>XeHnsa Bo
BXOAAWMX IMHUAX
3NeKTpoNnTaHnA
IEC 61000-4-11

LINKNOB

LLMKNIOB

KayecTBO CETMW 3NEKTPONUTaAHUA JOKHO
COOTBETCTBOBATb TUMOBOW
KOMMEepPYECcKoW unu 60nbLHNUYHOR cpeae.

HanpsyXeHHOCTb pagno4acToTHOro nons
B AnanasoHe yacTtoTt 150 k'y~80 My
JlOMKHa 6bITb HKe 3 B.

B cnyyae HeHOpManbLHOro
(YHKLMOHUPOBaAHUA MOTYT
noTpe6oBaTbLCS AOMNONHUTENbHbLIE MEPSI,
Hanpumep CMeHa OpMeHTaLUN Uan
MeCTOMNOJIOXEHNSA NHTPaOPaibHOro
JaTymka.

KauyecTBO CeTu 3f1eKTponuTaHuna LOMKHO
COOTBETCTBOBATbL TUMOBOM
KOMMEpPYECKOM nnm 601bHNYHON cpeje.
Ecnn nonb3oBatento Tpebyerca

0% uT; 1unknm 0% nT; 1unkn HenpepbiBHas paboTa BO Bpems
70 % uT; 25/30

170 % uT; 25/30 NpepbroaHns 3NeKTPONNTaHMS,

LMKNOB

PEKOMeHAYeTCst, YTo6bl ANs NMUTAHUSA

OpHa hasa: npu 0 OpfHa hasa: npu  M34enns NCNonb30BasiCA NCTOUYHNK
0% nT; 250/300 O

6ecnepeboitHoro nutaHua (LUBM) nnn

0 % nT; 250/300 akKymynaTopHasa 6atapes.

LMKNOB

12. PacwupoBKa CUMBONOB, NPUMEHSEMbIX B MApPKUPOBKE NOTPEOUTENLCKOW U

TPaHCMOPTHOW YyNaKoBKMU

YcnoBHOe
o603HauveHune

©

Tabnmua 8. CUMBO/bI 1 0603HAUEHMS

OnucaHune

O6paTUTbCA K MHCTPYKLUN, PYKOBOACTBY/BYKNETY

.I-I Pabouas yactb Tuna B B cooTBeTCTBUM CO cTaHAapTom IEC 60601-1.

NHCTPYKLMA no MPUMEHEHWIO
HA MEJVLVNHCKOE W3AENNE
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Heo6x041MmMo0 06paTUTbCA K MHCTPYKLMUAM MO MPUMEHEHWIO B OTHOLLIEHUU
BaXKHOW MH(hopMaL MK, a LUIMEHHO NpeaynpexXaeHnii N NpefocTePexXeHWiA.

OCTOpOoXHO! O6PATMTECH K MHCTPYKLIMM MO NPUMEHEHWIO

MbineHenpoHMLUaeMblii Kopnyc. 3awuTa oT NocneACTBMIA BPEMEHHOTO
norpy>eHus B Bogy. MoxeT Tpe6oBaTbCA MPUMEHEHME cneynpmKaLnm
3aKa3uymka 1 0cobblX UCNbITAHWUNA.

[laTa Npou3BoACTBa MEAMLIVHCKOTO U3AeNus.

Mpoun3BoANTENb MEAULUHCKOTO U3AENNS.

YNoNHOMOYeHHbI npeacTaBuTens B EC

KaTtanoxHblit HoMep

CepuiiHbIi HOMEp

CooTtBeTcTBUE eBpOﬂeVICKMM HOpPpMaMm

MpUMeHATb N0 Ha3HaYeHMIo Bpaya

npaBI/I]'IbHOG MONNOXKEHNE YNAaKOBKN aTon CTOpOHOI‘fl BBEPX.

Xpynkoe. O6pallaTbCs 0CTOPOXHO

C ynakoBKO HE06X0AMMO 06pallaThCsi C OCTOPOXXHOCThHO.

bepeub oT BNaru.

