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1 About this guide

Convention in this guide

This user guide uses various symbols to highlight important information so as to ensure
correct usage, prevent injury to the user and others, and prevent property damage. The
meanings of the symbols used are described below.

/\ WARNING

The WARNING symbol indicates information that, if ignored, could result in medium risk of
personal injury.

/\ CAUTION

The CAUTION symbol indicates safety information that, if ignored, could result in slight risk
of personal injury, property damage or damage to the system.

Q- Tes

The TIPS symbol indicates hints, tips and additional information for optimal operation of
the system.

2 Introduction and overview

2.1 Intended use

The i500 system is a dental 3D scanner intended to be used to digitally record
topographical characteristics of teeth and surrounding tissues. The i500 system produces
3D scans for use in computer-assisted design and manufacturing of dental restorations

2.2 Indication for use

The i500 system should be used on patients who require 3D scanning for dental
treatments such as:

. Single custom abutment
. Inlays & Onlays

. Single Crown

- Veneer

. 3 Unit Implant Bridge

. Up to 5 Unit Bridge

. Orthodontics

. Implant Guide

. Diagnosis Model
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2.3 Contraindications

The i500 system is not intended to be used to create images of the internal structure of
teeth or the supporting skeletal structure.

The 1500 system is not intended to be used for cases with more than four (4) subsequent
edentulous tooth positions.

2.4 Qualifications of the operating user

The i500 system is designed for use by persons with professional knowledge in dentistry
and dental laboratory technology.

The user of i500 system is solely responsible for determining whether or not this device
is suitable for a particular patient case and circumstances.

The user is solely responsible for the accuracy, completeness and adequacy of all data
entered into i500 system and the provided software. The user has to check the
correctness and accuracy of the results and to assess each individual case.

The 1500 system must be used in accordance with its accompanying user guide.
Improper use or handling of the i500 system will void its warranty, if any. If you require
additional information on the proper use of the 500 system, please contact your local
distributor.

The user is not allowed to modify the i500 system.

2.5 Symbol
No Symbol Description
01 The serial number of the object
02 @ Date of manufacture
03 u Manufacturer
04 A Caution
05 A Warning
06 & Instruction for User Manual
07 c € The official mark of Europe Certificate
08 Authorized representative in the European Community
09 Type of applied part
10 E WEEE Mark
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2 Introduction and overview

11 B( only Prescription use (U.S)

12 MET mark

13 ~— AC

14 === DC

15 9 Protective Earth (ground)

2.6 i500 Components Overview

No Item Qty Appearance
01 i500 Handpiece + Power Hub lea é i
@
02 i500 Handpiece Cover lea
J—
03 Reusable Tip 4ea
04 Calibration Tool lea )
05 Desktop Cradle lea \
06 Wall Mount Holder lea '
07 USB 3.0 Cable lea m
N
08  Medical Adapter + Power Cord lset 8
09 USB Memory~(|‘3(e-loaded with lea -
image acquisition software) &
10 User Guide lea -
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2.7 Setting up the i500

2.7.1 Basic settings of i500

(@ Connect the USB 3.0 Cable @ Connect Medical Adapter

to the Power Hub =

N
o
3 Connect Power Cord @ Connect Power Cord
to the Medical Adapter to a Power Source

P Ary

Per MU s P
www.nevacert.ru | info@nevacert.ru

to the Power Hub «

&
A

(® Connect the USB 3.0
Cable to the PC

~1._ 8|
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2 Introduction and overview

Q Turn on the i500

Press the power button of i500. Wait until the USB connection indicator turns
blue

I

>

A

Q Turn off i500

Press and hold the power button of i500 for 3 seconds

2.7.2  Placing on Desktop Cradle 2.7.3 Installation of Wall Mount Holder

_ JERAN 4 “ .

3 Image Acquisition Software Overview
3.1 Introduction

The image acquisition software provides a user-friendly working interface to digitally
record topographical characteristics of teeth and surrounding tissues using the i500
system.
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3.2 Installation
3.2.1 System Requirement

Laptop Desktop
CPU Above Intel Core i7-8750H Above Intel Core i7-8700K
RAM Above 16 GB Above 16 GB
Graphic Above Nvidia Geforce GTX 1060 Above Nvidia Geforce GTX 1060
0s Window 10 64 bit

Q Use PC and monitor certified IEC 60950, IEC 55032, IEC 55024

3.2.2 Installation Guide

@ Run Medit_iScan_X.X.X.X.exe @ Select the setup language then click “Next”
neol? [ " Medit 7Scan

‘Selec the setup language:
Englsh (United States)

.
=
3 Select the installation path @ Read the “License Agreement” carefull
before checking “I agree to the License ~
then click Install
| e —1
Medit 7Scan Medit 7Scan

L]

You must agree to the Licensa terms and contions before
you can instal Mecit Scan.

11 agree to the License terms and conditons. " Lagree 1o the License terms and condiions.

+INSTALL +INSTALL

Intraoral Scanner i500




3 Image Acquisition Software Overview

® It may take up to several minutes ® After installation is completed, we

to finish the recommended recommend restarting the PC to ensure
installation process. Please do not optimal program operation.
shut down the PC until installation
is completed.
] )
Medit 7Scan Medit 7Scan
s v il the S Wi sl W 5 e

@ If the scanner is connected, please disconnect the scanner from the PC by removing
the USB cable.

@ Please disconnect the cable from PC!

4 Maintenance

/\ CAUTION

. Equipment maintenance should only be carried out by a MEDIT employee or a MEDIT-
certified company or personnel.

. In general, users will not need to perform maintenance work on the i500 system besides
calibration, cleaning and sterilization. Preventive inspections and other regular
maintenance are not required.

4.1 Calibration

The calibration process is essential in producing precise 3D models.
You should perform the calibration process periodically.
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Calibration is required when:

= The quality of the 3D model is not reliable or accurate as compared to previous results.
= Environmental conditions such as temperature has changed.
= Calibration period has expired.
You can set the calibration period as detailed in Menu > Settings > Calibration
Period(Days)
Q The calibration panel is a delicate component. Do not touch the panel directly.
" Should the calibration process not be performing properly, check the panel. If the
calibration panel is contaminated, please contact your service provider.
Q We recommend performing the calibration process periodically.
" You can set the calibration period via Menu > Settings > Calibration Period(Days).
The default calibration period is set to 14 days.

How to calibrate the i500

. Turn on the i500 and launch the image acquisition software.

. Run Calibration Wizard from Menu > Settings > Calibration

. Prepare the Calibration Tool and the i500 handpiece.

. Turn the dial of the calibration tool to the position © 1

. Put the handpiece into the calibration tool.

. Click “Next” to start the calibration process.

. When the calibration tool is mounted in the correct position, the system will
automatically acquire the data at position (71

. When data acquisition is completed at position ©°1°7 , turn the dial to the next position.

. Repeat the steps for positions (727 ~ 7@ and the (LAST position.

. When data acquisition is completed at the (LAST position, the system will automatically
calculate and show the calibration results.

4.2 Cleaning, Disinfection, Sterilization Procedure

4.2.1 Reusable tip

The reusable tip is the part which is inserted into the patient’s mouth during scanning.
The tip is reusable for a limited number of times, but needs to be cleaned and sterilized
between patients to avoid cross-contamination.

= The tip should be cleaned manually using disinfecting solution. After cleaning and
disinfection, inspect the mirror inside the tip to ensure that there are no stains or
smudges.

*  Repeat the cleaning and disinfection process if necessary.

Intraoral Scanner i500 11
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Carefully dry the mirror using a paper towel.

= Insert the tip into a paper sterilization pouch and seal it, making sure that it is airtight.
Use either a self-adhesive or heat-sealed pouch.

= Sterilize the wrapped tip in an autoclave with the following conditions:
» At 121°C(249.8°F) for 30 minutes, and 15 minutes drying period

= Use an autoclave program that dries the wrapped tip before opening the autoclave.

/\ CAUTION

= The mirror found in the tip is a delicate optical component which should be handled
with care to ensure optimal scan quality. Be careful not to scratch or smudge it as any
damage or blemishes may affect the data acquired.

= Make sure to always wrap the tip before autoclaving. If you autoclave an exposed tip,
this will cause stains on the mirror which cannot be removed. Check the autoclave
manual for more information.

= New tips need to be cleaned and sterilized / autoclaved before their first use.

= Scanner tips can be re-sterilized up to 20 times and must thereafter be disposed as
described in the section on disposal (4.3).

= Medit will not be responsible for any damage including distortion, blackening etc.

4.2.2 Mirror

The presence of impurities or smudges on the tip mirror may lead to poor scan quality

and an overall poor scanning experience. In such a situation, you should clean the mirror

following the steps below:

= Disconnect the scanner tip from the i500 handpiece.

= Pour alcohol on a clean cloth or cotton-tipped swab and wipe the mirror. Make sure to
use alcohol that is free of impurities which may stain the mirror. You can use either
ethanol or propanol (ethyl-/propyl alcohol).

= Wipe the mirror dry using a dry, lint-free cloth.

= Make sure the mirror is free of dust and fibers. Repeat the cleaning process if necessary.

4.2.3 Handpiece

After treatment, clean and disinfect all other surfaces of the handpiece except for the
scanner front (optical window) and end (air vent hole).

Cleaning and disinfecting must be done with the device turned off. Use the device only
after it is completely dry.

Recommended cleaning and disinfecting solution:

Denatured alcohol (aka. ethyl alcohol or ethanol) - typically 60-70% Alc/Vol.

The general cleaning and disinfecting procedure is as follows:

= Turn off the device using the power button.
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= Unplug all cables from the power hub.

= Attach the handpiece cover to the front of the scanner.

= Pour the disinfectant onto a soft, lint-free and non abrasive cloth.

= Wipe the scanner surface with the cloth.

= Dry the surface with a dry and clean, lint-free and non-abrasive cloth.

/\ CAUTION

= Do not clean the handpiece when the device is turned on as the fluid may enter the
scanner and cause a malfunction.
= Use the device after it is completely dry.

/\ CAUTION

»  Chemical cracks may appear if improper cleaning and disinfecting solutions are used
during cleaning,

4.2.4 Other components

= Pour the cleaning and disinfecting solution onto a soft, lint-free and non-abrasive cloth.
= Wipe the component surface with the cloth.
= Dry the surface with a dry and clean, lint-free and non-abrasive cloth.

/\ CAUTION
= Chemical cracks may appear if improper cleaning solution is used during cleaning.

4.3 Disposal

CAUTION
= The scanner tip must be sterilized before disposal.
= Sterilize the tip as described in section 4.2.1.
= Dispose the scanner tip as you would any other clinical waste.
= Other components are designed to conform with the following directives:
» RoHS, Restriction of the Use of Certain Hazardous Substances in Electrical and
Electronic Equipment. (2011/65/EU)
» WEEE, Waste Electrical and Electronic Equipment Directive. (2012/19/EU)

4.4 Updates to Image Acquisition Software

The image acquisition software automatically checks for updates when the software is in
operation.

If there is a new version of the software being released, the system will automatically
download it.

Intraoral Scanner i500 13
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5 Safety Guide

Please adhere to all the safety precautions as detailed in this user guide to prevent
human injury and equipment damage. This document uses the words WARNING and
CAUTION when highlighting precautionary messages.

