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4

About This Guide

1 Introduction and Overview

Convention in This Guide

This guide uses various symbols to highlight important information
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 a medium risk of personal injury.

/\ CAUTION

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

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

1.1 Intended Use

The i600 system is an intraoral 3D scanner intended to record
topographical characteristics of teeth and surrounding tissues
digitally. The i600 system produces 3D scans for use in computer-
assisted design and manufacturing of dental restorations.

1.2 Indication for Use

The i600 system is for scanning the patient’s intraoral features.
Various factors (intraoral environment, operator’s expertise, and
laboratory workflow) may affect the final scan results when using the
i600 system.

1.3 Contraindications

The 600 system is not intended to be used to create images of the
internal structure of teeth or the supporting skeletal structure.
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1.4 Qualifications of the Operating User 1.5 Symbols

A CAUTION No Symbol Description
= Thei600 system is designed for use by individuals with
professional knowledge in dentistry and dental laboratory 1 Serial number
technology.
. . . - 2 Medical devi
= The user of the i600 system is solely responsible for determining edicataevice
whether or not this device is suitable for a particular patient’s 3 &I Date of manufacture
case and circumstances.
= The useris solely responsible for the accuracy, completeness, 4 u Manufacturer
and adequacy of all data entered the i600 system and the
provided software. The user should check the accuracy of the 5 A Caution
results and assess each individual case.
= Thei600 system must be used in accordance with its 6 A Warning
accompanying User Guide. _
= Improper use or handling of the i600 system will void its 7 @ Read the user guide
warranty. If you require additional information on the proper . B
use of the i600 system, please contact your local distributor. 8 ( G The official mark of the Europe Certificate
= Theuseris not allowed to modify the i600 system. . T Authorized representative in the European
- community
10 BF type of applied part
11 E WEEE mark
12 & only Prescription use (U.S.A)

Intraoral Scanner i600 5



13 MET mark 27 [I] Model Number
14 ~ AC 28 Quantity
15 == DC 29 Unique device identifier
16 ) /l/m Temperature limitation
80%
17 , Humidity limitation . .
0% @ b 1.6 i600 Components Overview
Toowe
18 Atmospheri limitatio
wmg ospheric pressure limitation 1600 Unboxing Guide
19 I Fragile
20 T' Keep dry
21 t' This way up
—
Scan the QR code
2 E Seven-Layer stacking prohibited
No Item Qty Appearance
23 DE Consultinstructions for use
24 EE The official mark of the United Kingdom 1 1600 Handpiece lea — D
25 Authorized representative in Switzerland
% Authorized representative in the United 2 Power Hub lea

Kingdom
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i600 Handpiece Cover lea 10 Wall Mount Holder lea | l
[N
Reusable Tip 4ea \ 11 Power Delivery Cable lea ( )
Small "
mall Tip |
(*Sold separately) 4ea \ 12 USB 3.0 Cable lea Q
Calibration Tool lea 13 Medical Adapter lea !
Practice Model lea 14 Power Cord lea 8
USB Flash Drive
Wrist Strap lea 15 (Installer of Medit Scan for lea MEDIT <
Clinics included) N
Desktop Cradle lea / 16 User Guide lea -

Intraoral Scanner i600
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= Allcomponents in the list can be purchased separately. 1.7 Setting Up the i600 System
= The availability of items may vary depending on the medical
device registration status in each country or region. Please 171 Basic Settings of i600
contact Medit or your local distributor to check the availability
of specific items.

/\ CAUTION '

*  Keep the practice model in a cool place away from direct
sunlight. A discolored practice model may affect the results of ]

the practice mode.

»  Thestrap is designed specifically for the weight of the i600 and ‘

should not be used with other products.
= Medit Scan for Clinics is included in the USB drive. This product |

is optimized for PC, and using other devices is not recommended.

Do not use anything other than a USB port. It may cause

malfunction or fire.

@ Connect the USB 3.0 cable @ Connect medical adapter
(Cto A to the power hub. to the power hub.
N
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Q Turning On the i600

@ Press the power button (2 When the power is supplied,
on the i600. the LED on the upper part of
the 1600 handpiece turns blue.

_»

(3 Connect the power cord to @ Connect the power cord
the medical adapter. to a power source.

Q Turning Off the i600
Press and hold the power button at the bottom of the i600 handpiece
for 3 seconds.
£
(® Connect the USB-C cable ® You can connect i600
toa PC. directly to a PC without the

adapter.

Intraoral Scanner i600 9



2 Medit Scan for Clinics Overview

Desktop Cradle 2.1 Introduction

Medit Scan for Clinics provides a user-friendly working interface to
digitally record topographical characteristics of teeth and surrounding
tissues using the i600 system.

2.2 Installation
221 System Requirements

O

Minimum System Requirements

Windows 0S
Laptop Desktop
Wall Mount Holder Intel Core i7 - 10750H Intel Core i7 - 10700K
e AMD Ryzen 7 4800H AMD Ryzen 7 3800X
“ RAM 16GB
Graphic NVIDIA GeForce RTX 1660/2060/3060 (Above 6GB)

AMD Radeon is not supported.

Windows 10 Pro or Home 64-bit

i 05 Windows 11 Pro or Home
macOS
Jy

N Processor Apple M1/M2
N
RAM 16GB
0s macOS Monterey 12

10 User Guide



Recommended System Requirements

Windows 0S

Laptop Desktop

Intel Core i7 - 12700H
Intel Core i7 - 11800H

Intel Core i7 - 12700K
Intel Core i7 - 11700K

CPU
NOREIS s
RAM 32GB
NVIDIA GeForce RTX 2070/2080/3070/3080/3090 (Above 8GB)
Graphic NVIDIA RTX A3000/4000/5000 (Above 6GB)
AMD Radeon is not supported.
0s Wmdpws 10 Pro or Home 64-bit
Windows 11 Pro or Home
mac0S
Processor Apple M1 Pro
RAM 32GB
0s macOS Monterey 12
Q For accurate and up-to-date system requirements, please visit

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

www.meditlink.com.

_‘Q’_

N

Q ® O0OOO

2.2

The device may not work when using cables other than the USB
3.0 cable provided by Medit. Medit is not responsible for any

problems caused by cables other than the USB 3.0 cable
provided by Medit. Be sure to use only the USB 3.0 cable
included in the package.

Software Installation Guide

Connect the enclosed USB flash drive to a PC.

Run the installation file.

Select the setup language and click “Next.”

Choose the installation path.

Read the “License Agreement” carefully, check “| agree to the
License terms and conditions,” and then click “Install.”

The installation process may take several minutes. Please do
not shut down the PC until the installation is complete.

After the installation is complete, restart the PC to ensure
optimal program operation.

The installation will not be processed while the i600 system is
connected to a PC. Please turn off the scanner before starting
the installation.

Intraoral Scanner i600 11




3 Maintenance

2.2.3 Medit Scan for Clinics User Guide

Please refer to the User Guide of Medit Scan for Clinics:

Medit Scan for Clinics > Menu > User Guide.

How to use Medit Academy

Scan the QR code

/\ CAUTION

Equipment maintenance should only be carried out by a Medit
employee or Medit-Certified company or personnel.

In general, users are not required to perform maintenance work
on the 1600 system besides calibration, cleaning, and sterilization.
Preventive inspections and other regular maintenance are not
required.

3.1 Calibration

Periodic calibration is required to produce precise 3D models.
You should perform calibration when:

The quality of the 3D model is not reliable or accurate when
compared to previous results.

Environmental conditions such as temperature have changed.
The calibration period has expired. You can set the calibration
period in the Menu > Settings > Calibration Period (Days).

The calibration panel is a delicate component. Do not touch the
panel directly. Check the calibration panel if the calibration

process is not performed properly. If the calibration panel is
contaminated, please contact your service provider.

We recommend performing a calibration periodically. You can
set the calibration period via Menu > Settings > Calibration
Period (Days). The default calibration period is 14 days.

12 User Guide
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1.1

How to Calibrate i600

Turn on the i600 and launch the Medit Scan for Clinics.

Run the Calibration Wizard from Menu > Settings > Calibration.
Prepare the calibration tool and the i600 handpiece.

Turn the dial of the calibration tool to position 1

Put the i600 handpiece into the calibration tool.

Click “Next” to start the calibration process.

When the calibration tool is mounted properly in the correct
position ¢ 1, the system will automatically acquire the data.
When data acquisition is complete at position © 1, turn the
dial to the next position.

Repeat the steps for positions © 2 - '8
position.

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

and the (LAST

3.2 Cleaning, Disinfection, Sterilization Procedure
321 Reusable Tip

The reusable tip is the part that is positioned in the mouth of patients
during scanning, and is reusable for a limited number of times. The
tip needs to be cleaned and sterilized between patient uses to avoid
cross-contamination.

Cleaning & Disinfection

= Prepare a cleaning solution.
» Dilute a general neutral detergent at a 1:100 ratio before
use.
= Clean the reusable tips with a cleaning solution and a brush.
» Ensure the mirror of the tip is completely clean and
stain-free. If the mirror appears stained or foggy, repeat
the cleaning process.