TemnepaTypHblii f1uanasoH

He yTunusmposatb ¢ 6bITOBBIMU OTXOAaMM
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13. BBog B akcnnyaTtaumuio, Texunyeckoc 06Cny>XmMBaHme n peMoHT

NHTpaopanbHblli gaTumK TpebyeT Ke TONbKO NPaBUIbHOTO 1CMO/b30BaHUS, HO TaKXe BU3yasibHOI
MPOBEPKM W PErynspHOro nepuoauyYeckoro KOHTPONS Mepef WCMOMb30BaHUEM. 3TU  Mepbl
MpeaocTOPOXXHOCTM NO3BONAIT U3AENNI0 (YHKLMOHWPOBATL HaAnexaluM 06pa3om, 6e30MacHo ¥
aphekTBHO. [lepes UCNoONb30BaHWEM W3Aenne HeoGXOAMMO NPOBEPUTL Ha  (U3NYECKUe
MoBpeXAeHUs U fedekTbl. B cnyyae NMoAo3peHUst Ha HEMCNPaBHOCTb HEOBGXOAMMO CBS3aThCS C
yNONHOMOUYEHHbLIM NpeAcTaBUTeNeM Npon3BoauTens B Poccuitickoin degepatuu.

1) MpoBepnTb Kabenb Ha OTCMIOEHUS, XPaHUTb Kabenb CKPYUYEHHbIM B KOMbLLO.

2) B cnyvae BO3HWKHOBEHWS HEUCMPABHOCTEl, HampuvMep reHepauun Temaa WAW OWKGKM
pacnosHaBaHWs  U34enMs  BO BPEMS  WCMOMb30BAaHMS, HEMEANIeHHO  MPeKpaTUThb
NCMOMb30BaHME  UM3[eNNs U CBA3aTbCA € YMOJHOMOYEHHbIM  MpefCcTaBUTENEM
npoussoanTens B Poccuiickoit ®egepauuu.

3) Wcnonb3oBaTb M3aenne B MecTe, He MOABEPXXEHHOM BO3AENCTBUIO BbICOKMX TEMMEpPATYp,
BEHTUNALMWK, CBETA, NbINN, CONEN U T.A.

4) He XpaHUTb U3aenve nog HakNoHOM 1 He NMoABepraThb yAapam.

5) He ucnonb3oBaTbh B MECTaxX XPaHeHMS XMMUYECKMX BELLECTB W/W ra3oB.

6) Mpu O4YNCTKE W3[4eNUs Crerka NpoTepeTb MOBEPXHOCTb MATKUM CYXUM OJHOPa30BbiM
MOMOTEHLEM.

MpW BO3HWKHOBEHWMW HENONALO0K 06pPaTUTHLOs K YMOMHOMOYEHHOMY NpPeAcTaBUTENO B POCCUIACKOIA

®epepaunn.
Tabnmua 9. KoHTponb nepes 1Ucnosib3osaHnem

Mepuog KOHTPOMbHbIA CNNCOK

e [Oatumk v MK nogkntoyeHbl COOTBETCTBYOLW MM 06pa3om?
E>XefiHeBHO e HanoBepxHOCTN MOAY/A AaTUMKA NPUCYTCTBYHOT NOBPEXAEHNA?

* [10BEPXHOCTb faTumKa U KpblLLKa YACTbIE?

* [lpucyTCTBYIOT NOBPEXEHNA N30NALUN Kabena?

5

EskeMecsyHo MprCyTCTBYIOT MOBPEXAEHNA KOHHEKTOPA Kabens (BTyI‘IKUVI).

e [lpucyTcTBYIOT NoBpeXaeHUA KOHHeKTopa USB, KOTOpbI NOAKAOYAETCA K

MnK?

* Hawun3obpaxeHnn NpUCYTCTBYIOT MOCTOAHHbIE AedeKTbI?