Carefully read and understand the guidelines, including all precautionary messages as
prefaced by the words WARNING and CAUTION. To avoid bodily injury or equipment
damage, make sure to adhere strictly to the safety guidelines. All instructions and
precautions as specified in the Safety Guide must be observed to ensure proper
functionality of the system and personal safety.

The i500 system should only be operated by dental professionals and technicians who
are trained to use the system. Using the i500 system for any purpose other than its
intended usage as outlined in section "2.1 Intended Use" may result in injury or damage
to the equipment. Please handle the i500 system according to the guidelines in the safety
guide.

5.1 System Basics

/\ CAUTION

= The USB 3.0 cable connector to the Power Hub is the same as a regular USB cable
connector. However, the device may not operate normally unless a regular 3.0 USB
cable is used with the i500.

= The connector provided by the Power Hub is designed specifically for the i500 and
should not be used with any other device.

= If the product has been stored in a cold environment, give it time to adjust to the
temperature of the environment before use. If used immediately, condensation may
occur which may damage the electronic parts inside the unit.

= Ensure that all components provided are free from physical damage. Safety cannot be
guaranteed if there is any physical damage to the unit.

= Before using the system, check that there are no issues such as physical damage, loose
parts, and wear and tear. If there is any visible damage, do not use the product and
contact the manufacturer or your local representative.

= Check the i500 body and its accessories for any sharp edges.

= When not in use, the i500 should be kept mounted on a desk stand or wall mount stand.

= Do notinstall the desk stand on an inclined surface.

= Do not place any object on the 500 body.

= Do not place the i500 on any heated or wet surface.

= Do not block the air vents located at the rear of the i500 system. If the equipment
overheats, the i500 system may malfunction or stop working.

= Do not spill any liquid on the i500.

= Do not pull or bend the cable connected to the i500.

= Carefully arrange all cables so that you or your patient do not trip or get caught in the
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cable. Any pulling tension on the cables may cause damage to the i500.

= Always place the power cord of the i500 system in an easily accessible location.

= Always keep an eye on the product and your patient while using the product to check
for abnormalities.

= If you drop the i500 tip on the floor, do not attempt to reuse it. Discard the tip
immediately as there is a risk that the mirror attached to the tip may have been
dislodged.

= Due to its fragile nature, i500 tips should be handled with care. To prevent damage to
the tip and its internal mirror, be careful to avoid contact with a patient’s teeth or
restorations.

= Ifthei500 is dropped on the floor or if the unit is impacted, it must be calibrated before
use. If the instrument is unable to connect to the software, consult the manufacturer or
authorized resellers.

= If the equipment fails to operate normally, such as having issues with accuracy, stop
using the product and contact the manufacturer or authorized resellers.

= Install and use only approved programs to ensure proper functionality of the 500
system.

5.2 Proper Training

/\ WARNING

= Before using your i500 system on patients:

= You should have been trained to use the system, or you should have read and fully
understood this user guide.

= You should be familiar with the safe use of the i500 system as detailed in this user guide.

= Before use or after changing any settings, the user should check that the live image is
displayed properly in the camera preview window of the program.

5.3 In Case of Equipment Failure

/\ WARNING

= Ifyouri500 system is not working properly, or if you suspect that there is a problem with
the equipment:

= Remove the device from the patient and discontinue use immediately.

= Disconnect the device from the PC and check for errors.

= Contact the manufacturer or authorized resellers.

= Modifications to the i500 system are prohibited by law as they may compromise the
safety of the user, patient or a third party.

5.4 Hygiene
/\ WARNING

For clean working conditions and patient safety, ALWAYS wear clean surgical gloves when:

Intraoral Scanner i500
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5 Safety Guide

Handling and replacing the tip.
Using the i500 on patients.
Touching the i500 system.

The i500’s main unit and its optical window should be kept clean at all times.
Before using the i500 on a patient, be sure to:

5.5

Disinfect the 500 system
Use a sterilized tip

Electrical Safety

/\ WARNING

The i500 system is a Class 1 device.

To prevent electric shock, the i500 system must only be connected to a power source
with a protective earth connection. If you are unable to insert the i500-supplied plug
into the main outlet, contact a qualified electrician to replace the plug or outlet. Do not
try to circumvent these safety guidelines.

The i500 system only uses RF energy internally. The amount of RF radiation is low and
does not interfere with surrounding electromagnetic radiation.

There is a risk of electric shock if you attempt to access the inside of the i500 system.
Only qualified service personnel should access the system.

Do not connect the i500 system to a regular power strip or extension cord as these
connections are not as safe as grounded outlets. Failure to adhere to these safety
guidelines may result in the following hazards:

The total short circuit current of all connected equipment may exceed the limit specified
in EN / IEC 60601-1.

The impedance of the ground connection may exceed the limit specified in EN / IEC
60601-1.

Do not place liquids such as beverages near the i500 system and avoid spilling liquid on
the system.

Condensation due to changes in temperature or humidity can cause moisture buildup
inside the i500 unit, which may damage the system. Before connecting the i500 system
to a power supply, be sure to keep the i500 at room temperature for at least 2 hours to
prevent condensation. If condensation is visible on the product surface, the i500 should
be left at room temperature for more than 8 hours.

You should only disconnect the i500 system from the power supply via its power cord.
The radiation characteristics of the i500 system makes it suitable for use in industry and
hospitals. (CISPR 11 class A). If the i500 system is used in a residential environment
(CISPR 11 class B), it may not provide adequate protection from radio frequency
communications.

Before disconnecting the power cord, make sure to turn off the power on the device
using the power switch on the main unit.
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= Only use the power adaptor supplied together with the i500. The use of other power
adaptors may result in damage to the system.
= Avoid pulling on the communication cables, power cables, etc. used in the i500 system.

5.6 Eye Safety
/\ WARNING

= Thei500 system projects a bright light from its tip during scanning.

The bright light projected from the tip of the i500 is not harmful to the eyes. However, you
should not look directly at the bright light nor aim the light beam into the eyes of others.
Generally, intense light sources can cause eyes to become brittle, and the likelihood
of secondary exposure is high. As with other intense light sources exposure, you may
experience temporary reduction in visual acuity, pain, discomfort, or visual impairment,
which increases the risk of secondary accidents.

= Disclaimer for risks involving patients with epilepsy

The Medit i500 should not be used on patients that have been diagnosed with epilepsy
due the risk of seizures and injury. For the same reason, dental staff who have been
diagnosed with epilepsy should not operate the Medit i500.

5.7 Explosion Hazards

/\ WARNING

= The i500 system is not designed to be used near flammable liquids or gases, or in
environments with high oxygen concentrations.
= Thereis a risk of explosion if you use the i500 system near flammable anesthetics.

5.8 Pacemaker and ICD Interference Risk
/\ WARNING

= Do not use the i500 system on patients with pacemakers and ICD devices.
= Check each manufacturer's instructions for interference by peripheral devices, such as
computers used with the i500 system.

6 Electro - Magnetic Compatibility Information

6.1 Electro-Magnetic Emissions

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

Intraoral Scanner i500
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6 Electro - Magnetic Compatibility Information

RF Emissions CISPR 11 - Group 1

The EUT uses RF energy only for its internal functions.

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

RF Emissions CISPR 11 - Class A

The EUT is suitable for use in all establishments, including domestic establishments and
those directly connected to the public low-voltage power supply network that supplies
buildings used for domestic purposes.

Electromagnetic

Immunity Test Compliance T B e

The EUT is suitable for use in all establishments,
R including domestic establishments and those
Harmonic em_|s_5|ons A directly connected to the public low-voltage
IEC 61000-3-2 X o
power supply network that supplies buildings
used for domestic purposes.

The EUT is suitable for use in all establishments,
including domestic establishments and those
Complies directly connected to the public low-voltage
power supply network that supplies buildings
used for domestic purposes.

Voltage fluctuations/
Flicker emissions

6.2 Elector-Magnetic Immunity

This EUT is intended for use in the electromagnetic environment as specified below.
The customer or the user of the i500 system should ensure that it is used in such an
environment.

Electrostatic discharge (ESD) IEC 61000-4-2
Floors should be of wood, concrete or ceramic tiles. If floors are covered with a synthetic
material, the relative humidity should be at least 30%.

IEC 60601-1-2 Test Level Compliance Level

+ 8 kV contact = 2 kv, £ 4 kv,
+ 8kV, = 15 kV air

+ 8 kV contact & 15 kV air

Electrical fast transient/burst IEC 61000-4-4
Mains power quality should be that of a typical commercial or hospital environment.
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IEC 60601-1-2 Test Level

Compliance Level

=+ 2 kV 100 kHz repetition frequency

=+ 2 kV 100 kHz repetition frequency

Surge Line-to-line IEC 61000-4-5

Mains power quality should be that of a typical commercial or hospital environment.

IEC 60601-1-2 Test Level

Compliance Level

+£05kv, £ 1kv

t1kv

Surge Line-to-ground IEC 61000-4-5

Mains power quality should be that of a typical commercial or hospital environment.

IEC 60601-1-2 Test Level

Compliance Level

£ 05kV, = 1kV, =2kV

+2kv

Voltage dips IEC 61000-4-11

Mains power quality should be that of a typical commercial or hospital environment. If
the user of the EUT image intensifier requires continued operation during power mains
interruptions, it is recommended that the EUT image intensifier be powered from an

uninterruptible power supply or a battery.

IEC 60601-1-2 Test Level

Compliance Level

0% UT; 0.5 cycle At 0°,45°, 90°, 135°, 180°,
225°,270° and 315°

0% UT; 1 cycle and 70 % UT; 25/30 cycles
Single phase: at 0°

0% UT; 0.5 cycle At 0°,45°,90°, 135°, 180°,
225°,270° and 315°

0% UT; 1 cycle and 70 % UT; 25/30 cycles
Single phase: at 0°

Voltage interruptions IEC 61000-4-11

Mains power quality should be that of a typical commercial or hospital environment. If
the user of the EUT image intensifier requires continued operation during power mains
interruptions, it is recommended that the EUT image intensifier be powered from an

uninterruptible power supply or a battery.

IEC 60601-1-2 Test Level

Compliance Level

0% UT; 250/300 cycle

0 9% UT; 250/300 cycle
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6 Electro - Magnetic Compatibility Information

RATED power frequency magnetic fields (50/60Hz) IEC 61000-4-8
Power frequency magnetic fields should be at levels characteristic of a location in a
typical commercial or hospital environment.

IEC 60601-1-2 Test Level Compliance Level

30 A/m 30 A/m

Conducted RF IEC 61000-4-6

Portable and mobile RF communications equipment, including cables, should be used no
closer to any part of the EUT than the recommended separation distance as calculated
using the equation below, according to the frequency of the transmitter.

Recommended separation distance
d=[3=1/P

d=[22]1/P 80MHzto 800 MHz

d= [%][P 800 MHz to 2.5 GHz

where P is the maximum output power rating of the transmitter in watts (W) according to
the transmitter manufacturer and d is the recommended separation distance in meters
(m).

Field strengths from fixed RF transmitters, as determined by an electromagnetic site
survey, should be less than the compliance level in each frequency range.