/\ CAUTION
» The reusable tip has a complex structure, and automatic
cleaning may not achieve complete cleaning; therefore,
do not clean the reusable tip in an automatic washer.
*  Rinse the reusable tips three times with purified water.
= Remove moisture with a paper towel and allow them to air-dry
completely at room temperature for at least 80 minutes.

Intraoral Scanner i600 13
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Disinfect the reusable tips using a disinfectant containing 15%

or less Isopropyl Alcohol (IPA) for 1 minute. Then, ensure they

are thoroughly dried at room temperature for at least 5 minutes.

» Before using a disinfectant product, please refer to the
product user manual for proper use.

» You can find the list of recommended disinfectants in the
Medit Help Center at http://support.medit.com/hc.

Sterilization

The tip should be cleaned manually using a disinfecting solution.

After cleaning and disinfecting, inspect the mirror inside the tip

to ensure there aren’t any stains or smudges.

Repeat the cleaning and disinfection process if necessary.

Carefully dry the mirror with 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:

»  Sterilize in a gravity autoclave at 135°C (275°F) for 10
minutes and dry for 30 minutes.

» Sterilize in a pre-vacuum autoclave at 134°C (273.2°F) for
4 minutes and dry for 20 minutes.

Use an autoclave program that dries the wrapped tip before

opening the autoclave.

Scanner tips can be re-sterilized up to 150 times. After reaching
this limit, they must be disposed of according to the guidelines
in the disposal section.

Autoclave times and temperatures may vary depending on

the autoclave type and manufacturer. For this reason, it may
not be able to meet the maximum number of times. Please refer
to the user manual of the autoclave manufacturer you are using
to determine whether the required conditions are met.

/\ CAUTION

The mirror of the scanner tip is a delicate optical component
that 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, it will cause stains on the mirror,
which cannot be removed. Check the autoclave manual for
more information.

Tips that have been cleaned, disinfected, and sterilized must
remain sterile until they are used on the patient.

Medit is not responsible for any damage, including tip distortion,
caused by cleaning, disinfection, or sterilization procedures that
do not comply with the guidelines outlined above.

User Guide




3.2.2 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
situations, clean the mirror following the steps below:

(@  Disconnect the scanner tip from the i600 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 or
it 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 as necessary.

®©

323 Handpiece

After treatment, clean and disinfect all other surfaces of the i600
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.

The recommended cleaning and disinfecting solution is denatured
alcohol (ethyl alcohol or ethanol) - typically 60 - 70% Alc/Vol.

The general cleaning and disinfecting procedures are as follows:

@ Turn off the device using the power button.
@ Unplug all the cables from the power hub.
3 Clean the filter on the front end of the i600 handpiece.

» If alcohol is poured directly into the filter, it may seep
inside the i600 handpiece and cause a malfunction.

» Do not clean the filter by pouring alcohol or cleaning
solution directly into the filter. The filter must be gently
wiped with a cotton or soft cloth moistened with alcohol.
Do not wipe by hand or apply excessive force.

» Medit is not responsible for any damage or malfunction
that occurs during cleaning that does not follow the
guidelines above.

Intraoral Scanner i600 15




Put the cover on the front of the i600 handpiece after cleaning
the filter.

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

Wipe the scanner surface with the cloth.

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

CAUTION
Do not clean the 600 handpiece when the device is turned on
as the fluid may enter the scanner and cause malfunction.
Use the device after it is completely dry.
Chemical cracks may appear if improper cleaning and
disinfecting solutions are used during cleaning.

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 clean, dry, lint-free, and non-abrasive cloth.

/\ CAUTION

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

3.3 Disposal

/\ CAUTION

The scanner tip must be sterilized before disposal. Sterilize

the tip as described in the section “3.2.1 Reusable Tip & Small
Tip - Sterilization.”

Dispose of 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/EV)

WEEE, Waste Electrical and Electronic Equipment Directive.
(2012/19/EV)

3.4 Updates in Medit Scan for Clinics

Medit Scan for Clinics automatically checks for updates when the
software is in operation. If a new version of the software is released,
the system will automatically download it.

16 User Guide



4 Safety Guide

Please adhere to all the safety procedures 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 preventive
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 the system’s proper
functionality and personal safety.

The 1600 system should only be operated by dental professionals

and technicians who are trained to use the system. Using the i600
system for any purpose other than its intended usage as outlined in
the section “1.1 Intended Use” may result in injury or damage to the
equipment. Please handle the i600 system according to the guidelines
in the safety guide.

Any serious incident involving the device should be reported to the
manufacturer and the competent authority of the member state in
which the user and patients are located.

4.1 System Basics

The i600 system is a high-precision optical medical device.
Acquaint all the following safety and operating instructions before
the installation, usage, and operation of i600.

/\ CAUTION

The USB 3.0 cable connected to the power hub is the same as a
standard USB cable connector. However, the device may not
operate normally if a standard 3.0 USB cable is used with i600.
The connector provided with the power hub is designed
specifically for the i600 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 or loose parts. If there is any visible damage,
do not use the product and contact the manufacturer or your
local representative.

Check the i600 handpiece and its accessories for any sharp edges.
When not in use, the 1600 system should be kept mounted on a
desk stand or a wall mount stand.

Intraoral Scanner i600 17
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= Do notinstall the desk stand on an inclined surface.

= Do not place any object on the i600 system.

= Do not place the i600 system on any heated or wet surface.

= Do not block the air vents located at the rear of the 600 system.
If the equipment overheats, the i600 system may malfunction or
stop working.

= Do not spill any liquid on the i600 system.

= Thei600 handpiece and other included components are made
of electronic components. Do not allow any kind of liquid or
foreign objects to enter.

= Do not pull or bend the cable connected to the i600 system.

= Carefully arrange all the cables so that you or your patient do
not trip or get caught in the cables. Any pulling tension on the
cables may cause damage to the i600 system.

= Always place the plug of the power cord of the i600 system in
an easily accessible location.

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

= Proceed with calibration, cleaning, disinfection, and sterilization
in accordance with the contents of the user guide.

= Ifyou drop the i600 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.

= Duetoits fragile nature, the i600 tips should be handled with
care. To prevent damage to the tip and its internal mirror, be
careful to avoid contact with the patient’s teeth or restorations.

If the i600 system 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 the proper
functionality of the i600 system.

In the event of a severe accident involving the i600 system,
notify the manufacturer and report it to the competent national
authority of the country where the user and patient reside.

If the PC with the software installed does not have security
software or if there is a risk of malicious code intrusion into the
network, the PC may be breached with malware (malicious
software such as viruses or worms that damage your computer).
The software for this product must be used in compliance with
medical and personal information protection laws.

User Guide



4.2 Proper Training

Getting started with i600 Practice Mode

Scan the QR code Scan the QR code

/\ WARNING
Before using your i600 system on patients:

You should have been trained to use the system or read and
fully understand this User Guide.

You should be familiar with the safe use of the i600 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.

4.3

In Case of Equipment Failure

/\ WARNING

If your i600 system is not working properly or if you suspect that there
is a problem with the equipment:

4.4

Remove the device from the patient’s mouth and discontinue
use immediately.

Disconnect the device from the PC and check for errors.
Contact the manufacturer or authorized resellers.

Modifications to the i600 system are prohibited by law as they
may compromise the safety of the user, patient, or a third party.

Hygiene

A\ WARNING

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

Handling and replacing the tip.
Using the i600 system on patients.
Touching the i600 system.

Intraoral Scanner i600
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A\ WARNING
The 1600 system and its optical window should be always kept clean.
Before using the i600 system on a patient, be sure to:

= Sterilize the i600 system as described in the section
“3.2 Cleaning, Disinfection, Sterilization Procedure.”
= Use a sterilized tip.

4.5 Electrical Safety

/\ WARNING

= Thei600 system is a Class | device.
= To prevent electric shock, the 600 system must only be

connected to a power source with a protective earth connection.

If you cannot insert the i600-supplied plug into the main outlet,
contact a qualified electrician to replace the plug or outlet. Do
not try to circumvent these safety guidelines.

* Do not use a grounding-type plug connected to the i600 system
for any other purpose than its intended use.

*  Thei600 system only uses RF energy internally. The amount of
RF radiation is low and does not interfere with surrounding
electromagnetic radiation.

»  Thereis arisk of electric shock if you attempt to access the
inside of the i600 system. Only qualified service personnel
should access the system.

Do not connect the i600 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:

» All connected equipment’s total short circuit current 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 i600 system

and avoid spilling any liquid on the system.

Never spill liquid of any kind on the i600 system.

Condensation due to changes in temperature or humidity can

cause moisture buildup inside the i600 system, which may

damage the system. Before connecting the i600 system to a

power supply, be sure to keep the i600 system at room

temperature for at least two hours to prevent condensation.

If condensation is visible on the product surface, the 600 should

be left at room temperature for more than 8 hours.

You should only disconnect the i600 system from the power

supply via its power cord.

When disconnecting the power cord, hold the plug surface to

remove it.

Before disconnecting, make sure to turn off the power on the

device using the power switch on the handpiece.
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The EMISSIONS characteristics of this equipment make it
suitable for use in industrial areas and hospitals (CISPR 11

Class A). If used in a residential environment (for which CISPR 11
Class B is normally required), this equipment might not offer
adequate protection to radio-frequency communication services.
Use only batteries provided for use with the i600. Other batteries
could damage the i600 system.