ExerogHo * [pucyTcTBYeT pasHuLa B APKOCTN M306paXKeHUs Npu OLMHAKOBOM

BO3/eiCTBUN PEHTITEHOBCKOr0 U3y4eHns?
14. Y cnosus TpaHCNOPTUPOBKN, XPAHEHUA M 3KCcnayaTaunmu

XpaHeHve. M3genns AomKHbI XPaHUTLCS B XOPOLLO MPOBETPUBAEMbIX MOMELLEHUsSX BAanuM OT
MCTOYHMKOB Temnna, COMHEYHbIX Nydyeld, MPSMOro BO3AEACTBMS WCTOYHWMKOB CBETA WM WAEHTUYHOIO
3NEKTPUYECKOr0 060pY0BaHUS.

TpaHcnopTUpoBaHWe. TpPaHCMOPTUPOBaHME W3feNUs, YMNakOBaHHOrO B TPAHCMOPTHYD Tapy,
OO/MKHO  OCYLLECTBNATLCS BCEMU  BWAAMM  KPbITbIX TPAHCMOPTHLIX CPEACTB  C  COGMIOAEHUEM
MPeAOCTOPOXKHOCTEN, yKazaHHbIX Ha TPaHCMOPTHON Tape, M B COOTBETCTBUM C MNpaBW/iaMu NePeBO3KY
rpy30B, [e/CTBYHOLLMMI Ha TPAHCTOPTe AaHHOMo BUAA.
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dkcnnyatauus. M3genus NpUMEHSAOTCS B MEAULMHCKMX YUYpexaeHWusx, B YCNOBUSX,
TpebyoWmX 3alnTbl PyK MeAULIMHCKOTO PpaBoTHMKA, 3aliMTHON OfleXAbl W 3alUTbl WUTOBUAHOM
Xenesbl N5 NauneHTa Npyu NCNONb30BaHUN U3AeNNS NO Ha3HAYEHMIO.

T . Ot 10 °C po 30 °C (akcnnyatayms)
eMnepaTypa okpyXaioLlen Cpeab! OT -20 °C po 60 °C (TpaHCNOPTUPOBKA W XPaHEHWE)
30-95 % (akcnnyataums)

OTHOCUTeNbHAA BNaXXHOCTb BO3ayXa 10-95 % (TpaHCI'IODTl/IpOBKa " xpaHeHme)

700-1060 rMa (skcnnyataumus, TpaHCNOPTMPOBKaA U
ATmMOc(epHoe faBneHme

XpaHeHwue)
15. [e3nHpeKumMa n o4ncTKa nsgenns
| Bcerga ounwaTb 3/1eKTPOHHbIE YacTU MOCAE OTKNOYEHUA NUTaHNS.
* He ncnonb3oBaTth 4719 OUMCTKN CXaTbli BO3AYX.

[MpeaynpexaeHe

WNHTpaopanbHbIl AaTyMK MCMOMb3yeTCs C O4HOPA30BbIM YeX/I0M, M MO3TOMY He MOABepraertcs
AE3NH(EeKL N, TONbKO OUYNCTKE.

OuuncTka:

1. B KayecTBe MOMOLLEr0 CpeAcTBa HEOOXOAMMO MCNOMb30BaTb 3TWUNOBLIA MW M30NPONMWIOBLIA
cnupt (70-90 %).

2. HeobxogmMmo TwaTteNlbHO 0OYMLWATb MOBEPXHOCTb YUCTOW TKaHb 6e3 Bopca M MOKLUM
cpeacTBoM. OuunuiaTh 4O yAaneHUs BUAUMbIX 3arpsasHeHuWin. MpoTupaTb 4YMCTON 6e3BOPCOBONA
0[HOPa30BOI TKaHbI A0 YAaneHns 0CTaTKOB MOKLLEr0 cpeacTBa. TuaTenbHO BbITUPATh €ro.