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

()

IEC 60601-1-2 Test Level

Compliance Level

3V 0,15 MHz - 80 MHz 6 V in ISM bands
between 0,15 MHz
and 80 MHz 80 % AM at 1 kHz

3V 0,15 MHz - 80 MHz 6 V in ISM bands
between 0,15 MHz
and 80 MHz 80 % AM at 1 kHz

Radiated RF IEC 61000-4-3

Portable and mobile RF communications equipment, including cables, should be used no
closer to any part of the EUT than the recommended separation distance as calculated
using the equation below, according to the frequency of the transmitter.
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Recommended separation distance

— T35
d= [T]fP
d=[221/P 80MHz to 800 MHz

d= [%L/—P 800 MHz to 2.5 GHz

where P is the maximum output power rating of the transmitter in watts (W) according to
the transmitter manufacturer and d is the recommended separation distance in meters

(m).

Field strengths from fixed RF transmitters, as determined by an electromagnetic site
survey, should be less than the compliance level in each frequency range.

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

(@)

IEC 60601-1-2 Test Level Compliance Level

3V/m 80 MHz - 2,7 GHz 80 % AM at 1 kHz 3V/m 80 MHz - 2,7 GHz 80 % AM at 1 kHz
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7 Specification

Model Name

Rating +9V = 4A

DC Adapter

Model name ATMO036T-P090

Input voltage

Universal 100~240 Vac / 50~60 Hz input, without any slide switch

Output

+9V / 0~4A

Case dimension

100 x 50 x 33mm (W x L x H)

EMI

CE / FCC Class A, Conduction & Radiation met

OVP (Over Voltage Protection)

Protection SCP (Short Circuit Protection)
OCP (Over Current Protection)

Protection

against Class |

Electric shock

gﬂsngt?cEn Continuous

Handpiece

Dimension 264 x 44 x 54.5mm (W x L x H)

Weight 280g

Applied part Type BF

Power Hub

Dimension 109.5 X 37 X 19.8 mm (W x L x H)

Weight 80g

Calibration Tool

Dimension

165 x 55mm (H x @)

Weight

280 g
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Operating & Storage conditions

Temperature

18°C to 28°C

Operating

Humidit
condition y

20 to 75% relative humidity
(non-condensing)

Air pressure

800 hPa to 1100 hPa

Temperature

-5°C to 45°C

Storage condition | Humidity

20 to 80% relative humidity
(non-condensing)

Air pressure

800 hPa to 1100 hPa

Temperature

-5°C to 45°C

Transport

condition Humidity

20 to 80% relative humidity
(non-condensing)

Air pressure

620 hPa to 1200 hPa

Emission limits per environment

Environment

Hospital environment

Conducted and radiated RF EMISSIONS

CISPR 11

Harmonic distortion

See |EC 61000-3-2

Voltage Fluctuations and flicker

See [EC 61000-3-3

(€

EU representative
MERIDIUS MEDICAL LTD.

Unit 3D, North Point House, North point Business Park, New Mallow Road

CORK, T23AT2P, Ireland, +353 212066448

wll Manufacturer

23, Goryeodae-ro 22-gil, Seongbuk-gu, Seoul, 02855 Rep. of Korea

Tel: +82-2-2193-9600
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1 O paHHOM pyKoBoAcCTBe

CornaweHue B faHHOM pykoBoacTBe

B paHHoOM pykoBoacTBe Morb30oBaTensi UCMOSb3YTCA pasfnyHble CMMBOSbI ONS BblAENeHus
BaXXHOM WHGOpMaUMK, 4YTOObl 0GecneunTb npaBuIIbHOE WCMOSMb30BaHWe, NPeAoTBPaTUTL
TpaBMbl NOMb30BaTeNs U APYrMX NUL U NPeaoTBpaTUTL NOBpeXAeHne umyllectsa. 3HaYeHus
NCMOoNb3yeMbIX CUMBOSIOB OMNMUCaHbl HIKE.

A\ NPEOYNPEXOEHVE

Cumeon MPEOYMNPEXOEHNA ykasbiBaeT Ha MHMOpMALMIO, UTHOPUPOBAHNE KOTOPOW MOXET
NPUBECTU K CpeaHen CTeneHn pucka TpaBMMpPOBaHMS COTPYOHUKOB.

/\  MPELOCTEPEXEHVE

Cumeon T[PEOOCTEPEXEHUA  ykasbiBaeT Ha uWHGopmauuMio no  6e3onacHocTw,
WUrHOPUPOBAHME KOTOPOM MOXET MPUBECTU K HWU3KOW CTEMEHU pucka TpPaBMUPOBAHWUS
COTPYAHWKOB, MOBPEXAEHNS UMYLLECTBA UIN MOBPEXAEHNS CUCTEMBI.

L

)- COBETHI

Cumeon COBETOB ykasbiBaeT Ha NOACKa3KW, COBETbl U AOMOMHUTENBHYIO MHAOPMaUMo s
ONMTUMaribHOro UCMONb30BAHUSA CUCTEMBI.

2 BsegeHue u 0630p

21 LleneBoe Ha3zHa4YyeHue

Cuctema i500 npepgcraBnseTt cobon ctomaTonormdeckuin 3D-ckaHep, npedHasHaYeHHbIN Ons
undpoBor 3anucK Tonorpadmyeckmx XxapakTepUcTMK 3y0OB 1 OKpyxatlLwwmx TkaHen. Cuctema
i500 ocywectBnger 3D-ckaHMpoBaHWE ANS  WCMOSMb30BaHMS B KOMMNbIOTEPM3OBAHHOM
NPOEKTUPOBaHMM U NPON3BOACTBE MNIOMOUPOBOYHOIO MaTepuana.

2.2 [loka3aHusi K NPUMEHEHUI0

Cuctema i500 pormkHa uMcnonb3oBaTbCA Yy MaUMEHTOB, KOoTopbiM Tpebyetca 3D-
CKaHMpoBaHMe Onsi CTOMaToNorM4eckmx npouenyp, Takmx Kak:

e OTaenbHbIN MHAMBUAYaNbHbI abaTMEHT
e Bknagku 1 Haknagku

o OpanHo4YHas KOpOHKa

e BuHnp

e 3-4acTHbI MOCT Ha MMNaHTaTax

e Bnnotb go 5-4yacTtHoro mocta

o OpToOoHTN4YeECKanTepanus

e YnpaBsneHue npu nmnnaHTaumm

e [lnarHoctnyeckoe MogenmpoBaHue

4 HNHcTpyKuus mo 3kcmiryaTauun
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2.3 [MpoTuBonokasaHus

e Cucrtema i500 He npegHasHavyeHa ANt UCMOMNb30BaHUSA C LENbI CO34aHUs M300paxxeHui
BHYTPEHHEW CTPYKTYpbl 3yOOB M ONOPHOWN CKENETHON CTPYKTYPbI.

e Cucrtema 500 He npegHasHadeHa Onsl UCNOMb30BaAHMS B Crlydasix ¢ Gonee 4Yem YeTblpbMs
(4) nosnumamMmn, B KOTOPbIX OTCYTCTBYHOT 3y0bl.

2.4 Ksanudwmkaumsa akcnnyaTmpyroLwiero nonb3oBaTens

e Cucrtema i500 npegHasHa4vyeHa ansd MCMNonNb30BaHNA niuamum, nMerLwmmmn
npogeccroHarnbHble 3HaHMsA B 06nacTn ctomaTonormm n nabopaTtopHbIX TEXHOMOMMN.

e [lonb3oBatenb cuctemsl i500 HeceT eANHONUYHYIO OTBETCTBEHHOCTL 3a ornpeaeneHune Toro,
NOAXOANUT N 3TO YCTPONCTBO ANS KOHKPETHOro Crny4vasi nauneHTa n o6cTtoAaTenbCTB.

e [lonb3oBaTenb HECET MOJSIHYK OTBETCTBEHHOCTb 3@ TOYHOCTb, NOMIHOTY U aAeKBaTHOCTb BCEX
OaHHbIX, BBedeHHbIXx B cuctemy i500 u npegoctaBrneHHoe nporpammMHOe obecneyeHue.
Monb3oBaTenb AOMKEH MPOBEPUTb MPaBUMBHOCTb U TOYHOCTb pe3ynbTaToOB M OUEHUBATb
KaXkabI criydan B OTAENbHOCTH.

e Cucrema i500 pgormkHa wucnonb3oBaTbCA B COOTBETCTBUM C NpunaraeMONUHCTPYKUMEN
noaKcnyaTaumm.

e HeHagnexauwee wucnonb3oBaHne wunu obpaweHne ¢ cuctemon 500 npuBeneT K
aHHYNMPOBAHMIO rapaHTUW, ecrniv TakoBasa nmeeTcs. Ecnu Bam TpebyeTca fononHuMTeNbHas
WHOpMaLMs O MpaBUIIbHOM UcCMonb3oBaHuM cuctembl 500, obGpaTuTecb K MECTHOMY
ANCTpUOLIOTOPY.

¢ [lonb3oBatento He paspeluaeTcs moguduumpoBaTb cuctemy i500.

2.5 T[padumyeckune o603HaYeHUA

Ne CumBon | OnucaHue

01 CepuiiHbIn HoMep o6bekTa

02 & [aTa nponsBoactea

03 v | MponasoanTenb

04 & MpenocTopoOXHOCTh

05 & MpenynpexaeHue

06 WHCTpyKUMA oNs pyKOBOACTBA NOMNb3oBaTeNs

07 (€ OdomumansHbii 3Hak EBponeiickon Ceptudmkanmm

08 [EC | REP ] ABTOpU3OBaHHbLIN Npeactasutens B EBponerickom Coobuiectse

09 Tuvn npUMeHMoNn aeTanm

10 E OTtmeTka-npenynpexgeHne o6 oTpaboTaBlIEM 3MEKTPUYECKOM M
— 3NeKTPoHHOM obopyaoBaHue
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2

BBegeHue n 0630p

11 R(omy Mo HasHayeHuio Bpaya (Y3N)

12 @ . CepTudukaumoHHas otmetka MET

13 ~ [NepeMeHHbIN TOK

14 _— [MOCTOSAHHBIN TOK

15 9 3awuTHoe 3a3emneHune (non)
26 0O630p KomnoHeHTOB i500
Ne KomnoHeHT KonuuecTtBo BHewHun Bug,
01 ManunynaTop i500 + 3apsagHasa ctaHumA 1 wr. ’

. L1
02 Konna4vok manunynatopa i500 1 .
03 HakoHeYHUK MHOropasoBOro NCNob30BaHWs 4 .
04 YCTPOWNCTBO ANst KAanmbpoBKK 1 mrr.
05 HacTtonbHbIN Kpean I .
06 HacTeHHbIN gepxaTerb 1 mr. ‘
_r..-"'_
07 USB-kabenb 3.0 1 mr.
08 MeguumHcknii agantep + kabenb NMTaHus 1 KOMILIEKT 8 .
USB-HakonuTenb (C npeaBapuUTenbHO 3arpy>KeHHbIM
09 nporpaMmmMmHbiM obecnedeHneM ans npuema 1 . 2 -
n3obpaxkeHunn) *

10 MHCTpyKumna no akcnnyaTtauum 1 mr.

6

HNHcTpyKuus 10 3KCIUTyaTAHH
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2.7 Hactpowmka i500