Avoid pulling on the communication cables, power cables, etc.
used with the 1600 system.

Use only medical adapters provided for use with the i600. Other
adapters could damage the i600 system.

Do not touch the connectors of the device and the patient
simultaneously.

4.6 Eye Safety

/\ WARNING

The i600 system projects a bright light from its tip during scanning.
The bright light projected from the tip of the i600 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 source exposure, you may experience a temporary reduction
in visual acuity, pain, discomfort, or visual impairment, all of
which increase the risk of secondary accidents.

Disclaimer for Risks Involving Patients with Epilepsy The Medit
i600 should not be used on patients that have been diagnosed
with epilepsy due to the risk of seizures and injury. For the same
reason, dental staff who have been diagnosed with epilepsy
should not operate the Medit i600.

Intraoral Scanner i600
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4.7 Explosion Hazards 4.9 Cybersecurity Safety
A WARNING = If a cybersecurity incident occurs, stop using the scanner and
* Thei600 system is not designed to be used near flammable software immediately. Power off the scanner and log out of the
liquids, gases, or in environments with high oxygen software.
concentrations. = Promptly report the incident to our support team through
Thereis a risk of explosion if you use the i600 system near email, phone, or other available means of contact. Please refer
flammable anesthetics. to the last page of the User Guide for contact information.
= When reporting an incident, please provide as much information
4.8 Pacemaker and ICD Interference Risk as possible, including the time of occurrence and any unusual
behavior you noticed. This information will assist us in resolving
A WARNING the issue quickly.
= Implantable Cardioverter Defibrillators (ICDs) and pacemakers may
have interference due to some devices.
= Maintain a moderate distance from the patient’s ICD or pacemaker
when using the i600 system.
= For more information on peripherals used with i600, check the
respective manufacturer’'s manuals.
User Guide



5 Electro-Magnetic Compatibility Information

5.1 Electromagnetic Emissions

The i600 system is intended for use in the electromagnetic

environment as specified below. The customer or the user of the i600

system should ensure that it is used in such an environment.

Guidance and Manufacturer’s Declaration - Electromagnetic Emission

Electromagnetic
Environment - Guidance

The i600 uses RF energy only for
its internal function. Therefore,
its RF emissions are very low
and are not likely to cause any
interference in nearby electronic
equipment.

A\ WARNING

This i600 system is intended for use by healthcare professionals only.
This equipment/system may cause radio interference or may disrupt
the operation of nearby equipment. It may be necessary to take
mitigation measures, such as re-orienting or relocating the 600 or

shielding the location.

5.2 Electromagnetic Immunity

= Guidancel

The i600 system is intended for use in the electromagnetic
environment as specified below. The customer or the user of
the 1600 system should ensure that it is used in such an

environment.

Guidance and Manufacturer’s Declaration - Electromagnetic Emission

Emission Test Compliance
RF Emissions
CISPR 11 Group 1
RF Emissions
CISPR 11 Class A
Harmonic Emissions
IEC 61000-3-2 ClassA
Voltage Fluctuations Complies

/ Flicker Emissions

The i600 is suitable for use in all
establishments. This includes
domestic establishments and
those directly connected to the
public low-voltage power supply
network that supplies buildings
used for domestic purposes.

Immunity IEC 60601
Test Test Level

Compliance

Electromagnetic
Environment -

Level

Guidance

Electrostatic + 8KV contact

Discharge +2kv, £4ky,
(ESD) IEC + 8Kk,
61000-4-2 + 15kVair

=+ 8 kV contact

Floors should be
made of wood,
concrete, or ceramic
tiles. If floors are

2KV, £ 4k, ]
8Ky covereq with a .
T 5k air synthetic material,

relative humidity
of at least 30% is
recommended.

Intraoral Scanner i600
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Electrical Fast

£2 kV for power

+2 kv for power

The mains power
quality should be

Transient supply lines supply lines that of a typical
/ Burst IEC +1kVforinput/  1kVforinput/  commercial
61000-4-4 output lines output lines or hospital
environment.
+05kV, 21KV +05kv, £1kv  The mains power
differential mode ~ differential mode  quality should be
Surge IEC that of a typical
61000-4-5 commercial
05KV, £1kv, £2 205KV, £1KV, 2 of hospital
kV common mode  kVcommonmode  environment.
The mains power
quality should be
that of a typical
0% Ut (100% dip 0% Ur (10036 dip <O Merlal
Voltage inUDfor051  inunforosa O MosPiEl
Dips, Short ’ ’ environment. If the
Interruptions, cycles cycles user of the i600
and Voltage " 70% Ut (30% dip  70% Ut (30% dip system requires
- inUt) for25/30 in UT) for 25/30 . )
Variations on continued operation
Power Suppl; cycles cycles during power mains
SUPPY 096 UT (100% dip 0% UT (100% dip oo '8 POWer ™M
Input Lines interruptions, it is

IEC 61000-4-11

in U) for 250/300
cycles

in UT) for 250/300
cycles

recommended that
the i600 system

be powered from
an uninterruptible
power supply or a
battery.

Power frequency
Power magnetic fields
Frequency should be at levels
Magnetic characteristic of
Fieﬁjs 30A/m 30A/m alocation in a
(50/60Hz) IEC typical commercial
61000-4-8 or hospital
environment.
. 8A/m 8A/m
Proximity 35z cw 30 kHzCW .
Magnetic modulation modulation Resistance to
Fields in the magnetic fields was
Frequency 65 A/m 65 A/m tested and applied
Range 9 kHz only to surfaces
t0 13.56 MHz 1342 kHz 134.2 itz of enclosures
- PM 2.1 kHz PM 2.1 kHz X

Immunity or accessories
SO oy s el

13.56 MHz 13.56 MHz .

PM 50 kHz PM 50 kHz

NOTE: U is the main voltage (AC) prior to the application of the test level.
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= Guidance 2 = Guidance 3

Recommended Separation Distances Between Portable and Mobile
Communication Equipment and the i600

Separation Distance According to the Frequency of

Transmitter [M] environment.

Rated Maximum

The i600 system is intended for use in the electromagnetic
environment specified below. The customer or the user of the
i600 system should ensure that it is used in such an

Output Power
IEC 60601-1-2:2014

Guidance and Manufacturer’s Declaration - Electromagnetic Inmunity

of the
Transmitter
[w] 150 kHz to 80 MHz 80 MHz to 2.7 GHz Immunity  IEC60601 Compliance Electromagnetic
d=12/P d=2.0/P Test Test Level level Environment - Guidance
0.01 0.12 0.20
0.1 0.38 0.63 Portable and mobile RF
communications equipment
! 12 20 should not be used closer to
10 3.8 63 any part of the Ultrasound
100 1 20 System, including cables, than
the recommended separation
3Vrms 150 distance. This is calculated using
For transmitters rated at a maximum output power not listed above, the Conducted kHz to 80 the equation apphcablelto the
B . . . MHz frequency of the transmitter.
recommended separation distance (d) in meters (m) can be estimated using the RF IEC ; 3Vrms
. - . ) b Outside
equation applicable to the frequency of the transmitter, where P is the maximum 61000-4-6 .
. o . . ISM Bands Recommended Separation
output power rating of the transmitter in watts (W) according to the transmitter N N
amateur Distance (d):

manufacturer.

NOTE 1 * At 80 MHz and 800 MHz, the separation distance for the higher
frequency range applies.

NOTE 2 : These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects,
and people.

d=124P

IEC 60601-1-2:2007

d =124 P 80 MHz to 800 MHz
d=2.34P80MHzto 2.5GHz
IEC 60601-1-2:2014
d=2.04P80MHzto 2.7 GHz
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= Guidance 4

The 600 system is intended for use in an electromagnetic

6 Vrms 150 Where P is the maximum output environment in which radiated RF disturbances are controlled.
kHl\ZAt: 80 o power rating of the transmitter Portable RF communications equipment should be used no
’ fms in watts (W) according to the closer than 30 cm (12 inches) to any part of the i600 system.
In ISM Bands transmitter manufacturer, . . . :
amateur dis the recommended Otherwise, degradation of the performance of this equipment
separation distance in meters could result.
(m).