3. BbICYWUTb Ha BO3A4YyXe WM BPYYHYH C MOMOLLbIO OLHOPA30BON 6e3BOPCOBOW TKaHU (He
MCNOMb30BaTh MEXAHUYECKYHO CYLUKY.)

4. He ncnonb3oBaTb NOBTOPHO MCMO/Ib30BAHHYH OHOPA30BYH TKaHb.

5. MeHsTb pacTBOP NPW KaX O YNCTKE UAN NPU HANNYUWU BUAUMBIX 3arPA3HEHUA.

WHTpaopanbHbIA faT4ynK COOTBETCTBYET TpeboBaHMAM K cTeneHM 3awutbl IP68, HO ecnn OH
noABepraeTcsd BO3JENCTBMIO CnupTa B TEYEHWE [/IUTEeIbHOr0 BPEMEHM, 3TO MOXET BECTU K
HENCNPaBHOCTY U NOBPEXAeHWNI0 n3genus. Mo 3Toil NpuyYnHe nNocne BbITUPaHUA He06X0AMMO Kak
MO>XHO ObICTpee BbICYLLUTbL U3LeNue.

He ounuiatb CWU/TMKOHOBBIW Yexos, Kak onmcaHo BbMMe.
He ncnonb30BaTh XECTKWEe LWeTKU U CerﬁKVI, KOHUEHTPMPOBaHHbLIE KNCIOThI U

LLenoum.
[MpenynpexkaeHve
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16. YTunusauymsa

Mpu yTuAusaumm wusgenns M ero KOMMIEK3yHLWmnx Heobxoanmo cobngatb TpeboBaHUs
WHCTPYKLMI, NPUMEHUMbIX AN Poccuiickoin defepauuu.

MeguumHCcKe un3genns OO/MKHbI  YTUAN3NPOBATLCA B COOTBETCTBUM C MELULUHCKUMM
npoueaypamu, NPUHATLIMU B MEANLMHCKUX YUPEXKAEHUAX, N MECTHBIMU, FTOCYAAPCTBEHHLIMU UK
(befiepasibHbIMN HOpPMaTUBaMMU.

MeguumnHckoe wusgenve «[atymk WMHTpPaopasbHbli  AeHTaNbHbIl  LUU(MPOBOA, BapuaHTbl
ucnonHeHmsa: 10X1, 10X2» He MOXeT YTUIN3MPOBATLCA COBMECTHO C TBEPAbIMU ObITOBbIMU
0TX04amMu W [O/DKHO YTUAU3UPOBATbCA OTAENbHO KakK MPOMbILUNEHHbIA OTX0[ COrnacHo
(hefepanbHOMY U pervoHanbHOMY  3aKOHOAATeNbCTBY. MeAWUMHCKOe U3fenne, KOTOpoe
Heo6XoAnUMO YTWUIN3UPOBATbL, MepefaeTcs B CNeuuann3MpoBaHHY KOMMaHWio, WUMEHLLYH0
NNLEH3NI0 Ha laHHbIN BU[, feATeNIbHOCTH.

OpHOpa3oBble TMIMEHNYECKME YeX/ibl B 3aBUCMMOCTW OT CTEMEHW WX 3MUAEMUONOTNYECKOW,
TOKCUKONOTMYECKON W pafuaLMOHHON ONacHOCTW OTHOCATCA K 3MWAEMMUONOTUYECKU ONAacHbIM
MeAWLUMHCKUM 0TXO0faM: Matepuanbl U MHCTPYMEHTbI, NPefMeTbl, 3arpA3HEHHbIe KPOBbIO, U/Mnu
APYTUMUN 6BUONOTNYECKUMU KUAKOCTAMMN.

MMocne ncnonb30BaHUA YeX/bl MOMELLAKOT B CrieunanbHble NakeTbl 4NA MeAULUHCKNX OTX040B,
pasfnnyaroLinecs no LBeTy B 3aBUCMMOCTM OT K/iacCa OMacHOCTU OTXOZO0B (Hanpumep >Xentoro
useta). llocne 3anonHeHus He 6onee 4Yem Ha % yacTM o06bema, MNaKeTbl 3aBA3bLIBAOT C
NCNO/b30BaHNEM CTHXKEK U TPaHCNOPTUPYIOT K MECTy BPeMEHHOro xpaHeHus. TpaHCnopTUpoBKa
Mycopa W3 Y4YpexAeHWid K MecTy YTUIM3aLuuMu OCYLLeCTBAAeTCA Chneunanm3npoBaHHbIMU
KOMMaHnAMMU.