2.7.1 basosbie HacTponku i500

77 CoeanHute USB-kabenb
3.0 c 3apsgHon cTaHuuen

3 CoeaunHuTe kabenb
nnTaHn4ga ¢ MmeguumnHCKUm
ajanTepom
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4 CoeaunHuTe kabenb s
NMNTaHUA C NICTOYHUKOM

]
1
¥
3 ¥ ¥
CoeguHunte

(Z)  MeOuUMHCKUA agantep
C 3apsgHON cTaHumnen

o |_|E‘

CoegnHute

NMNTaHUA

HNuTpaopanbubiii ckanep i500
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USB-kabenb 3.0 c MK
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2 BsepgeHue u 0630p

Q BkntoueHue i500

HaxxmuTe Ha KHOMKY BKIOYEHWS MNojoxauTe, noka MHAMUKaTop
npubopa i500. USB-coeanHeHns He 3aroputcs CUHUM
LBETOM.

o

. \ E%.\'\\ \

%
¥

Q BouikntoyeHume i500

HaxxmuTe 1 yaepxuBanTe KHOMKY BkNoveHUs npubopa i500 B TeyeHne 3

2.7.2 Pa3melleHne B HaCTONbHOM 2.7.3 MoOHTaX HaCTEHHOro noABECHOro
Kpeone aepxarensa

3 0O0630p nporpammHOro obGecnevyeHust AnNA MNOoNy4vYeHuUs
n3obpaxeHnmn

3.1 BBeneHue

MporpammHoe oGecrniedeHne ana nonydeHus nsobpaxkeHun obecneumBaeT yaoOHbIN pabounii
UHTepdenc ana umdcpoBOM 3anMcyn TonorpauUecKknx XapakTepucTuk 3y00B U OKpPYXKatoLLMX
TKaHen ¢ ncnons3oBaHMeM cuctemsl i500.

8 HNHCTpYyKIUA 110 IKCILUTyaTalHU
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3.2 YcTtaHoBKa

3.2.1 CucrtemHble TpeboBaHus

HoyTtbyk

MepcoHanbHbIN KOMNbLIOTEP

Mpoueccop (CPU)

Bbiwe Intel Core i7-8750H

Bbiwe Intel Core i7-8700K

o3y Bornee 16 6 Bornee 16 6
Mpacbuka Bbiwe Nvidia Geforce GTX | Boiwe Nvidia Geforce GTX
P 1060 1060
oC Windows 10, 64 6uta

—Q— Wcnonbaynte MK n MmoHuTOp, ceptndmumpoBarHbie no M3OK 60950, M3OK 55032, M3K 55024

3.2.2 PykoBoACTBO MO yCTaHOBKE

3anyctute chann
— Medit_iScan_X.X.X.X.exe

a

B e Sean 10133 -

Eirucang e e Hese,_fican_ 1. 1.2 L Foliar
ki b et o 1L L 2w

MEDIT [

BTG AW S W R A

ratsstor Fagem

3] BbibepuTe NyTb yCTAHOBKM

-]
Medit 7Scan

Sabup requines 450 ME in:

o sk sree o the Licerse tems and condiions before
wow can insial Medl [Scen

[ agree tn the: Lienss terms and conditione,

Peructpanus MH e Pocspgpasranzope
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Bbibepute €A3blK HACTPOMKM U HaxXmuTe

G «Janee»

ilingiimmiiimiiiimiiimiimi=
Medit 7Scan

Swbect e setup lenguags:
Eaglsh (Unitsd Stanes]

MpouunTanTte «JlnueHsnoHHoe cornaiueHue»
BHMMaTENbHO A0 TOro, Kak HaxxmeTe «HA npuHumaro
YCNOBUS  NNLIEH3NOHHOrO ~ cornaiueHus». 3aTtem
HaXMnTe «YCTaHOBUTLY

]
Medit 7Scan

Sabup requines 450 ME in:

Vou mm pgras o the Linemss berms and conditioes befors
¥ou 63 insiall Medit Gon.

[ agres: to the Licerae termes and oenditions.

HNuTpaopanbubiii ckanep i500 9



3 O00630p nporpammHOro obecrnevyeHus ANA MNONy4vYeHUS

n3o06paxeHunn

. Moxer  notpeboBaTbcsi  Heckonmbko - [locre  3aBepLUEHUs  YCTaHOBKMA  Mbl

= MUHYT ans 3aBepLUEeHUs: O pekoMeHayeM nepesarpysutb
pPEKOMEHAYEMOro npoLecca YCTaHOBKMU. KoMNbHTEP, 4YTOObI obecneunTb
Moxanyncra, He BbIKITOYanTe onTUMarnbHyto paboTy NporpaMmmbl.
KOMMNbIOTEP, NOKa YCTaHOBKa He Oyaer
3aBepLleHa.
Medit 7Scan Medit 7Scan
Plezse: wat while the Setun 'Wired installs Medit Son. Fad (S has Been sucesidully inrstalivl.

o © mas eccresard ey tha B 13 s oparl pogien
rreeren

Stater

ST ErP———

_ Ecnn ckaHep NOAKMIOYEH, OTCOEAMHUTE CKaHep OT KOMMbloTepa NocpeacTBOM W3BReYeHus
Y USB-kabens.

:r” ’-:\\. Please disconnect the cable from PC!
\ 1)

4 TexHu4eckoe obcnyxmBaHue

A NPENOCTEPEXEHVE

e TexHu4yeckoe obcnyxmBaHne obopyaoBaHMS OOIMKHO BbINOMHATLCA TOMBbKO COTPYAHUKOM
«MEDIT» nnun komnaHuen nnu nepcoHanom, ceptudmumpoBaHHbiM « MEDIT».

e Kak npaBuno, nonb3oBaTensM He HY)XXHO BbIMOSHATL TEXHUYeckoe 06CnyXnBaHNe CUCTEMbI
i500, kpome kanMbpoBKK, OUUCTKN U CcTepunmnsaummn. MNMpodunakTmyeckne ocMoTpbl U apyroe
perynsipHoe TexHnyeckoe obcnyxmnsaHme He TpebyroTcs.

4.1 KanubpoBka

Mpouecc kanMbpoBKkU BaxkeH Ans co3aaHus TouHbix 3D-moaenen.
Bam cnegyeTt nepnoanyecky BbINOSTHATL NPOLECC KanmbpoBKu.

10 HHCTpYKUMSA MO IKCILTyaTAIUH
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Kanubposka TpebyeTcs, ecnu:

e KauecTtBo 3D-Mogenu He ABNAETCH HAaAEXHbIM UM TOYHBIM MO CPABHEHMIO C NPeablayLMMN
pesynbTaTamu.

e YCroBuMS OKpyXatoLLen cpeapbl, Takme Kak TemnepaTypa, USMEHUNUCh.

o [lepuog KannuGpPOBKM NCTEK.

¢ Bbl MOXeTe yCcTaHOBUTL Nepuoa kannbpoBku, kak onucaHo B MeHto > Hactporiku > Nepuoa
kanubposku (dHK)

MaHenb kanMbpoBKM SIBNSETCA OEeNUKaTHbIM KOMMOHEHTOM. He npukacaiTecb K naHenm
-Q- Hanpsimyto. Ecnu npouecc kanubpoBKM He BbINOMHSETCS AOSMKHbIM 00pa3om, npoBepbTe
= naHenb. Ecnu kanmbpoBoYHas naHernb 3arps3HeHa, o6paTuTech K MOCTaBLUMKY YCHyT.

i, Mbl pekomeHayem Neproanyeckn BbIMONHATb MPOLLECC KanMbpoBKU.
-Q- Bbol mMOxeTe ycTaHOBWUTbL nepuon kanubpoBku uyepe3d MeHw > Hactpornku > [lepuog
- kanubposku (OHu). Mepurog kanMbpoBKK NO yMONMYaHUIO YCTAaHOBIEH Ha 14 OHeN.

Kak otkanubpoBaTtb i500

e Bxkntounte i500 1 3anyctute nporpammHoe obecneyeHme aAng nonyyeHnsa n3obpaxeHun.

e 3anyctute mactepa kannbposku yeped MeHto > HacTtporiku >Kanubposka.

e [logroToBbTe YCTPOWUCTBO ANst Kannbposkn n manunynstop i500.

o [lepekntounTe KHOMKY YCTPONCTBA ANsi KanMbpOoBKU B NONOXEHUE «1».

e BcTaBbTe MaHMNyNaTOp B YCTPOMCTBO A1 KanMOpoBKu.

e Haxmute «[Janeey, 4Tobbl Ha4aTb NPOLIECC KarnnbpOoBKW.

o Korga yctponctBo ang kannbposkn OyaeT yCTaHOBMNEHO B NpaBuUIibHOE NOSIOXEHWE, cuctTema
aBTOMaTMYEeCKM NOMYYMT AaHHbIE B NOSIOXKEHUM «1».

¢ [loBTOpKTE WArK Ans NONOXEHUN «2 — 8» 1 Anst KKPaNHEroy» NnonoXeHus:.

e Korga cbop [aHHbIX 3aBeplINTCA B «KpamHEeM» MONOXEHUM, CUCTEMA aBTOMaTUYECKU
paccyMTaeT u 0ToOpasunT pesynbTaThbl KasIMOPOBKN.

4.2 [lpoueaypa O4YMCTKU U CTepuUnusaumum

4.2.1 HakoHe4YHUK MHOropa3soBOro MCrnosib30BaHuA

MHOropasoBbIi HAKOHEYHUK - 3TO Ta YacCTb, KOTOpas BCTaBMsSETCA B POT MauMeHTa BO BpeMs

CKaHMpPOBaHNSA. HakOHEYHMK MOXXHO MCNONb30BaTh HECKONbKO pas, HO ero Heo6XxoauMOo YNCTUTb

N CTepunNn3oBaTb MeXay naumeHTamm, YTobbl n3bexaTb NepekpPecTHOro 3apaKeHus.

¢ HakoHe4YHUK HeobXoAMMO OYMCTUTL BPYYHYIO C MOMOLLbLIO OEe3MHMULMPYIOLLEro pacTBopa.
Mocne p[esvHgEeKUMM OCMOTpUTE 3epKaro BHYTPU HaAKOHEYHMKa, 4ToObl ybeauTbcs B
OTCYTCTBUWN NATEH U IPsi3n.

¢ [loBTOpPUTE NPOLIECC OUYNCTKN N Oe3UHdEKLNN B CrTyvYae HeoOXoauMOCTH.

e TuwartenbHO NpoOTpUTE 3epkano GyMaxHbIM NNaTKOM.

e BcrtaBbTe HakoHeuHWK B OyMaHbIi nNakeT [ns cTepunusaumm U 3aneyatawte ero,
ybegmBLUNCB, YTO OH repMeTUYHO 3akpbiT. Ncnonb3ynte nMbo camockrenBarLwmnnes, nmbo
TepmocBapuBaeMbl NaKeT.

HNuTpaopanbublii ckanep i500 11
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e CrepunusoBaTb 3anakoBaHHbIN HaKOHEYHWK B aBTOKMaBe MNpu Criefylowmux YCroBUSIX:
Temneparypa 121 °C (249,8 °F) B TedeHne 30 MUHYT, n 15 MUHYT — nepmnos CyLLKK.

e llcnonb3ynTe nporpamMy aBTOKIaBa, KOTOPAasi BbICYLUUT 3anakoBaHHbIN HAKOHEYHWK nepeq
OTKpbITUEM aBTOKMaBa.