Field strengths from fixed RF

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity
transmitters, as determined

by an electromagnetic site Immunity n . . IEC 60601 Compliance
survey should be less than Test Eald SERTES poctiaticn TestLevel  Level
the compliance level in each
frequency range. 380 - Pulse ) ’
) Interference may occur in the 390 TETRA 400 Modulation  27V/m 27V/m
Radiated RF 3 V/m 80 MHz 3V/m vicinity of equipment marked MHz 18 Hz

IEC61000-4-3  to 2.7 GHz

with the following symbol:

430 - . FM =£5 kHz
(((.))) o 470 EFTSRA?G?O) Deviation 28 V/m 28 V/m
A Proximity 1 kHz sine
Fields from
RF Wireless
; 704 - Pulse
Co,mm“”" 787 TE Band Modulation  9V/m 9V/m
cations IEC MH 13,17 J17H
NOTE 1 : At 80 MHz and 800 MHz, the higher frequency range applies. 61000-4-3 z z
NOTE 2 : These guidelines may not apply in all situations. Electromagnetic o
propagation is affected by absorption and reflection from structures, objects, GSM 800:900;
and people. 800-  TETRAS0D;  Pulse
NOTE 3: The ISM (Industrial, Scientific, and Medical) bands between 150 kHz 960  IDEN820;  Modulation ~ 28V/m  28V/m
and 80 MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz MHz ~ CDMA8S0,  18Hz
t0 27.283 MHz; and 40.66 MHz to 40.70 MHz. LTE Band 5
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A\ WARNING

GSM 1800, = Use of the i600 adjacent to or on other equipment must be
CDMA 1900, avoided as it may result in improper operation. If this use
1700- GSM1900;  Pulse ‘ may res properop : /
1990  DECT; Modulaton  28V/m  28V/m is necessary, it is advisable that this and the other equipment
MHz  LTE Band 217 Hz be observed to verify that they are operating normally.
iJl\iTLS‘ 25 = The use of accessories, transducers, and cables other than those
specified or provided by the Medit of the i600 could result in
high electromagnetic emissions or reduced electromagnetic
Bluetooth: immunity from this equipment and result in improper operation.
2400-  WLAN Pulse
2570 802.11b/g/n;  Modulation  28V/m 28V/m
MHz  RFID 2450; 21T Hz
LTE Band 7
5100 - Pulse
5800 g\éLQA{\Jla/n Modulation ~ 9V/m 9V/m
MHz ’ 217 Hz

NOTE: These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects,

and people.

!For some services, only the uplink frequencies are included.
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6 Specifications

Model Name MD-1S0100

Trade Name 1600
Packing Unit 1set
Rating 9V=3A

EMI CE / FCC Class B, Conduction & Radiation met
OVP (Over Voltage Protection)
Protection SCP (Short Circuit Protection)

OCP (Over Current Protection)

Classifications for
Protection Against

Class I, Type BF Applied Parts

Electric Shock

* This product is a medical device.

Handpiece

Dimension 2482 x 44 x 474 mm (W x L x H)

Weight 241g

Power Hub

Dimension 68.2x31x14.9mm (WxLxH)

Weight 19g

DC Adapter

Dimension ATMO36T-P120

Input Voltage Umversat 100 - 240 \(ac, 50 - 60 Hz input,
without any slide switch

Output 12V==3A

Case Dimension 100 x50 x 33 mm (W x L x H)

Protection Against
Electric Shock

Class|

Mode of operation

Continuous

Calibration Tool

Dimension 123.8x 54 mm (Hx @)
Weight 220g
Operating, Storage, and Transport Conditions
Temperature 18 - 28°C (64.4 - 82.4°F)
Operating i, 20 - 75% relative humidity
Condition Humidity (non-condensing)
Air Pressure 800-1,100 hPa
Temperature -5-45°C(23-113°F)
Storage - 20 - 80% relative humidity
Condition Humidity (non-condensing)

Air Pressure 800 - 1,100 hPa

28 User Guide



Transport
Condition

Temperature -5-45°C (23-113°F)

20 - 80% relative humidity

Humidity (non-condensing)

Air Pressure 620 - 1,200 hPa

Emission limits per environment

Environment

Hospital environment

Conducted and
radiated RF
EMISSIONS

CISPR 11

Meditrial Srl
Via Po 9 00198, Rome ltaly

Meditrial Europe Ltd
Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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5-45°C (23-113°F)

T 2E 20%ZE80%IEINTE (FEELS)
E 620 - 1200 hPa

SRR T AIRERIR

bZ322] BERRIFE

ZESRIBGTROSIHE CISPR 11

g

Meditrial Srl
Via Po 9 00198, Rome ltaly

Meditrial Europe Ltd
Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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BE 5-45°C (23-113°F)
ERGM RE TE¥HRE20 - 80% (JEEEE)
£l 620-1,200hPa
SRR 2R Meditrial Srl
Via Po 9 00198, Rome ltaly
B [Elbpee]
ARG CISPRI1
HERAE Meditrial Europe Ltd
Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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Tentang Panduan Ini

1 Pendahuluan dan Ringkasan

Konvensi dalam Panduan Ini

Panduan ini menggunakan berbagai simbol untuk menerangkan
informasi penting dengan maksud memastikan penggunaan yang
tepat, mencegah cedera pada pengguna maupun orang lain, dan
mencegah kerusakan properti. Arti simbol-simbol tersebut dijelaskan
di bawah.

A PERINGATAN
Simbol PERINGATAN mengindikasikan informasi yang apabila
diabaikan dapat mengakibatkan cedera pribadi risiko sedang.

/\\ PERHATIAN

Simbol PERHATIAN mengindikasikan informasi keamanan yang
apabila diabaikan dapat mengakibatkan cedera pribadi risiko ringan,
kerusakan properti, atau kerusakan sistem.

Q- Tips
Simbol TIPS mengindikasikan petunjuk, tip, dan informasi tambahan
untuk optimasi pengoperasian sistem.

1.1 Tujuan Penggunaan

Sistem i600 adalah pemindai intraoral 3D yang bertujuan untuk
merekam karakteristik topografis gigi dan jaringan di sekitarnya secara
digital. Sistem i600 menghasilkan pindaian 3D untuk digunakan dalam
desain dengan bantuan komputer dan pembuatan restorasi gigi.

1.2 Indikasi Penggunaan

Sistem 1600 adalah untuk memindai fitur-fitur intraoral pasien.
Berbagai faktor (kondisi intraoral, keahlian operator, dan alur kerja
laboratorium) dapat memengaruhi hasil pemindaian akhir ketika
menggunakan sistem i600.

1.3 Kontraindikasi

Sistem i600 tidak dimaksudkan untuk digunakan membuat gambar
struktur internal gigi atau struktur tulang penyangganya.

116 User Guide




1.4 Kualifikasi Operator

/\ PERHATIAN

Sistem i600 didesain untuk digunakan oleh individu yang
memiliki pengetahuan profesional di bidang perawatan gigi dan
teknologi laboratorium gigi.

Pengguna sistem i600 bertanggung jawab penuh dalam
menentukan apakah alat ini sesuai untuk kasus pasien dan
kondisi tertentu.

Pengguna bertanggung jawab penuh atas keakuratan,
kelengkapan, dan kecukupan semua data yang dimasukkan

ke dalam sistem i600 dan perangkat lunak yang disediakan.
Pengguna harus memeriksa akurasi hasil dan menilai setiap
kasus secara individu.

Sistem i600 harus digunakan sesuai Panduan Pengguna yang
menyertainya.

Penggunaan atau penanganan sistem i600 yang tidak tepat
akan membatalkan garansi. Jika Anda membutuhkan informasi
tambahan tentang penggunaan sistem i600 yang tepat, silakan
hubungi distributor setempat.

Pengguna tidak diperbolehkan memodifikasi sistem i600.

1.5 Simbol

No. Simbol Deskripsi
1 Nomor seri
2 Alat Medis
3 &I Tanggal pembuatan
4 u Pemanufaktur
5 A Perhatian
6 A Peringatan
7 @ Bacalah panduan pengguna
8 ( G Tanda resmi Europe Certificate

9 Perwakilan resmi di masyarakat Eropa
10 Applied part tipe BF

11 Tanda WEEE

12 Penggunaan dengan resep (A.S)

Intraoral Scanner i600
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13 Tanda MET 2 [#]  NomorModel
14 ~ Arus Bolak-Balik (AC) 28 Kuantitas
15 == Arus Searah (DC) 29 Pengidentifikasi perangkat unik
16 ) /l/m Batas suhu
80%
17 , Batas kelemb . .
0% @ alasieiembapan 1.6 Ringkasan Komponen i600
Toomm
18 Batas tek: tmosfel
wmg as fexanan atmoster i600 Panduan Membuka Kemasan
19 I Rawan Pecah
20 T' Harus selalu kering
21 t' Posisi tegak ke atas
—
Pindai kode QRini.
2 E Dilarang menumpuk tujuh lapis
No. Item Jumlah Bentuk
23 DE Baca instruksi penggunaan
24 EE Tanda resmi Inggris 1 Perangkat i600 1 — D
25 Perwakilan resmi di Swiss
26 Perwakilan resmi di Inggris 2 Hub Daya 1
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Tutup Perangkat i600 10 Dudukan Dinding 1 | l
[N
Tip Pakai Ulang \ 11 Kabel Pengiriman Daya 1 )
| y
Tip Kecil | s
(*dijual terpisah) \ 12 Kabel USB 3.0 1 Q g_
Alat Kalibrasi 13 Adaptor Medis 1 !
?’. Y
Model Praktik Vo Z “,)) 14 Kabel Daya 1
oy
USB Flash Drive
Tali Pergelangan 15 (termasuk Penginstal Medit 1 MEDIT <
Scan for Clinics) N
Dudukan Meja / 16 Panduan Pengguna 1 -
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= Semua komponen dalam daftar dapat dibeli secara terpisah. 1.7 Penyetelan Sistem i600

= Ketersediaan item yang dijual dapat berbeda-beda tergantung
pada status pendaftaran alat kesehatan di setiap negara atau 171 Pengaturan Dasar 600
wilayah. Silakan hubungi Medit atau distributor lokal Anda
untuk memeriksa ketersediaan item tertentu.

/\ PERHATIAN '

= Simpan model praktik di tempat sejuk jauh dari sinar matahari
langsung. Perubahan warna pada model praktik dapat )

memengaruhi hasil mode latihan.