MoTpebuTenbckas ynakoBka, 6OpakoBaHHble W34eNUs W HeUCcrnonb30BaHHblE U3Lenus ¢
MCTEKLW MM CPOKOM TOLHOCTM OTHOCATCA K 3NUAEMMUONIOTMYECKU 6e30MacHbLIM  OTX04am,
NPUBANXEHHBIM MO COCTaBy K TBEPAbIM 6bITOBbIM 0TX0f4am (TBO).

YTunusauma usgenuid  Jo/KHa  OCYLLecTBAATbCA B COOTBETCTBUM C  TpebGoBaHMAMYU
3aKoHOJaTe/IbCTBa M HOPMATUBHbLIX LJOKYMEHTOB MO YTUAM3ALMM MPOAYKLUW, NMPUHATLIX B CTpaHe
NPYMeHeHNa MefULMHCKOT0 U3fenus.

17. TapaHTWIiHbI CPOK N CPOK CNYXKO6bI

CpOK FrofIHOCTMW N8 JaHHOTO BUAA U3AeNns He NPeaycMOTPEH.
apaHTWIHbIV CPOK MEeAMLIMHCKOTO U3Aenns CoCTaBnseT 2 rofa nocne yCTaHOBKW.

A 18. FapaHTuKiiHbIe 0653aTeNbCTBA

Mpou3BoANTENb FapaHTUPYET NOKyNaTento, YTo U3genme He MMeeT Aed)eKTOB MaTepuanos u paboT
B HOPMasibHbIX YCNOBUAX 3KCM/yaTalum, a Tak)Ke rapaHTUpyeT 06CNy>KMBaHNE B TEYEHUE OJHOTO
rofa nocne NoKynku MHTPaopanbHOro AatuynKa U BCoMoraTe/lbHbiX NPUCNOCo6neHnid. FapaHTus
Ha n3genune AeNCTBYET TONbKO B C/lyyae KOPPEKTHOrO MCMOMb30BaHWS U3fenus nokynateneM. B
TeueHWe nepuoaa [eNCTBUS rapaHTUKM YMOMHOMOYEHHbI NpeacTaBUTeNb MPOM3BOAUTENS Ha
TeppuTopun Poccuiickoii defepalnm 0653yeTcs BbINMONHUTL GECMNATHLIA PEMOHT WK 3aMeHy
AeeKTHbIX YacTeli n3genus. Tem He MeHee, ecnv ByaeT onpeaeneHo, YTo YCNOBUS rapaHTUM He
NPUMeEHSIOTCS, NOKyNaTeNb JO/KEH 0NNaTu3b BCe AeTaNnu, 3aTpaThl Ha TPAHCMOPTUPOBKY 1 PaboThbl
M0 PEMOHTY.

Mpu o6palleHMn No rapaHTUU Heo6X0AMMO NpeaoCTaBUTb rapaHTWiiHOe 0653aTeNbCTBO
YyNONHOMOYEHHOMY MpPeACcTaBUTENO MPOU3BOANTENS HA TEPPUTOPKUM Poccuitickoil degepaumu.