& NPEOOCTEPEXEHWE

e 3epkano B HaKOHeYHuKe npeacTaBnseT coboM TOHKMM OMTUYECKUI KOMMOHEHT, C KOTOPbIM
cnegyet obpalwatbCA  OCTOPOXHO, 4TOObI  0oGecneunTb  ONTUManbHOE  KavyecTBO
CKaHMpoBaHWUA. byabTe OCTOPOXHbI, YTOBLI HE nouapanaTb UM He Ucnadkatb ero, Tak Kak
nobble noBpexaeHusa nnun gedekTol MOryT NOBANSATL HA NOSTyYEHHble JaHHbIE.

e Ob6sA3aTenbHO Bcerga 3anakoBbliBaWTe HAKOHEYHUK nepen aBToknaBupoBaHveM. Ecnn
aBTOKIaBMpOBaTb HAKOHEYHUK 6e3 06epTKM, 3TO NPUBELET K MNOSABIEHMIO NATEH Ha 3epKane,
KOTOpble HEBO3MOXHO yAanuTb. MN3yuymTe pykoBOACTBO [Afs aBTOKNaBa ANA MNOnydeHus
OONOMHNTENbHON NHOopMaLUW.

e HoBble HaKOHEYHNKM HEOBXOAMMO NPOCTEPUNM3OBATL / aBTOKNABUPOBaTh nepes Ux nepsbiM
NpUMEHEeHUeM.

e HakoHeYHMKM ckaHepa MOXHO MOBTOPHO cTepunuaoBaTb Ao 20 pas, nocne 4yero ux crnegyet
yTUNM3MPOBaTh, KaK ONMCcaHo B pa3gerne no ytunusaumm (4.3).

e KomnaHus «Medit» He HeceT OTBETCTBEHHOCTM HW 3a Kakme MOBPEXAEHUs, BKOYas
NCKpUBNEHUE, NOYEepHEHME U T.4.

4.2.2 3epkano

MpucyTcTBME 3arpsa3HEHNn NN NATEH Ha 3epKkare HakoOHEYHMKa MOXET NPUBECTU K YXYALLEHUIO
KayecTBa n30bpaxeHnsa 1 yxyalweHo KayecTBa CKaHMpoBaHMs. B Takon cuTyaumm Bbl LOMKHbI
NOYMCTUTb 3epKarno, BbIMOMHUB cneayoLline oencTBus:

o OTCOeanHUTE HAaKOHEYHUK CKaHepa oT MaHunynsaTopa i500.

e Hanente cnmMpTa Ha YMCTYIO TKaHb UKW BaTHbIA TaMMnoH U NpoTpute 3epkano. O6a3aTenbHO
ncnonb3ynte cnupt 0e3 npumMecen, KOTOpble MOryT ucnadvkaTb 3epkano. Bbl mMoxeTte
ncnonb3oBatb NM60 aTaHON, NMBO NponaHon (3TUMOBbLIN / NPOMNWMOBbLIA CAKPT).

e Hacyxo BbITpUTE 3epKasno TKaHblo, He OCTaBMsOLLEN Bopca.

e Y0eauTtecb, YTO Ha 3epkane HeT MblM U BOMOKOH. [lOBTOpUTE MpOLECC OYUCTKM npwu
HeobxoaMMOCTW.

4.2.3 MaHunynsTop

Mocne o06paboTkn ouncTUTe U NPOAE3NHULMPYATE BCe OCTamnbHble MOBEPXHOCTU
HaKOHEYHWKa, KpoMe nepeaHen YacTu ckaHepa (ONTUYECKOEe OKHO) U Topua (BEHTUNSLMOHHOE
OoTBEPCTME).

Ounctka 1 aes3mHMEKLMA AOMKHbI BbINOMHATLCA MPU BbIKMIOYEHHOM yCcTpoucTBe. Mcnonb3ynte
YCTPOWCTBO TONbKO NOCIE TOro, Kak OHO MOSIHOCTLIO BbICOXHET.

PekomeHAayeMbIn ouMLLaOWMA U Ae3MHPULNPYIOLWUA pacTBOP:

[eHaTypupoBaHHbIN CMPT (M3BECTHbBIVM KaK 3TUMOBbLIA CNUPT UK 3TaHoN) - 06bI4HO 60-
70% Alc./ 06.

O6wasn npoueaypa O4YUCTKM U Ae3uHeKLUmn 3aKknyaeTcs B cregyloLwem:

e Bbikntounte npnbop HaxxaTUEM Ha KHOMKY BKIHOYEHUS.
o OTKMOUNTBL BCE Kabenu oT 3apsaaHON CTaHLUMMW.
e [lpuKpenuTb KONNa4yok HAaKOHEYHMKA K NepeaHen YacTi ckaHepa.
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e Hanutb gesnHduumpylowee CpeacTBO Ha MArKYH, TKaHb, HE OCTaBMSIOLLYH BOpca U He
nmetoLLyto abpasmBHbIX CBONCTB.

e BbiTepeTb NOBEPXHOCTb CKaHepa TKaHblo.

e BbiCyluMTb NOBEPXHOCTb NPM NMOMOLLM CYXOW U YACTOW TKaHW, HE OCTaBIsOLLEN BOpCA U HE
nMetoLLern abpasmBHbIX CBOWCTB.

& MPEOOCTEPEXEHWE

e He ounwante maHunynaTop, ecnv Npubop BKMOYEH, TaK KakK XMOKOCTb MOXET nonactb B
CKaHep 1 BbI3BaTb NOSIOMKY.
e Vcnonb3ynTte npubop nocre NOfIHOrO BbIChIXaHWSI.

& NPELOCTEPEXEHWE

- HpI/I HeraBI/IJIBHOﬁ O4YHUCTKEC H ,I[GSI/IHQ)CKLII/II/I BO BpEMA OYHUCTKH MOTYT IIOABUTBHCA
XUMHUYCCKUC TPCIIHNHBI.

4.2.4 Tlpo4ne KOMMOHEHTbI

e Hanente ounwarowmn n gesmHOULNPYIOLWNIN PacTBOP Ha MSATKYI0 TKaHb, HE OCTaBMSAIOLLYIO
BOpCa U He umMetoLLyo abpasnBHbIX CBONCTB.

e BbITpnTe NOBEPXHOCTM KOMMNOHEHTOB TKaHbHO.

e BbicyluMTe NOBEPXHOCTb NPU MOMOLUWM TKaHW, HE OCTaBMAKOLWEN BOpca M He MMeloLLen
abpasnBHbLIX CBONCTB.

& NPELOCTEPEXEHWE

e Moryt nosBuTbCA XMMWUYECKME TpelinHbl, €eCriM BO BpPEMSA YUCTKM UCMONb3yeTcd
HenoAXOASALLNA OYULLAOLLMIA pacTBOp.

4.3 Ytunusauumsa

& NPELOCTEPEXEHWE

e [lepeq yTunusaumen HeobxoaANMO NPOCTEPUNIN30BATL HAKOHEYHUNK CKaHepa.
o CTrepunusaums HaKOHEYHMK OCyLLIEeCTBNSIeTCA 06pa3oM, onmMcaHHbIM B pasgene 4.2.1.
e YTUNM3NPYyNTE HAKOHEYHUK CKaHepa, kak Nnobon Apyron KIMHUYECKMI 0TX0s,.
e [lpyrne KOMMNOHEHTbI pa3paboTaHbl B COOTBETCTBUMN CO CReayLWLMMN AMpEeKTUBaAMU:
» «RoHS», OrpaHnyeHne wncnNonb3oBaHMS HEKOTOPbIX OMacHbiX BewecTB B
3NEKTPUYECKOM U 3NeKTpOoHHOM obopyaosaHum (2011/65/EC)
» «WEEE», [OupektuBa N0 yTUnu3auuMuM  3NEKTPUYECKOr0 U 3ANEKTPOHHOro
obopynosaHus (2012/19/EC)

44 O6HOBRNEeHUs nporpamMmmHOro obecnevyeHus Ans nNosiy4eHUs N3oo6paxeHNn

MNporpammHoe obecrniedeHne Ans MOfyYeHUss U300pakeHun aBToOMaTU4ecku npoBepsieT
Hanuune oGHOBMEHWI NpK paboTe NPorpamMMHOro obecneyeHus.

Ecnu Gyget BbinyleHa HoBasi BEPCUS NpOrpaMMHOro obecneyeHusi, cuctTeMa aBTOMaTUYECKU
3arpysur ee.
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5 PykoBoacTBO No 6e3o0nacHoOCTH

MoxanynicTa, cobnogante Bce Mepbl NPeAOCTOPOXHOCTU, ONUCaHHLIE B JAaHHOM PYKOBOACTBE,
yToObl MpefoTBpaTUTL TpaBMbl W noBpexaeHue obopyaoBaHua. B atom gokymeHTe
ucnonbaytotcsa cnosa «MPEOYMNPEXOEHUE» n «MPEOOCTEPEXEHUE» npu BbligeneHun
npeaynpeauTenbHbIX COOBOLEHNIA.

BHumaTenbHO npounTanTe U NOMMUTE WHCTPYKUWMW, BKNOYas BCe npegynpexaaroLlime
coobueHus, cneayowme nocrie cnoe MNPEOYIMNPEXOEHME v NMPEQOCTEPEXEHUE. YTo6bI
nsbexartb TpaBM WM NoBpexaeHus obopydoBaHusl, CTPOro cobnogante npaBuna TEXHUKK
6esonacHocTn. Bce MHCTpYyKUUMM M Mepbl NPegoCTOPOXHOCTU, yKasdaHHble B PYyKOBOACTBE MO
GesonacHOCTW, OOMMKHbI cobnogaTbes, 4ToObl obecneunTb HagnexalleeyHKLUNOHNPOBaHNE
CUCTEMbI M NUYHYI0 6e30MacHOCTb.

Cuctema i500 gormkHa akcnnyaTMpoBaTbCA TOMbKO CTOMATONOraMm M TEXHUKaMU, KOTopble
oby4yeHbl ee ucnonb3oBaHUK. Mcnonb3oBaHne cuctembl 500 gnsa nwobbix gpyrnx uenen,
NoOMUMO €€ LIeNneBoro MCrnonb3oBaHus, Kak ykasaHo B pasgene «2.1 LleneBoe HasHauveHue,
MOXET MPUBECTU K TpaBMe UNu noBpexaeHuto obopyaosaHus. lNMoxanylicra, obpalwlantech ¢
cuctemont i500 B COOTBETCTBUM C YKa3aHUAMM B PYKOBOACTBE NO 6e30nacHOCTY.