= Tali pergelangan didesain secara spesifik untuk bobot i600 dan ‘
tidak boleh digunakan dengan produk lain.

= Medit Scan for Clinics ada di dalam USB drive. Produk ini [
dioptimalkan untuk PC, dan tidak disarankan menggunakan '
peranti lain. Jangan menggunakan apa pun selain porta USB.

Jika tetap digunakan, maka dapat menyebabkan malfungsi atau
menimbulkan api.

(@ Hubungkan kabel USB 3.0 @ Hubungkan adaptor medis
(C ke A) ke hub daya. ke hub daya.
~
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® Hubungkan kabel daya ke @ Hubungkan kabel daya ke
adaptor medis. sumber daya.

e

® Hubungkan kabel USB-C ke PC. ® Anda juga dapat
menghubungkan i600 secara

langsung ke PC tanpa adaptor.

Q Menyalakan i600

@ Tekan tombol daya @ Ketika daya terhubung, LED di
pada i600. bagian atas perangkat i600 akan
menyala biru.

Q Mematikan i600
Tekan tombol daya di bawah perangkat i600 selama 3 detik.
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2 Ringkasan Medit Scan for Clinics

Dudukan Meja 2.1 Pendahuluan

O

Medit Scan for Clinics menyediakan antarmuka ramah pengguna
untuk merekam karakteristik topografis gigi dan jaringan di sekitarnya
menggunakan sistem i600.

2.2 Instalasi

221 Persyaratan Sistem

Persyaratan Sistem Minimal

Windows 0S
Laptop Desktop
Dudukan Dinding - Intel Core i7 - 10750H Intel Core i7 - 10700K
AMD Ryzen 7 4800H AMD Ryzen 7 3800X
“ RAM 16GB
Grafik NVIDIA GeForce RTX 1660/2060/3060 (di atas 6 GB)

AMD Radeon tidak didukung.

Windows 10 Pro atau Home 64-bit

i 05 Windows 11 Pro atau Home
macOS
Jy

N Prosesor Apple M1/M2
N
RAM 16GB
0s macOS Monterey 12
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Persyaratan Sistem Rekomendasi

Windows 0S

Laptop Desktop

Intel Core i7 - 12700K
Intel Core i7 - 11700K

Intel Core i7 - 12700H
Intel Core i7 - 11800H

CPU
AMD Ryzen 7 6800H
AMD Ryzen 7 5800H AMD Ryzen 7 5800K
RAM 32GB
NVIDIA GeForce RTX 2070/2080/3070/3080/3090 (di atas 8 GB)
Grafik NVIDIA RTX A3000/4000/5000 (di atas 6 GB)
AMD Radeon tidak didukung.
0s Windows 10 Pro atau Home 64-bit
Windows 11 Pro atau Home
mac0S
Prosesor Apple M1 Pro
RAM 32GB
0s macOS Monterey 12

||©:—

" Untuk persyaratan sistem yang akurat dan diperbarui, buka situs
www.meditlink.com.

~ Gunakan PC dan monitor dengan sertifikasi I[EC 60950,
IEC 55032, IEC 55024.

||CI):—

_‘Q’_

N

Q@ ® 060VEO

2.2

Alat ini mungkin tidak berfungsi ketika menggunakan kabel
selain kabel USB 3.0 yang disediakan Medit. Medit tidak
bertanggung jawab atas masalah yang disebabkan penggunaan
kabel selain kabel USB 3.0 yang disediakan Medit. Pastikan Anda
hanya menggunakan kabel USB 3.0 yang disertakan dalam
kemasan.

Panduan Instalasi Perangkat Lunak

Hubungkan USB flash drive tertutup ke PC.

Jalankan berkas instalasi.

Pilih bahasa pengaturan dan Klik “Next”.

Pilih lokasi instalasi.

Baca “License Agreement” dengan teliti sebelum mencentang

“| agree to the License terms and conditions.” lalu klik “Install”.
Proses instalasi mungkin membutuhkan waktu beberapa menit.
Harap tidak mematikan PC sampai instalasi selesai.

Setelah instalasi selesai, nyalakan ulang PC untuk memastikan
program beroperasi dengan optimal.

Instalasi tidak akan diproses ketika sistem 1600 dihubungkan ke
PC. Matikan pemindai sebelum memulai instalasi.

Intraoral Scanner i600
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3 Pemeliharaan

223 Panduan Pengguna Medit Scan for Clinics

Silakan membaca Panduan Pengguna Medit Scan for Clinics:

Medit Scan for Clinics > Menu > User Guide.

Cara menggunakan Medit Academy

Pindai kode QR ini.

/\ PERHATIAN

3.1

Pemeliharaan perangkat hanya dapat dilakukan oleh karyawan
Medit atau perusahaan atau personel yang disertifikasi oleh Medit.
Secara umum, pengguna tidak perlu melakukan pemeliharaan
pada sistem 1600 selain kalibrasi, pembersihan, dan sterilisasi.
Inspeksi preventif dan pemeliharaan rutin lain tidak diperlukan.

Kalibrasi

Kalibrasi periodik diperlukan untuk menghasilkan mode 3D yang
akurat. Anda perlu melakukan kalibrasi ketika:

Kualitas model 3D tidak reliabel atau akurat apabila
dibandingkan hasil sebelumnya.

Kondisi lingkungan berubah, seperti perubahan suhu.
Periode kalibrasi telah berakhir.

Anda dapat mengatur periode kalibrasi di Menu > Settings >
Calibration Period (Days).

Panel kalibrasi adalah komponen rentan.

Jangan menyentuh panel secara langsung. Periksa panel kalibrasi
jika proses kalibrasinya tidak berjalan dengan benar. Jika panel
kalibrasi terkontaminasi, hubungi penyedia layanan Anda.

Kami menyarankan kalibrasi dilakukan secara periodik.
Anda dapat mengatur periode kalibrasi via Menu > Settings >
Calibration Period (Days). Periode kalibrasi standar adalah 14 hari.
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@ QPOEOE ¥

©

®

1.1

Cara Kalibrasi i600

Nyalakan i600 dan jalankan Medit Scan for Clinics.

Jalankan Calibration Wizard dari Menu > Settings > Calibration.
Siapkan alat kalibrasi dan perangkat i600.

Pindah dial alat kalibrasi ke posisi © 1

Masukkan perangkat i600 ke dalam alat kalibrasi.

Klik “Next” untuk memulai proses kalibrasi.

Ketika alat kalibrasi terpasang pada posisi yang tepat © 1,
sistem otomatis akan mengambil data.
Ketika pengambilan data di posisi 1
pindah dial ke posisi berikutnya.

Ulang langkah-langkah ini untuk posisi
dan posisi (LAST .

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

sudah selesai,

2 - 8

3.2 Prosedur Pembersihan, Disinfeksi, dan Sterilisasi

321 Tip Pakai Ulang

Tip pakai ulang adalah bagian yang diletakkan di mulut pasien
selama pemindaian, dan dapat digunakan kembali selama beberapa
kali. Tip harus dibersihkan dan disterilisasi setiap berganti pasien
untuk menghindari kontaminasi silang,

Pembersihan & Disinfeksi

= Siapkan larutan pembersih.
» Encerkan detergen netral yang umum dengan
perbandingan 1:100 sebelum digunakan.
= Bersihkan tip pakai ulang dengan larutan pembersih dan sikat.
» Pastikan cermin tip benar-benar bersih dan bebas noda.
Jika cermin tampak bernoda atau berkabut, ulangi proses
pembersihan.

/\ PERHATIAN
» Tip pakai ulang memiliki struktur yang rumit,
dan pembersihan otomatis mungkin tidak dapat
membersihkan sepenuhnya. Jadi, jangan bersihkan tip
pakai ulang dengan mesin cuci otomatis.
*  Bilas tip pakai ulang tiga kali dengan air murni.
= Hilangkan kelembapan dengan tisu dan diamkan hingga
benar-benar kering pada suhu kamar selama setidaknya 80 menit.

Intraoral Scanner i600
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Disinfeksi tip pakai ulang dengan disinfektan yang mengandung

15% Isopropil Alkohol (IPA) atau kurang selama 1 menit.

Kemudian, pastikan tip benar-benar kering pada suhu ruangan

selama setidaknya 5 menit.

» Sebelum menggunakan produk disinfektan, lihat
panduan produk untuk penggunaan yang benar.

» Anda dapat menemukan daftar disinfektan yang
direkomendasikan di Pusat Bantuan Medit di http://
support.medit.com/hc.

Sterilisasi

Tip harus dibersihkan secara manual menggunakan larutan
disinfeksi. Setelah pembersihan dan disinfeksi, periksa cermin di
dalam tip untuk memastikan tidak ada noda dan kotoran yang
tertinggal.
Ulang proses pembersihan dan disinfeksi jika diperlukan.
Keringkan cermin dengan hati-hati menggunakan tisu.
Masukkan tip ke dalam kantong sterilisasi kertas dan tutup
dengan rapat untuk memastikan kantong tersebut kedap udara.
Gunakan kantong berperekat atau kantong segel panas.
Sterilkan tip yang telah dibungkus di dalam autoklaf dengan
ketentuan berikut:
» Sterilkan dalam autoklaf gravitasi pada suhu 135°C (275°F)
selama 10 menit dan keringkan selama 30 menit.
» Sterilkan dalam autoklaf pre-vacuum pada suhu 134°C
(273,2°F) selama 4 menit dan keringkan selama 20 menit.