BecnnaTHOe rapaHTUitHOe 06CNYXMBaHWE He NPeAoCTaBNseTcs B CNefyoUWnx cydasx:

31
MHCTPYKUMA MO NPUMEHEHUIO
HA MEAVLIVMHCKOE WU3OENVE
[aTunk nHTpaopanbHbIii feHTaNbHBIA LWMGPOBOIA, BapnaHTbl NCnonHeHus: KO X 1,10X2

& 000 LIUPMM @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU [MeyaTb KoMNaHum «eHTnym Ko.. 1T4.»]
[MevaTsb: FOpugmnyeckas komnaHus «3e Vet CyBoH», HoTapuyc CeoH Bae HamKyH]



1) [JedexkTbl WX NOBPEXAEHUA B CBA3W C HECYACTHbIM  CAy4Yaem, HernpaBU/IbHbIM
MCMONb30BaHNEM, HEHOPMalbHbIM  WCMO/Mb30BAHWEM, HeEHOPMasbHbIMU  YCNOBUAMMU,
HenpasW/IbHbIM XPaHEHNEM B CBA3MN C NPEHEOPEXUTENbHLIM OTHOLLIEHWEM M0/1b30BATENS.

2)  MoBpexzeHns 1 yuiep6, BbI3BaHHbIE BHEWHUMW NPUUYMHAMU, HANPUMEpP CTOSIKHOBEHMEM C
npegmeTamu, MoXapom, HaBOAHEHWEM, necyaHol Oypei, 3eMnei, LUTOPMOM, MONHUEN,
3eMNeTpACeHNeM, MOrofHbLIMUN YCNOBUAMMU.

3) MoBpexpgeHus n ywepb, Bbl3BaHHble HeEMPaBW/bHBIMU WCNbITAHUAMM, 3KCMyaTauuen,
TEXHUYECKUM 06CNYyXMBaHWEM, YCTaHOBKOW, O6CNYyXWBaHWEM WX PeryinpoBKOi, He
NpeAoCTaBNEHHON NN He YTBEPXAEHHON NPOU3BOAUTENEM.

4)  [etekTbl WAM  NOBPEXAEHWSA, Bbl3BaHHblE WUFHOPUPOBAHMEM  MNpPefyNpexaeHnin B
PYKOBOZCTBE N0/b30BaTeNia (MHCTPYKLUM NO NPUMEHEHNIO)

Mpu obpatleHnmn no rapaHTUM Heo6Xo4MMO 3anoHUTL CNeAYIOL Y0 opMy:

HanmeHoBaHMe VIHTpaopanbHblii Wudop(maums Onokynatene
TTT TTT (w3obl WTTATHL hopmy)
Mokynatenb
ATaw kpgasogwa
1 W KA a Anpec
KoHTakTHas
Mepuofg rapaHTuu
PVIOA Tap NH(opmaymns

19. MepeyeHb MeXAYHAPOAHbIX CTaHApTOB, KOTOPbIM COOTBETCTBYET MeAULMHCKOE N3aenne

EN ISO 13485-2016, EN ISO 14971-2012, EN 60601-1-2006, EN 60601-1-6-2010, IEC
60529-2013, EN 60601-1-2-2015, EN 62304-2006, EN IEC 62366-1-2015, EN 1SO 15223-1-2016,
EN 1041-2008, EN I1SO 14155-2011, MEDDEV 2.4/1 Peg. 9, 2010; MEDDEYV 2.7/1, Pea. 4,2016;
MEDDEV 2.12/1, Pea. 8, 2013; MEDDEV 2.12/2, Pepa. 2, 2012; AvpekTusa 1993.
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Ne 405, 123, Bopng kan-po, (Ten.) (031)211-1411-3

WoHrToH-ry, CyBoH-cu, KeHru-ao, IOPP1ANYECKASA KOMIMAHUNSA (dakc) (031)211-1416
(BoHYOH-0H 83-23) «3E CT CYBOH»
[Popma Ne 43]

PerncTpaunoHHbii Homep: 2021 - 2072

HOTAPVAJIbHOE CBUAETE/IbCTBO

v CaH By (Lee Sang Woo),

noBepeHHbI KO Yx3-X0H, npe3naeHTa n reHepanbHoro anpektopa «AeHtnym Ko., /1T4.»,
NIMYHO SIBUBLUMICS KO MHE, NPU3HaN yKa3aHHY0

noAnuch OBEPUTENA Ha NpUiaraeMom ceptTuukate (MHCTPYKLUSA N0 NPUMEHEHUIO MEAULNHCKNX
n3gennii 10X1,10X2).