5.1 OcHOBbI cUCTEMbI

& NMPEOOCTEPEXEHWE

e Pasbem kabens USB 3.0 k 3apsiaHOM cTaHUMWM COBMagaeT C pasbeMoM OObIYHOro kabens
USB. OpgHako ycTpOWCTBO MOXET paboTaTb HEKOPPEKTHO, ecnv npu pabote c i500
ncnonb3yetca obblyHbIn USB-kabenb 3.0.

e Pasbem, npeacraBneHHbIA B 3apsaHON CTaHUuMK, paspaboTaH cneumansHo anga i500 n He
AOJDKEH MCMNONb30BaTbLCA C MOObIM APYTM YCTPONCTBOM.

e Ecnu npogykT xpaHuncst B XonogHow cpefne, nepen MCnonb3OBaHWEM AanTe eMy Bpems
HarpeTbCa OO TemnepaTypbl OKpyxawuwen cpegbl. [Mpy HemeaneHHOM WCNoNb30BaHUU
MOXeT 00pa3oBaTbCsA KOHOEHCAT, KOTOPbLIN B CBOK O4Yepedb MOXET NOBPEeANTb 3ITEKTPOHHbIE
KOMMOHEHTbLI BHYTpUY npubopa.

e Y0eautecb, YTO BCE NPeAOCTaBMEHHbIE KOMMOHEHTbI HE UMEIT (PUINYECKUX NMOBPEXOEHWNN.
BbesonacHocTb He MOXeT ObITb rapaHTMpoBaHa B crydae (U3MYECKOro MOBPEXAEHUS
npubopa.

e [lepen vcnonb3oBaHMEM CUCTEMbI yOeauTecb, YTO HET Takmx npobnem, kak dusnyeckoe
noBpeXxaeHne, He3akpenneHHble netanu M u3Hoc. Ecnm ecTb Kakve-nmbo BuaMMble
NnoBpeXaeHusl, He UCMONb3yATe NMPOAYKT U CBSXKUTECHL C MPOM3BOOAMTENEM WU MECTHbLIM
npeacTtaBuUTENEM.

e [lpoBepbTe kopnyc i500 1 ero NPUHaANEXHOCTN Ha HanMymne OCTPbIX KPaes.

e Korpga i500 He ncnonb3yeTcs, ero cnegyeTt ycTaHaBnvMBaTh HA HACTONbHYIO UMW B HACTEHHYIO
noacTaeky.

e He ycraHaBnuBanTe HaCTOSMbHYO NOACTABKY HA HAKMOHHOW NMOBEPXHOCTM.

e He cTaBbTe HUKakune npegmMeThl Ha kopnyc i500.

e He ctaBbTe i500 Ha Nobylo HAarpeTyo UM BRaXKHYH0 NOBEPXHOCTb.

e He 3akpbiBaTe BEHTUNAUNOHHBLIE OTBEPCTUS, PACMNONOXEHHbIE HA 3aJHEN 4acTu CUCTEMbI
i500. Ecnn obopynoBaHue neperpeaetcs, cuctema i500 moxeT paboTtatb co cbosmm nnm
nepectaTb paboTtarb.

e He nponueante xnakoctb Ha i500.

¢ He TaHUTE 1 He crmbanTe kabenb, NOAKMOYEHHbIN K i500.
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AKKypaTHO pacrnonoxuTe Bce kabenu, 4tobbl Bbl MM Ball NAaUUEHT He 3anyTanucb B HUX U
He 3auenunuck. Jltoboe HaTskeHne kabenenm MoXeT NpuBecTu K noBpexaeHuto i500.

Bcerga pasmeldanTe WHyp nutaHns cuctemol i500 B nerko 4OCTYNHOM MecTe.

Bcerpga cneante 3a npubopom 1 Bawnm naunmeHToM BO BpeMS UCNONb30BaHWs npubopa ans
NPOBEPKN OTKITOHEHUN.

Ecnn Bbl ypoHUNU HakoHeuyHuK i500 Ha Mnon, He NbiTakTeCb MCMNONb30BaTb €ro NMOBTOPHO.
HemenneHHO yTUNU3UPYWTE HaKOHEYHUK, TaK Kak CyLlecTByeT PUCK CMeLLleHWsa 3epkana,
NPUKPENMEHHOro K HAKOHEYHUKY.

M3-3a cBoen xpynkon npupodbl, ¢ HakoHevHukamn i500 cnegyet obpallatbCsi OCTOPOXHO.
Bo u3bexaHne noBpexaeHMs HaKOHEYHMKa W ero BHYTPEHHEero 3epkana cobniopanTe
OCTOPOXHOCTb, YTOObI HE AONYCTUTL KOHTaKTa ¢ 3ybamu naumeHTa unm ero niomdéamum.

Ecnn i500 ynan Ha non vnu ecnu npubop nogseprca ygapy, ero HeobxoauMo BKITHOUATB.
Ecnn MHCTPYMEHT HEe MOXET NOAKMIYMTBCA K NporpaMMHOMY obecneveHunto, obpaTutech K
NPOn3BOANTENIO UMM aBTOPU3OBAHHBIM pecernnepam.

Ecnn npubop He paboTaeT HOpManbHO, HaMpuUMep, BO3HWUKNN NPOGMeMbl C TOYHOCTLIO,
npekpaTute ucnonb3oBaHve npubopa un obpatutecb K  NPOU3BOAMTENIO UK
aBTOPU30BaHHbLIM pecernepam.

YcraHaBnnBanTe W UCMOMb3yUTE TONbKO OO0OpPEeHHble nporpamMmbl, 4TOObl obecneyvnTb
npaBunbHyto paboty cuctemsl i500.

5.2 Hapnexawee oby4yeHune

& NPEOYNPEXOEHWE

Mepea ncnonb3oBaHnem cuctemel i500 Ha naumeHTax:

Bbl 0OMKHBI GbITb 0B6YYEHbI UCMONB30BAHNIO CUCTEMbBI UM OOMMKHBI MPOYMTaTb M MOMHOCTBIO
MOHATbL JaHHOE PYKOBOACTBO MO 3KCMnyaTauumu.

Bbl AOMmkHbI 03HAaKOMUTLCA ¢ B6e3onacHbIM Mcnonb3oBaHMeM cucTembl i500, kak onucaHo B
AaHHOM PYKOBOACTBE MO 3KCMMyaTaLuum.

lMepen wvcnonb3oBaHMEM WNKW MOCNe W3MEHEHUS] Kakux-NMMOO HacTpoek nonb3oBaTerb
AOJDKEH NMPOBEPUTb, MPaBUITbHO N OTOOpaXaeTcs ulobpaeHue B pearibHOM BPEMEHM B
OKHE Kamepbl NporpamMmmbl ANd NnpeaBapuUTesibHOro NpocMoTpa.

5.3 B cny4ae nonomku o6opyaoBaHus

A NPEOYNPEXOEHWE

Ecnun Bawa cuctema i500 He paboTaeT AomkHbIM 06pa3om nnu Bbl NO4O3PEBAETE, YTO €CTb
npobnema ¢ obopygoBaHnem:

M3BneknTe npnbop M3 pTa nauMeHTa u HeMeasIeHHO NPeKpaTUTe UCMONIb30BaHME.
OTcoeguHuTe Npubop OT KOMMNbIOTEPA U MPOBEPLTE Ha OLLMOKM.

CesknTechb ¢ Npon3BoANTENEM UMM aBTOPU3OBAHHBLIMU pECENTIEpaMu.

Moandukaumm cuctembl i500 3anpelleHbl 3aKOHOM, TaK Kak OHW MOryT MoCTaBuUTb Mofg
yrpo3y 6e3onacHOCTb Nosnb3oBaTens, NauneHTa unn TpeTben CTOPOHBI.

54 MrneHa

A NPEOYNPEXOEHWE

Ona uncteix ycnosun Tpyga v 6esonacHocTn naumeHtoB BCEIOA HageBante 4ucTble
Xupypruyeckue nepvatku, Korga:
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5

PykoBoAacTBO No 6e30nacHOCTHU

O6pallaeTechb C U 3aMeHSIETE HAKOHEYHUK.
UcnonbsyeTe i500 Ha naumeHTax.
MpukacaeTtecsb k i500.

OcHoBHoOM npubop 500 n ero onTu4eckoe OKHO AOSMKHbI BCerga cofep)XaTbCd B YMCTOTE.
Mepen ncnonb3opaHmnem i500 Ha naumeHTe 00s1I3aTENbHO:

MpogesnHpuumpoBatb cuctemy i500.
Mcnonb3oBaTb CTEPUNN30BAHHbIN HAKOHEYHUK.

5.5 JOnekTpuyeckas 6e30nNacHOCTb

A NPEOYNPEXOEHWE

16

Cuctema i500 siBnsetcsa npnbopom knacca 1.

Bo u3bexaHne nopaxeHus anekTpuyeckum Tokom cuctemy 500 cnegyet nogkniodatb
TOMBbKO K UCTOYHWKY NMUTAHWA C 3alUTHbIM 3a3emMneHnem. Ecniv Bbl HE MOXeTe BCTaBUTb
BUNKY M3 KoMmnnekta noctaBkm 500 B  OCHOBHylO po3eTky, obpatutecb K
KBannpmumnmpoBaHHOMY 3MEKTPUKY AN 3aMeHbl BWUMKM WUNu  po3eTkn. He nbiTanTech
UrHopmpoBaTb 3TW Npasuna 6e3onacHoOCTuU.

Cuctema i500 umcnonb3yeT pagMo4vacTOTHYH 3HEPruio TOMbKO Ansi BHyTpu. KonudecTtso
pagnoYacTOTHONO U3NYYEHUS HEBEMNWKO M HE MELLAEeT OKpyXXatowweMy 3MneKTpoOMarHUTHOMY
N3NYYEHUIo.

CyliecTByeT pUCK NOpaXKeHUs1 ANEKTPUYECKMM TOKOM MpU MOMbITKE AOCTYyNa K BHYTPEHHEN
yactn cuctembl i500. Tonbko KBaNMULMPOBAHHLIA OBCHY>XUBAKOLWNA NepcoHan LOSKeH
UMETb JOCTYN K CUCTEME.

He nogkntovante cuctemy i500 K 0ObIMHOMY pasBETBUTEND UMK YOMUHUTENO, TaK KakK 3Tn
coeanHeHnsa He Tak 6e3onacHbl, Kak 3a3eMieHHble po3eTkn. HecobnogeHne atux npasun
©€e30NacHOCTN MOXET NPUBECTU K CAeAyLMM ONaCHOCTSAM:

OBLWuin TOK KOPOTKOro 3aMblkaHWS BCEro NoAKNIOYEHHOro 060pyAOBaHNSA MOXET NPEBbICUTb
npegen, ykasaHHbin B EN/ EC 60601-1.

ConpoTmBneHne 3asemreHns MOXeT NPeBbICUTL Npeaen, ykasaHHbin B EN/M3K 60601-1.

He pasmelwanTte XWUAKOCTU, HANpUMep, HanuUTkK, pagomMm ¢ cuctemon iS00 n He gonyckanTe
nonagaHns XnaKocTu Ha cUCTeMmy.

KoHaeHcauns u3-3a namMeHeHMn temnepaTypbl UM BNAXHOCTM MOXET Bbi3BaTb HaKoMneHue
Bnarm BHYyTpuM npubopa i500, 4to MOXeT noBpeauTb cuctemy. lleped nogknoyeHnem
cuctembl 500 K WUCTOYHWMKY NuTaHuMs obsasaTenbHo aepxute 500 npu  KOMHaTHOW
TemnepaTtype He MeHee 2 YyacoB, YTOObI NpeaoTBpaTUTbL obpasoBaHune koHAeHcaTa. Ecnv Ha
NoBEpPXHOCTM npoaykTa BuaeH kKoHaeHcat, 500 cnegyetr ocTaBUTb MPU  KOMHATHOM
Temnepatype 6ornee 4yem Ha 8 Yacos.