Gunakan program autoklaf yang mengeringkan tip dalam
kantong sebelum membuka autoklaf.

Tip pemindai dapat disterilkan ulang hingga 150 kali. Setelah
mencapai batas ini, tip harus dibuang sesuai dengan panduan
di bagian pembuangan.

Waktu dan suhu autoklaf berbeda-beda sesuai tipe dan
pemanufaktur autoklaf itu sendiri. Oleh karena itu, ada
kemungkinan tidak dapat mencapai jumlah sterilisasi maksimal.
Silakan baca manual pengguna dari pemanufaktur autoklaf
yang Anda gunakan untuk menentukan apakah ketentuan di
atas terpenuhi.

/\ PERHATIAN

Cermin yang ada dalam tip pemindai adalah komponen optik
rentan yang harus ditangani dengan hati-hati untuk memastikan
kualitas pemindaian yang optimal. Hati-hati agar cermin

tidak tergores atau kotor karena kerusakan atau noda dapat
memengaruhi pengambilan data.

Pastikan tip selalu dibungkus sebelum sterilisasi dengan
autoklaf. Jika Anda memasukkan tip terbuka ke dalam autoklaf,
cermin akan terkena noda yang tidak dapat dihilangkan lagi.
Baca manual autoklaf untuk informasi selengkapnya.

Tip yang telah dibersihkan, didisinfeksi, dan disterilkan harus
tetap steril sampai digunakan pada pasien.

Medit tidak bertanggung jawab atas kerusakan, termasuk
distorsi tip, yang disebabkan oleh prosedur pembersihan,
disinfeksi, atau sterilisasi yang tidak mengikuti panduan di atas.
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3.2.2 Cermin

Kotoran atau noda pada cermin tip dapat menyebabkan kualitas
pemindaian tidak memadai dan proses pemindaian yang tidak
berjalan sebagaimana mestinya. Dalam situasi tersebut, bersihkan
cermin dengan mengikuti langkah-langkah di bawah ini:

@ Lepas tip pemindai dari perangkat i600.

@ Tuang alkohol pada kain bersih atau cotton bud, lalu usap
cermin. Pastikan Anda menggunakan alkohol yang bebas dari
kotoran karena kotoran dapat menodai cermin. Anda dapat
menggunakan etanol atau propanol (etil-/propil alkohol).
Usap cermin menggunakan kain kering bebas tiras.

Pastikan cermin bebas dari debu dan serat. Ulang proses
pembersihan sesuai kebutuhan.

® o

3.23 Perangkat

Setelah penggunaan, bersihkan dan disinfeksi semua permukaan
perangkat 600 kecuali bagian depan pemindai (jendela optik) dan
ujungnya (lubang ventilasi udara). Pembersihan dan disinfeksi harus
dilakukan dalam keadaan alat mati. Gunakan alat hanya setelah
benar-benar kering.

Larutan pembersih dan disinfektan yang direkomendasikan adalah
alkohol denaturasi (etil alkohol atau etanol), biasanya 60 - 70% Alc/
Vol.

Prosedur umum pembersihan dan disinfeksi adalah sebagai berikut:

@ Matikan perangkat menggunakan tombol daya.
@  Lepas semua kabel dari hub daya.
(3 Bersihkan filter di ujung depan perangkat i600.

» Jika alkohol dituang langsung ke dalam filter, alkohol
tersebut dapat meresap ke dalam perangkat i600 dan
menyebabkan malfungsi.

» Jangan bersihkan filter dengan menuang alkohol atau
larutan pembersih langsung ke dalam filter. Filter harus
diseka dengan perlahan menggunakan cotton bud atau
kain lembut yang telah dibasahi alkohol. Jangan diseka
dengan tangan atau menggunakan tenaga berlebih.

» Medit tidak bertanggung jawab atas kerusakan atau
malfungsi yang terjadi pada saat pembersihan yang tidak
mengikuti panduan di atas.
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Pasang tutup pada bagian depan perangkat i600 setelah filter
dibersihkan.

Tuang disinfektan pada kain lembut tanpa tiras dan nonabrasif.
Seka permukaan pemindai dengan kain tersebut.

Keringkan permukaan dengan kain lembut tanpa tiras dan
nonabrasif.

Qe ®

/A\ PERHATIAN

= Jangan bersihkan perangkat i600 ketika alat tersebut menyala
karena cairan bisa masuk ke pemindai dan menyebabkan
malfungsi.

*  Gunakan alat setelah kering sepenuhnya.

= Retakan kimiawi mungkin akan timbul jika pembersihan

menggunakan larutan pembersih dan disinfektan yang tidak tepat.

3.24 Komponen Lain

= Tuang larutan pembersih dan disinfektan pada kain lembut
tanpa tiras dan nonabrasif.

= Seka permukaan komponen dengan kain tersebut.

= Keringkan permukaan dengan kain lembut tanpa tiras dan
nonabrasif.

/A\ PERHATIAN

= Retakan kimiawi mungkin akan timbul jika pembersihan
menggunakan larutan pembersih dan disinfektan yang tidak
tepat.

3.3 Pembuangan

/\ PERHATIAN

Tip pemindai harus disterilisasi sebelum dibuang. Sterilkan tip
sebagaimana dijelaskan dalam bagian “3.2.1 Tip Pakai Ulang &
Tip Kecil - Sterilisasi”.

Buang tip pemindai seperti cara membuang limbah klinis lain.
Komponen lain dirancang untuk mengikuti pedoman berikut:
RoHS, Pembatasan Penggunaan Bahan Berbahaya Tertentu
pada Peralatan Listrik dan Elektronik. (2011/65/EU)

WEEE, Pedoman Limbah Peralatan Listrik dan Elektronik.
(2012/19/EV)

3.4 Pembaruan di Medit Scan for Clinics

Medit Scan for Clinics otomatis mengecek pembaruan ketika
perangkat lunak digunakan. Jika perangkat lunak versi baru sudah
tersedia, sistem otomatis akan mengunduhnya.
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4 Panduan Keamanan

Harap patuhi semua prosedur keamanan sebagaimana dijelaskan
dalam Panduan Pengguna ini untuk mencegah cedera pada manusia
dan kerusakan pada peralatan. Dokumen ini menggunakan kata
PERINGATAN dan PERHATIAN ketika menyoroti pesan untuk berhati-
hati.

Baca panduan ini dengan teliti dan pahami dengan sebaik-baiknya,
termasuk semua pesan preventif yang didahului dengan kata
PERINGATAN dan PERHATIAN. Untuk menghindari cedera fisik

atau kerusakan pada peralatan, pastikan Anda mematuhi panduan
keamanan ini dengan seketat mungkin. Semua instruksi dan tindakan
pencegahan yang ditentukan dalam Panduan Keamanan ini harus
dipatuhi untuk memastikan alat dapat berfungsi dengan semestinya
dan memastikan keselamatan pribadi.

Sistem i600 hanya boleh dioperasikan oleh profesional di bidang
kedokteran gigi dan teknisi yang dilatih untuk menggunakan sistem
ini. Penggunaan sistem i600 untuk tujuan apa pun selain tujuan yang
semestinya seperti dijelaskan dalam bagian “1.1 Tujuan Penggunaan”
dapat mengakibatkan cedera dan kerusakan pada peralatan. Harap
gunakan sistem i600 sesuai pedoman dalam panduan keamanan.

Semua insiden serius yang melibatkan alat harus dilaporkan ke
pemanufaktur dan otoritas yang berwenang dari negara anggota
tempat pengguna dan pasien berada.

4.1 Dasar-Dasar Sistem

Sistem 1600 adalah alat medis optik dengan presisi tinggi. Ketahui
semua petunjuk keselamatan dan pengoperasian berikut sebelum
instalasi, penggunaan, dan pengoperasian i600.

/\ PERHATIAN

= Kabel USB 3.0 yang terhubung ke hub daya sama dengan
konektor kabel USB standar. Akan tetapi, alat ini mungkin tidak
dapat berfungsi normal jika kabel USB 3.0 standar digunakan
dengan i600.

= Konektor yang disediakan bersama hub daya didesain secara
khusus untuk i600 dan tidak boleh digunakan dengan alat lain.

= Jika produk ini disimpan di tempat dingin, beri waktu beberapa
lama untuk menyesuaikan suhu lingkungan yang baru sebelum
digunakan. Jika langsung digunakan, mungkin akan terjadi
kondensasi yang dapat merusak komponen elektronik di dalam
unit.

= Pastikan semua komponen yang disediakan bebas dari
kerusakan fisik. Keamanan tidak dapat dijamin apabila ada
kerusakan fisik pada unit.

= Sebelum menggunakan sistem, cek untuk memastikan tidak
ada masalah seperti kerusakan fisik atau bagian yang longgar.
Jika terlihat ada kerusakan, jangan gunakan produk ini dan
hubungi pemanufaktur atau perwakilan setempat.

= Periksa apakah ada tepian yang tajam pada perangkat i600 dan
semua aksesorinya.
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Ketika tidak digunakan, sistem i600 harus diletakkan pada
dudukan meja atau dudukan dinding.