HacTosawmm 3aceugeTenscTBoBaHo 23 ntong 2021 r. B HOTapuanbHON KOHTOpe.

HanmeHoBaHMe HOTapmnanbHOW KOHTOPbI

HPNONYECKAA KOMMAHWNA «3E NCT CYBOH»
OTHocuTcH K Mpokypatype okpyra CyBoH

Afpec KOHTOpSI

Ne 405, 123, Bopng kan-po, MloHrtoH-ry, CyBoH-cu, Kenru-go, Kopes

Inodnuchl
Mognuck HoTapuyca

CEOH BAE HAMKYH (SEONG BAE NAMKUNG)

[MeyvaTs'. KOpuanueckas komnaHusa «3e Vict CyBoH», HoTapuyc CeoH bae HamkyH]
[MevaTb: KOpungnueckas komnaHus «3e Nct CyBoH», HoTapmyc CeoH Bae HamkyH]

HacTtoswwan HoTapuanbHas KOHTOpa ynosHoMmovyeHa MUHUCTpoM toctuunm Pecnybnuku Kopes
npefocTaBATL HOTapuanbHble yenyru ¢ 07 despans 2020 r. B COOTBETCTBMM € 3aKOHOM Ne 138.

2lo mm X 297 mm
(BnaHk ¢ 3awumToid) (1 kateropms) 70 r/m®
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AMNOCTUNDb
(Faarckas KoHBeHUMA 0T 5 okTA6pa 1961 r.)

1 CrpaHa: Pecnybnuka Kopes
HacToawmin opuumanbHblii JOKYMEHT
2. nognucaH CEOH BAE HAMKYH,
. BbICTYNaW)WwmM B Ka4eCcTBe HOTapUyca,
4. CKPenneH peggspio/iiTamnom FOPUAMUYECKOM KOMMAHUU «3E UCT CYBOH»

Y OCTOBEPEHO
5 BCeyne 6. 26.07.2021 T.
7. MWHNCTEPCTBOM OCTULMUN
8. 3aNexXA2021T2FV6AH
9. Meyvartb/wTamn: 0. MNognuce:

Inodnucbl
CoH Xu (Song Hee)

[MeyaTs-. MMHUCTEPCTBO KOCTULN * PECMNYBNNKA KOPESA [epb Pecnybnnkn Kopes]]
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MepeBog faHHOr0O TeKCcTa BbIMOMHEH NepeBofUYMKOM CMPOTKMHON Mapueii OneroBHoN

Poccuitickasa degepauuns
["opoa MockBsa
TpeTbero ceHTAOPSA fBe ThicAYM ABafLaTb Nepsoro roga

A, PeGpuHa EneHa QMUTpPUEBHA, BPEMEHHO MCMOMHsOWAs 06513aHHOCTU HOTapuyca ropoga

MockBbl AknmMoBa [neba bopucosuya, CBUAETENLCTBYH MOAIMHHOCTbL MOAMNUCK MNepeBOAYMKa
CupoTKMHON Mapuun OnerosHsl.

[Moanuck caenaHa B MOEM NPUCYTCTBUN.
JInyHoCcTb nognucasLlero JOKYMeHT yCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: M 77/09 - H/77 - 2021 -
YnnayeHo 3a coBepLieHne HOTapuanbHoro geicTaus: 400 py6. 00 kon.

NnoAarinCb

T ft[S60BJ4 neHeTb- E.[. PebpuHa
HoTapuyca r.MockBbl

AkundaoBa IN-b-

MpoLuHypoBaHO, NPOHYMEPOBAHO
1 CKpensieHo nevyaTbio JnCmQ".-0".

BPWNO HoTapwuyca:

Poccuiickan descpiinHs
["opo;| Mocksa

/\BPEMEHHO MCMO/HAIOLLIAA
1 Aknmosa IMeba bopucosnya,
> KoL/ b.MKCTaB/IEHHOI 0 MHe IOKyMelrra.

L. PebpuHa
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