Bbl gomkHbl oTcoeauHsaTb cucteMy 500 OT MCTOYHMKA MNUTaHUS TOMbKO Yepes LUHYp
nUTaHus.

PagnaumoHHble xapaktepuctmkm cuctemol i500 genatoT ee NpurogHon Assi UCNofb30BaHUS
B npoMbiwrieHHocTn 1 6onbHuuax. (CISPR 11, knacc A). Ecnu cuctema i500 ncnonbayetcsa
B xunbix nomeweHuax (CISPR 11, knacc B), oHa mMoxeT He obGecneunTb Hagnexallyto
3aLlmnTy OT pagmnmovacToTHOro obmeHa.

lMepen oTcoeavHeHWeM LIHypa NUTaHUA 0BA3aTenbHO OTKMOYMTE NUTaHWE YCTPOWCTBa C
MOMOLLbIO BbIKMOYaTENSA MUTAHNSA HA OCHOBHOM npubope.
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e Vcnonb3ynte TONMbKO ajantep nuTaHus, noctaensembld Bmecte ¢ i500. Mcnonb3oBaHue
ApYrvx agantepoB NMUTaHUS MOXET MPUBECTU K NOBPEXKOAEHMNIO CUCTEMBI.

e He TAHWTE 3a KOMMYyHWKaLMOHHble Kabenu, kabenn nuTaHua u T. O., UCNONb3yemble B
cucteme i500.

5.6 3awwuTta rnas

A NPEOYNPEXOEHWE

o Cuctema i500 nanyyaet ApKuin CBET U3 CBOErO0 HAaKOHEYHUKA BO BPEMSI CKAHUPOBAHMS.

Apkun cBeT, npoeuupyembii U3 HakoHedHuka 500, He BpegeH Ana rnas. OgHako Bbl He
OOJIMKHbI CMOTPETh NPSAMO Ha APKMA CBET U HanpaBnATb fyd CBeTa B rnasa okpyxawLwwmx.Kak
npaBuno, WHTEHCUBHbIE MWCTOYHMKM CBeTa MOryT NpMBECTM K TOMY, 4YTO rrasa CTaHyT
YyBCTBUTESbHBIMW, U BEPOATHOCTb BTOPUYHOIO BO3OENCTBUS BbiCOKa.Kak u B cnyyae apyrmx
WUCTOYHUKOB MHTEHCUBHOIO CBETA, Bbl MOXETE MCMbITbiBaTb BPEMEHHOE CHWXEHWE OCTPOTbI
3peHusi, 6onn, guckomdopta UNN YXyOLeHUs 3PEeHUsi, YTO YBENMYMBaET PUCK BTOPUYHbLIX
HeCc4acCTHbIX Cry4Yaes.

e OTKa3 OT OTBETCTBEHHOCTH 3a PUCKHn, cBA3aHHbIE C NauneHTamm C anunencuemn

Medit i500 He cnegyeT mucnonb3oBaTh Yy NAUWEHTOB C AMArHO30M 3MNWNencus Ms-3a pucka
cypopor u TpasMm. Mo ToW e NpuYnHEe CTOMAaToNory, y KOTOpblX AMarHOCTUpOBaHa anunencus,
He gormkHbl ncnonb3osaTb Medit i500.

5.7 OnacHocTu B3pbiBa

& NPEOYNPEXOEHWE

¢ Cucrtema i500 He npegHasHadeHa Onsi MCMOMNb30BaHUSA BOMM3M FErKOBOCMIIAMEHSIOLNXCA
XXWOKOCTEW UK rasos, UK B cpedax C BbICOKOM KOHUEHTpaunen kucnopoaa.

e CywectByeT puUCK B3pblBa, €CnuM  Bbl  ucnonb3yete cuctemy 500 BGnm3m
NEerkoBoCnnaMeHsoLLNXCS aHECTETUKOB.

5.8 Puck nHtepcepeHuum c kapgunoctumynatopamu n UK

A NPEOYNPEXOEHWE

e He ncnonbayinte cuctemy i500 y naumeHToB ¢ kapanoctumynatopamm n UK.
e [lpoBepbTe WHCTPYKUMM KaKAOrO NPOM3BOAUTENS HA Hanuume nomex OT nepudepunHbIx
YCTPOWNCTB, TakMX Kak KOMMbOTEpPI, Ucnonb3yemsblie B cucteme i500.

6 WHdbopmauusa o6 aneKTpoMarHUTHOM COBMECTUMOCTMU

6.1 OneKTpoOMarHUTHbIEe U3Ny4YeHUs

[aHHbIi Npubop NpeaHasHayveH Ans UCMONb30BaHUS B 3NEKTPOMAarHUTHOWM cpefe, kak ykasaHo
HWXe. 3aKkasuuk Unu nonb3osaTtenb Npubopa AomkeH yoeanTbCsi, YTO OH UCMONb3YeTCs B TaKOW
cpene.
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6 WHdopmauusa o6 anekTpoMarHUTHOM COBMECTUMOCTHU

Pagno4yactoTtHble usnyyennsa CISPR 11 - Mpynna 1

Mpnbop ncnonb3yeT pagnovacTOTHYI0 SHEPTMIO TOMBKO ANs1 CBOUX BHYTPEHHUX (OYHKLMNA.
HOSTOMy €ro paamo4actoTHble N3ny4eHnda o4eHb HA3KNE U BpAd N MOTYT BbI3BaTb Kakme-nnoo
NMOMEXN B PACMoNIOXKEHHOM MOBN30CTU SNEKTPOHHOM 060pPYaAOBaHMUM.

Papuo4yactoTtHble nany4venus CISPR 11 — Knacc A

Mpnbop nogxoant pnOnsi WCMONMb30BaHMs BO BCEX Y4YpeXOEHUsAX, BKIOYaa [OOMallHue
NoOMELLEHUS, a TaKke B TeX, KOTOpble HEenocpeaCTBEHHO MNOAKMHYEHbl K OOLLECTBEHHOM
HWU3KOBOJIbTHOM ANEeKTpoCceTn, KOoTopas cHabxaeT 3daHnAa, 1N Uncnonb3yeTca aOns ObITOBbIX

uenen.
UcnbiTaHMeHa
CooTBeTCcTBME AnekTpomarHuTHas cpeaa - PykoBoacTteo
HeBOCNpPUMMYNBOCTb

Mpnbop nogxoauT AnNs UCNosib30BaHNsS BO

BCEX YUYpexaeHUsiX, BKNoYyasa gomMallHue

amMuncensa rapMoHNYECKNX NOMELLIEHUS, U Te, KOTOPbIE HANPSAMYHO

COCTaBMAKLLMX A NOAKMHOYEHbl K 00LLEeCTBEHHON
M3K 61000-3-2 HWU3KOBOJIbTHOM CETM NUTaHUS, KoTopasi

nuTaeT 30aHnst U UCNonb3yeTcs Ans
ObITOBBIX Llefnen.

Mpnbop noaxoauT ANs UCNONbL30BaHNS BO
BCEX yUpeXaeHusX, BKMoYas AoMallHue
NMOMELLEHUS, N Te, KOTOPblE HanpPAMyHo

CooTtBeTcTBYET NOAKITOYEHbI K 00LLEeCTBEHHON
HW3KOBOJbTHOW CETU NUTaHUs, KoTopas
nuTaeT 3a4aHnst U UCnonb3yeTcs Ans
ObITOBbLIX Lenen.

KonebaHus HanpsixeHus/
Mepuatowme BbIOpoCHI

6.2 AneKTpoMarHuTHaa HeBOCNPUNMUYUBOCTb

[aHHbI Npubop NpeaHasHayeH ONs UCMOMb30BaHUA B 3MEKTPOMarHUTHOW cpeae, Kak ykasaHo
HUXe.
3akasuvk unu nonb3oBaTenb npubopa OomkeH y6eauTbCs, YTO OH UCMOMb3yeTca B TaKoW
cpege.

CHaTue anekTpocTaTtuyeckoro 3apsaa (ESD) MOK 61000-4-2
Monbi OOJIXKHbI ObITb U3 aepesa, oeToHa unu KepaMVI‘-IeCKOVI nnTkn. Ecnmn nonsl NOKPbITbI
CUHTETUYECKUM MaTepunariom, OTHOCUTENbHaAA BIaXHOCTb OO KHA ObITb He meHee 30%.

M3K 60601-1-2 TecToBbIN
YPOBEHbCOOTBETCTBUA TPEOOBaHUAM
HOMexoyCTOVI‘-IVIBOCTVI
+ 8 kB, koHTakKkT £ 2 KB, + 4 KB,

+ 8 kB, £ 15 kB B0o3ayx

YpoBeHbCOOTBETCTBUA TPeOOBaHMAM
NOMexoycTon4YnBoCTU

+ 8 kB koHTakT + 15 KB BO3ayX

BbicTpble aneKkTpuyeckue nepexoaHbie npoueccoi/Becnneckn MK 61000-4-4
KayecTtBo AneKTponnTaHna [OOJIPKHO COOTBETCTBOBATb TaKOBOMY A4 KOMMEep4YeCKuxX Wunu
OONBbHNYHBIX NOMELLEHUIA.
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M3K 60601-1-2 TecToBbIN
YPOBEHLCOOTBETCTBUA TPEOOBaAHUAM
NOMexoyCTOMYNBOCTU

YpOBEHbLCOOTBETCTBUSA TPEOOBAHUAM
NOMEXO0YyCTOMYMBOCTH

YactoTta noBTopeHus + 2 kB, 100 kl'y, YactoTa noBTopeHus £ 2 kB, 100 kl'y,

Cka4kn HanpsikeHus oT npoBoaa K nposoay MIK 61000-4-5
KavecTtBO AneKkTponnTaHna [OOJIKHO COOTBETCTBOBATb TaKOBOMY A1 KOMMep4YeCKux Wunu
OONbHUYHBIX MOMELLEHUN.

M3K 60601-1-2 TecToBbIN
YPOBEHbLCOOTBETCTBUA TPEOOBaHUAM
NOMexoyCTOMYNBOCTU

YpOoBEHLCOOTBETCTBUSA TPEOOBAHUAM
NOMEXO0YyCTONYMBOCTH

+0,5kB, +1«kB +1kB

CKauku HanpsikeHust oT npoBoaa Ha 3emnto MAK 61000-4-5
KavecTtBO AneKkTponnTaHna OOJIKHO COOTBETCTBOBATb TaKOBOMY A1 KOMMEep4YeCKux Wunu
OONbHUYHBIX MOMELLEHUN.

M3K 60601-1-2 TecToBbIN
YPOBEHbLCOOTBETCTBUA TPEOOBaHUAM
NOMexoyCTOMYNBOCTU

YpoBEeHLCOOTBETCTBUSA TPEOOBAHMUAM
NOMEXO0YyCTOMYMBOCTH

+0,5kB,+1kB, +2«kB +2 kB

MpoBanbl HanpsixxeHusa MIK 61000-4-11

KayecTBO anekTponuTaHusi LOMKHO COOTBETCTBOBATb TAKOBOMY [Afsi KOMMEPYECKUX WIu
OONbHMYHBIX nomelleHni. Ecnv nonb3oBatenb ycunutens usobpaxeHust npubopa TpebyeT
npoaosmkeHns paboTbl BO Bpems nepeboeB B INEKTPOCETU, PEKOMEHAYETCS, YTOObI yeunuTenb
n3obpaxeHusa npubopa nuTancsa ot UCTodHuka 6ecnepebonHoro nuTaHusa unu 6atapeu.