Jangan memasang dudukan meja pada permukaan miring.
Jangan menempatkan benda apa pun di atas sistem i600.
Jangan menempatkan sistem i600 di atas permukaan panas
atau basah.

Jangan memblokir ventilasi udara yang terletak di ujung sistem
i600. Jika alat memanas, sistem i600 tidak akan berfungsi
dengan baik atau berhenti bekerja.

Jangan menumpahkan cairan apa pun pada sistem i600.
Perangkat 600 dan komponen lain di dalamnya terbuat dari
komponen elektronik. Jangan biarkan cairan atau benda asing
masuk ke dalamnya.

Jangan menarik atau menekuk kabel yang terhubung ke sistem
i600.

Atur semua kabel dengan hati-hati supaya Anda atau pasien
tidak tersandung atau tersangkut kabel. Tegangan tarik pada
kabel dapat menyebabkan kerusakan pada sistem i600.

Selalu tempatkan steker kabel daya sistem i600 di lokasi yang
mudah diakses.

Selalu awasi produk dan pasien saat penggunaan produk untuk
memeriksa ketidaknormalan.

Lakukan kalibrasi, pembersihan, disinfeksi, dan sterilisasi sesuai
penjelasan dalam panduan pengguna ini.

Jika Anda menjatuhkan tip i600 ke lantai, jangan digunakan
lagi. Buang tip tersebut segera karena ada risiko cermin yang
terpasang pada tip terlepas atau berubah posisi.

Karena sangat ringkih, tip i600 harus ditangani dengan hati-hati.
Untuk mencegah kerusakan pada tip dan cermin di dalamnya,
pastikan Anda menghindari kontak dengan gigi atau tambalan
gigi pasien.

Jika sistem i600 jatuh ke lantai atau jika unitnya terbentur,
lakukan kalibrasi lagi sebelum digunakan. Jika alat tidak dapat
dihubungkan ke perangkat lunak, hubungi pemanufaktur atau
penjual resmi.

Jika alat tidak berfungsi normal, seperti ada masalah dengan
akurasi, hentikan penggunaan dan hubungi pemanufaktur atau
penjual resmi.

Instal dan gunakan program yang disetujui saja untuk
memastikan fungsionalitas sistem i600 berjalan dengan
semestinya.

Jika terjadi insiden berat yang melibatkan sistem i600, hubungi
pemanufaktur dan laporkan kepada pihak yang berkompeten di
negara tempat tinggal pengguna dan pasien.

Jika PC yang diinstal dengan perangkat lunak tidak memiliki
program keamanan atau jika ada risiko penyusupan kode
berbahaya ke dalam jaringan, PC dapat dibobol oleh malware
(perangkat lunak berbahaya seperti virus atau worm yang
merusak komputer).

Perangkat lunak untuk produk ini harus digunakan sesuai
hukum perlindungan informasi medis dan pribadi.
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4.2 Pelatihan yang Tepat

Memulai dengan i600 Mode Praktik

Pindai kode QRini. Pindai kode QR ini.

A PERINGATAN
Sebelum menggunakan sistem i600 pada pasien:

Anda harus sudah dilatih untuk menggunakan sistem ini atau
membaca dan memahami Panduan Pengguna ini sepenuhnya.
Anda harus familier dengan penggunaan sistem i600 yang aman
sebagaimana dijelaskan dalam Paduan Pengguna ini.

Sebelum menggunakan atau setelah mengubah pengaturan
apa pun, pengguna harus memeriksa bahwa gambar live
ditampilkan dengan benar di jendela pratinjau kamera program.

4.3 Apabila Terjadi Kegagalan Peralatan

A PERINGATAN

Jika sistem i600 tidak berfungsi dengan baik atau jika Anda menduga
ada masalah dengan peralatan:

= Keluarkan alat dari mulut pasien dan segera hentikan
penggunaan.

= Lepasalat dari PC dan periksa masalahnya.

=  Hubungi pemanufaktur atau penjual resmi.

= Modifikasi terhadap sistem i600 dilarang oleh hukum karena
dapat membahayakan keamanan pengguna, pasien, atau pihak
ketiga.

4.4 Kebersihan

A PERINGATAN

Untuk kebersihan kondisi kerja dan keamanan pasien, SELALU pakai
sarung tangan medis yang bersih ketika:

= Memegang dan mengganti tip.

= Menggunakan sistem i600 pada pasien.
= Menyentuh sistem i600.
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A\ PERINGATAN
Sistem 1600 dan jendela optiknya harus selalu bersih. Sebelum
menggunakan sistem i600 pada pasien, pastikan Anda:

Mensterilkan sistem i600 sebagaimana dijelaskan dalam bagian
“3.2 Prosedur Pembersihan, Disinfeksi, dan Sterilisasi”.
Menggunakan tip yang sudah disterilkan.

4.5 Keamanan Listrik

A PERINGATAN

Sistem i600 adalah alat Kelas .

Untuk mencegah sengatan listrik, sistem i600 hanya boleh
dihubungkan ke sumber daya dengan sambungan pentanahan
protektif. Jika Anda tidak dapat memasukkan steker i600

ke stopkontak utama, hubungi teknisi listrik berkualifikasi
untuk mengganti steker atau stopkontak. Jangan mencoba
mengabaikan pedoman keamanan ini.

Jangan gunakan steker kaki tiga yang terhubung ke sistem i600
untuk tujuan apa pun selain tujuan penggunaannya.

Sistem i600 hanya menggunakan energi RF secara internal.
Radiasi RF tersebut rendah dan tidak mengganggu radiasi
elektromagnetik di sekitarnya.

Ada risiko sengatan listrik jika Anda mencoba mengakses bagian
dalam sistem i600. Hanya teknisi berkualifikasi yang dapat
mengakses sistem ini.

Jangan menghubungkan sistem 1600 dengan terminal listrik

atau kabel ekstensi karena koneksi ini tidak seaman sambungan

yang terhubung ke tanah. Pelanggaran terhadap aturan

keamanan ini dapat mengakibatkan bahaya berikut:

» Total arus pendek semua peralatan yang terhubung dapat
melebihi batas yang ditentukan dalam EN/IEC 60601-1.

» Impedans sambungan tanah dapat melebihi batas yang
ditentukan dalam EN/IEC 60601-1.

Jangan menempatkan cairan seperti minuman di dekat sistem

i600 dan hindari tumpahan air pada sistem.

Jangan pernah menumpahkan cairan apa pun pada sistem i600.

Pengembunan karena perubahan suhu atau kelembapan udara

dapat menyebabkan terbentuknya uap air di dalam sistem

i600, yang dapat merusak sistem. Sebelum menghubungkan

sistem i600 ke catu daya, pastikan Anda meletakkan sistem i600

pada suhu ruang selama setidaknya dua jam untuk mencegah

pengembunan. Jika pengembunan terlihat di permukaan produk,

i600 harus didiamkan di suhu ruang selama lebih dari 8 jam.

Anda hanya boleh memutus sambungan sistem i600 dari catu

daya melalui kabel daya.

Saat memutus sambungan kabel daya, tahan permukaan steker

untuk melepasnya.

Sebelum memutus sambungan, matikan dahulu daya alat ini

menggunakan tombol daya di perangkat.

132 User Guide




Karakteristik EMISI peralatan ini memungkinkan penggunaan
dalam area industri dan rumah sakit (CISPR 11 Kelas A). Jika
digunakan dalam lingkungan residensial (yang biasanya
memerlukan CISPR 11 Kelas B), peralatan ini mungkin tidak
menawarkan perlindungan memadai untuk layanan komunikasi
frekuensi radio.

Hanya gunakan baterai yang disediakan untuk i600. Baterai lain
dapat merusak sistem i600.

Jangan menarik kabel komunikasi, kabel daya, dan sebagainya
yang digunakan dengan sistem i600.

Hanya gunakan adaptor medis yang disediakan untuk i600.
Adaptor lain dapat merusak sistem i600.

Jangan menyentuh konektor alat dan pasien secara bersamaan.

4.6 Keselamatan Mata

A PERINGATAN

Sistem 1600 memancarkan sinar terang dari tip selama pemindaian.
Cahaya terang yang dipancarkan dari tip i600 tidak berbahaya
untuk mata. Namun, jangan melihat langsung ke cahaya

terang tersebut atau mengarahkan sinarnya ke mata orang

lain. Umumnya, sumber cahaya intens dapat menyebabkan
kerusakan kornea mata dan peningkatan kemungkinan paparan
sekunder. Seperti paparan terhadap sumber cahaya intens lain,
mungkin Anda akan mengalami penurunan daya penglihatan,
ketidaknyamanan, atau gangguan penglihatan, yang semuanya
meningkatkan risiko kecelakaan sekunder.

Penafian untuk Risiko yang Melibatkan Pasien Epilepsi

Medit i600 tidak boleh digunakan pada pasien yang pernah
didiagnosis menderita epilepsi karena ada risiko kejang dan
cedera. Untuk alasan yang sama, staf perawatan gigi yang
pernah didiagnosis menderita epilepsi juga tidak boleh
mengoperasikan Medit i600.
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4.7 Bahaya Ledakan

A PERINGATAN

= Sistem i600 tidak didesain untuk digunakan di dekat cairan
yang mudah terbakar, gas, atau lingkungan dengan konsentrasi
oksigen tinggi.