M3K 60601-1-2 TecToBbIN
YpOBEHbLCOOTBETCTBUSA TPEOOBaAHMUAM
YPOBE€HbLCOOTBETCTBUA Tpe60BaHVI$IM o
. NnoOMexXoyCcToOM4nBOCTU
noOMexXoyCcToOn4mBoCTHU
0% UT; 0,5 unkna npn 0 °,45°,90 °, 135 °, 0% UT; 0,5 unknanpn 0 °,45°,90 °, 135 °,
180 °,225°,270°n 315° 180°,225°,270°n 315°
0% UT; 1 umkn n 70% UT; 25/30 umknos 0% UT; 1 umkn n 70% UT; 25/30 uuknos

OpHa daza: npn 0 ° OpHa dasza: npn 0 °

MpepbiBaHua HanpsxeHua MIK 61000-4-11

KayecTBO amneKkTponuMTaHus [OOIMKHO COOTBETCTBOBaTb TaKOBOMY AN KOMMEPYECKUX WK
OONbHMYHBIX NomelleHni. Ecnv nonb3oBatenb ycunutens usobpaxeHust npubopa TpebyeT
npoaosmkeHns paboTbl BO Bpems nepeboeB B INEKTPOCETU, PEKOMEHAYETCS, YTOObI yeunurenb
n3obpaxeHus npubopa nuTancs oT UCToYHMKa 6ecnepebonHOro NuTaHusa unu GaTapeu.

M3K 60601-1-2 TecToBbIN

YpoBeHbLCOOTBETCTBUA TPeboBaHUAM
YPOBEHLCOOTBETCTBUA TPEOOBaHUAM P P

[OMEXOyCTONUMBOCTH NOMEXO0YyCTOMYMBOCTH
0% UT; umkn 250/300 0% UT; umkn 250/300
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6 WHdbopmauusa o6 anekKTpoMarHUTHOM COBMECTUMOCTHU

HomuHanbHasa yactota marHutHoro nons (50/60 Ny) MOK 61000-4-8
YacToTbl MarHUTHbIX Noneun OOJTXKHbI ObITb Ha YPOBHAX, XapaKTepHbIX OJ174 MeCTOMNONI0XXEeHNA B
TUMNYHOM KOMMEPYECKOM UInn ©0onbHNUYHOM nomMmeweHunn.

M3K 60601-1-2 TecToBbIN
YPOBEHLCOOTBETCTBUA TPEOOBaHUAM
NOMexoyCTOMYNBOCTU

30 A/m 30 A/m

YpOoBEHbLCOOTBETCTBUSA TPEOOBAHMUAM
NOMEXO0YyCTOMYMBOCTH

HaBegeHHble BY-nomexn MIK 61000-4-6

MopTatuBHOE N MOBMNBbHOE 06OpYyAOBaHME pagMoyacTOTHOW CBA3W, BKovasi kabenn, cnegyet
nucnonb3oBatb He OnmMke K Kakom-nmmbo 4vactm npubopa, Yem peKkoMeHOyemoe pacCTOsiHWE
NPOCTPaHCTBEHHOIO pa3HECEHMs, PacCYNTaHHOE C WCMONb30BaHWEM MPUBEAEHHOIO HUXe
ypaBHEHMS B COOTBETCTBMM C YacTOTOW nepegaTymka.

PekoMeHayeMoe paccTosiHue NpPOCTPaHCTBEHHOIO pa3HeceHus

d= [ET_][p OT 800 My Ao 2,5
1

roe P — makcumanbHas BbIxO4Has MOLLHOCTb MepefaTyvka B BaTTax (BT) B cooTBeTCTBUM C
npouvssBoauTenem nepedatynka, a d — peKkoMeHOyemoe pacCTosHWE MPOCTPAHCTBEHHOMO
pasHeceHust B MeTpax (M).

HanpshkeHHOCTb Mnons oT douKcMpoBaHHbIX PY nepepatynkoB, Kak 3TO onpegeneHo npu
9NEKTPOMArHUTHON WHXEHEPHON CbeMKe, AOSMKHA OblTb MEHbLUE YPOBHA COOTBETCTBUS B
KakOOM 4aCTOTHOM JuanasoHe.

lMomexun MoryT Bo3HMKaTb B6IM3KM 060pyaoBaHNA, MOMEYEHHOrO CneayoLwmm CUMBOSIOM:

(@)

M3K 60601-1-2 TecToBbIN
YpOBEeHbCOOTBETCTBUS TPEOOBaAHUAM
YPOBE€HbLCOOTBETCTBUA TpeGOBaHVISIM o

< nMoOMexXoyCTon4mBoCctu

noMexoyCctonimBoCctu
3B0,15MlIMy-80MIy 6 BB 3B0,15MlIMy-80MIy, 6 BB
NPOMBILLSIEHHbIX, HAYYHbIX N MEANLIMHCKNX NPOMBILUNEHHbIX, HAYYHbIX N MEOULIMHCKNX
AnanasoHax mexay 0,15 My n 80 MI'y 80%, | ananasoHax mexgy 0,15 My 1 80 MMy 80%,

AM Ha vactoTte 1 kl'L AM Ha vactoTte 1 kl'L4

M3nyyaemble paguoBosnHbl MK 61000-4-3
MopTatueHOE N MOBUNBHOE 0BOpyAOBaHME pagMoyacTOTHOW CBA3W, BKMovas kabenn, cnegyet
nucnonb3oBaTtb He OnmMxke K Kakom-nmbo 4vactm npubopa, Yem peKkoMeHOyemoe pacCTOsiHWE
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NPOCTPaHCTBEHHOIoO pa3HeceHundA, paccyMTaHHoe C Uucnonb3oBaHMEM MNpuMBEeOEeHHOro HuMxe
YpaBHEHNA B COOTBETCTBUU C YacToTou nepepgart4yuka.

PekoMeHayeMoe paccTosiHue NpPOCTPaHCTBEHHOIO pasHECeHUs

d= 3’—5][P OT 80 My 7o 800 MI'yy
1

d= [ET_][p OT 800 My Ao 2,5
1

roe P — makcumanbHas BbIxOAHas MOLLHOCTb MepefaTyvka B BaTTax (BT) B cooTBEeTCTBUM C
npoussBoauTeneMm nepegatynka, a d — peKkoMeHOyemoe pacCTOosiHWE MPOCTPAHCTBEHHOMO
pasHeceHust B MeTpax (M).

HanpshkeHHOCTb Mnons oT duKcMpoBaHHbIX PY nepepatynkoB, Kak 3TO onpegenieHo npu
9NEKTPOMArHUTHON WHXEHEPHON CbeMKe, AOSMKHa OblTb MEHblUE YPOBHA COOTBETCTBUS B
KakOOM 4aCTOTHOM JuanasoHe.

lMomexun MoryT Bo3HMKaTb B6HIM3M 060pyaoBaHNA, MOMEYEHHOrO CneayowmmMm CUMBOSIOM:

(@)

M3K 60601-1-2 TecToBbIN
YPOBEHLCOOTBETCTBUA TPEBOBAHMSAM YPOBeHbCOOTBeTCTBVVIH TpebGoBaHMAM
NomMexoycTon4nBoCTU romexoycrondusoctv
3B/MmM80MIy-2,7TTy 80% 3B/M80MIy-2,7TTy 80%
AM npu 1 klMy AM npn 1 kl'y,
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7 Cneuundmkauma

HasBaHue mogenu i500

HomunHanbHas MOLLHOCTb

+9B=4A

Bbnok nutaHua

Has3BaHne mogenu

ATMO036T-P090

BxogHoe HanpsaxeHne

YHuBepcanbHbin Bxog 100 ~ 240 B nepemeHHoro Toka / 50 ~
60 'y, 6e3 NonN3yHKOBOro nepekntovarens

Bbixoa

+t9B/0~4A

Pa3smepsbl Kopnyca

100 x 50 x 33 mm (WU x [0, x B)

CE / FCC knacca A, npoBogUMOCTb 1 paguauumn

Pagnonomexu

COOTBETCTBYIOT KPUTEPUAM

OVP (3awuTa oT nepeHanpsxXeHns)
BawmTta SCP (3awmTa oT KOPOTKOro 3amMblKaHNS)

OCP (3awmuTa oT Neperpysku no Toky)

3almTa oT nopaxeHusi
ANEKTPUYECKNM TOKOM

Knacc 1

Pexxum paboTbl

HenpepbIBHbIN

MaHunynsatop

Paamepbl 264 x 44 x 54,5 mm (LWL x 0 x B)
Bec 280r

Pabouvas yacTb Tun BF

3apsigHas cTaHUuuA

Pa3smepbl

109,5x 37 x 19,8 mm (WU x [ x B)

Bec

80r

YcTponcTBo Ansi Kanuopos

KU

Paamepbl

165 x 55 mm (B x Q)

Bec

280r
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YcnoBus KcnnyaTtaunm n XxpaHeHusA

Ycnosusa akcnnyatayum

TemnepaTtypa 18°C -28°C
BrnaxHocTb OTHocuTenbHasa BnaxHocTb oT 20 oo
75%

(6e3 obpasoBaHus koHAEHCaTa)

[asneHune Bo3gyxa

ot 800 rl1a go 1100 rlMa

Ycnosua xpaHeHus

TemnepaTtypa -5°C-45°C
BrnaxHocTb OTHocuTenbHas BnaxHocTtb oT 20 oo
80%

(6e3 obpasoBaHus koHAeHcaTa)

[asneHune Bo3ayxa

o1 800 rlMa go 1100 rlMa

Ycnoeusi TpaHCNOPTUPOBKU

TemnepaTypa -5°C -45°C
BnaxHocTb OTHocuTenbHasa BnaxHocTb ot 20 Ao
80%

(6e3 obpasoBaHus koHAeHCaTa)

[aBneHune Bo3ayxa

o1 620 rl1a go 1200 rlMa

Mpepenbl BLIGPOCOB B OKpYXaloLyto cpeay

Oxkpyxatowasa cpena

bonbHMyHas cpega

BbIEPOCbI HaBegeHHbIX PB 1 nanyyaembix PB

CISPR 11

rapMOHVI‘-IeCKOeI/ICKameHMG

Cm. M3K 61000-3-2

KonebaHus HanpaXeHnd 1 BCrJjieCckun

Cm. M3K 61000-3-3

(€

Mpeacrasutens EC

Komnanusa «MERIDIUS MEDICAL LTD.»
Moppaspenenmne 3D, Hopc MonHt Xays, Hopc MonHT BusHec Mapk, Heto Mannoy Poyg
CORK, T23AT2P, Upnangus, +353 212066448

d Mponssogutens

23, lNopwieoaa-po 22-rvn, panoH CoHbyk, Ceyn, 02855 Pecnybnuka Kopes

Ten.: +82-2-2193-9600
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