= Adarisiko ledakan jika Anda menggunakan sistem i600 di dekat
anestetik yang dapat terbakar.

4.8 Risiko interferensi Pada Alat Pacu Jantung dan ICD

A\ PERINGATAN

= Defibrilator kardioverter yang diimplan (ICD) dan alat pacu jantung
mungkin dapat mengalami gangguan akibat beberapa peranti.

= Pertahankan jarak sedang dari ICD atau alat pacu jantung pasien
ketika menggunakan sistem i600.

= Untuk informasi selengkapnya mengenai periferal yang digunakan
dengan i600, bacalah manual pemanufaktur yang relevan.

4.9

Keamanan Siber

Jika terjadi insiden yang berkaitan dengan keamanan siber,
segera hentikan penggunaan pemindai dan perangkat lunak.
Matikan pemindai dan keluarlah dari perangkat lunak.
Segera laporkan insiden tersebut kepada tim dukungan kami
melalui email, telepon, atau sarana kontak lain yang tersedia.
Silakan baca halaman terakhir pada Panduan Pengguna untuk
informasi kontak.

Saat melaporkan insiden, harap berikan informasi sebanyak
mungkin, termasuk waktu kejadian dan perilaku tidak biasa
yang Anda temukan. Informasi ini akan membantu kami
menyelesaikan masalah dengan cepat.
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5 Informasi Kompatibilitas Elektromagnetik

5.1 Emisi Elektromagnetik

Sistem 1600 ditujukan untuk penggunaan dalam lingkungan
elektromagnetik sebagaimana diuraikan di bawah ini. Pelanggan atau
pengguna sistem i600 harus memastikan sistem ini digunakan dalam
lingkungan tersebut.

Panduan dan Pernyataan Pemanufaktur - Emisi Elektromagnetik

Lingkungan

gemeuban Elektromagnetik - Panduan

Tes Emisi

i600 hanya menggunakan
energi RF untuk fungsi internal.
Oleh karena itu, emisi RF yang
dihasilkan sangat rendah dan
tidak akan menyebabkan
interferensi pada peralatan
elektronik di dekatnya.

Emisi RF CISPR 11 Kelompok 1

Emisi RF CISPR 11 Kelas A

i600 cocok untuk digunakan
dalam semua bangunan. Ini
termasuk bangunan domestik
dan bangunan yang langsung
terhubung ke jaringan sumber
daya publik bertegangan rendah
yang mengalirkan listrik untuk
keperluan domestik.

Emisi Harmonik IEC

6100032 Kelas A

Fluktuasi Voltase /

Emisi Flicker Sesuai

/A PERINGATAN

Sistem 1600 ditujukan hanya untuk penggunaan oleh tenaga
kesehatan profesional. Peralatan/sistem ini dapat menyebabkan
interferensi radio atau mengganggu pengoperasian peralatan di
dekatnya. Apabila diperlukan, lakukan tindakan mitigasi seperti
mengubah posisi atau lokasi i600, atau menutupi lokasinya.

5.2 Imunitas Elektromagnetik

= Petunjuk 1

Sistem 1600 ditujukan untuk penggunaan dalam lingkungan
elektromagnetik sebagaimana diuraikan di bawah ini. Pelanggan
atau pengguna sistem i600 harus memastikan sistem ini
digunakan dalam lingkungan tersebut.

Panduan dan Pernyataan Pemanufaktur - Imunitas Elektromagnetik

Level Tes Lingkungan
Tes Imunitas Level Pemenuhan Elektromagnetik -
IEC 60601
Panduan
Lantai harus terbuat
dari kayu, beton,
Pelepasan =+ 8 kV kontak =+ 8 kV kontak j‘ts: éirtaarinélﬂ‘a isi
Elektrostati ~ £2K, £ 4K, 2k, 4k, o materizl
(ESD) IEC +8KY, +8KY, enga
6100042  +15kVudara  +15kvudara  Smieus kelembapan
relatif yang
direkomendasikan
minimal 30%.
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Ledakan

/ Transien
Listrik Cepat
IEC 61000-4-4

£2 kV untuk
saluran catu daya
+1 kV untuk
saluran input/
output

£2 kV untuk
saluran catu daya
£1kVuntuk
saluran input/
output

Kualitas daya utama
harus merupakan
yang umum
digunakan dalam
lingkungan komersial
atau rumah sakit.

Lonjakan IEC

+0,5kv, £1kV
mode diferensial

+0,5kv, £1kV
mode diferensial

Kualitas daya utama
harus merupakan
yang umum

Medan Magnet

Medan magnet
frekuensi daya
setidaknya harus

61000-4-5 digunakan dalam
H05KY, £1KY, £2 05K/, 1K, 2 lingkungan komersial
KV mode umum kV mode umum atau rumah sakit.
Kualitas daya utama
harus merupakan
0% UT 0% Ut i
Penurunan (penurunan 100%  (penurunan 100% qlguna an dalam )
lingkungan komersial
Tegangan dalam Ur) untuk  dalam UT) untuk atau rumah sakit
Sesaat, siklus 0,5/1 siklus 0,5/1 Jik "t
rewps 0w Ur 103 Ur Jkapenggun st
Pendek, dan  (penurunan30%  (penurunan 30% A
Variasi Voltase ~ dalam Ut) untuk  dalam Ut) untuk pengop;railfn ut
pada Saluran  siklus 25/30 siklus 25/30 Zj;fzr-;éx e::JUj;n
InputCatu 0% UT 0% Ut i Utja mag uﬁikan
Daya (100% penurunan  (100% penurunan Y 8

IEC 61000-4-11

dalam Ur) untuk
siklus 250/300

dalam UT) untuk
siklus 250/300

catu daya yang
tidak terganggu

atau baterai untuk
mengalirkan daya ke
sistem i600.

Frekuensi berada pada level
Daya 30 A/m 30 A/m karakteristik dari
(50/60Hz) IEC suatu lokasi dalam
61000-4-8 lingkungan komersial
atau rumah sakit
yang umum.
8A/m 8A/m
&Aéejea;aiﬂaignet Modulasi CW Modulasi CW Resistansi terhadap
30 kHz 30 kHz medan magnet
dalam .
Imunitas hgnya diuji dan
Rentang 65 A/m 65 A/m diterapkan pada
Frekuensi 9 134,2 kHz 134,2 kHz permukaan bagian
) PM 2,1 kHz PM 2,1 kHz tertutup atau
kHz hingga B
13.56 MHz aksesor\ yang dapat
IEé 7,5A/m 7,5A/m diakses selama
61000-4-39 13,56 MHz 13,56 MHz tujuan penggunaan.
PM 50 kHz PM 50 kHz

CATATAN: Ut adalah voltase utama (AC) sebelum pengaplikasian level tes.
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= Petunjuk 2

Rekomendasi Jarak Pemisahan antara Peralatan Komunikasi
Mobile dan Portabel dengan i600

Jarak Pemisahan Berdasarkan Frekuensi Transmiter [M]

Petunjuk 3

Sistem 1600 ditujukan untuk penggunaan dalam lingkungan
elektromagnetik sebagaimana diuraikan di bawah ini. Pelanggan
atau pengguna sistem i600 harus memastikan sistem ini
digunakan dalam lingkungan tersebut.

Nilai Daya
Output IEC 60601-1-2:2014 Panduan dan Pernyataan Pemanufaktur - Imunitas Elektromagnetik
Maksimal
Transmiter (W] 50 kp, hingga 80 MHz 80 MHz hingga 2,7 GHz Tes Imunitas  LevelTes Level Lingkungan
d=12/P d=2,0/P IEC60601 Pemenuhan Elektromagnetik - Panduan
0,01 0,12 0,20
Peralatan komunikasi RF mobile
01 0,38 063 dan portabel, tidak boleh
1 12 2,0 digunakan bersama bagjan
Sistem Ultrasound apa pun,
10 38 63 termasuk kabel, lebih dekat dari
100 12 20 rekomendasi jarak pemisahan.
3Vims 150 Jarak ini dihitung dengan rumus
RE kHz hingga yang berlaku untuk frekuensi
Untuk transmiter dengan nilai daya output maksimal yang tidak tercantum . transmiter.
: o ; o Terkonduksi 80 MHz
di atas, rekomendasi jarak pemisahan (d) dalam meter (m) dapat dihitung h B 3Vms
- . X L IEC Di luar pita .
dengan rumus yang berlaku untuk frekuensi transmiter, di mana P adalah nilai " Rekomendasi Jarak
A ) 6100046  frekuensi ISM ] .
daya output maksimal transmiter dalam watt (W) berdasarkan pemanufaktur amatir Pemisahan (d):

transmiter.

CATATAN 1. Pada 80 MHz dan 800 MHz, berlaku jarak pemisahan untuk rentang
frekuensi yang lebih tinggi.

CATATAN 2: Panduan ini mungkin tidak dapat diterapkan untuk semua situasi.
Perambatan elektromagnetik dipengaruhi oleh penyerapan dan pantulan
bangunan, benda, dan manusia.

d=124/P

IEC 60601-1-2:2007

d=12 /P80 MHz hingga 800 MHz
d =234/ P80 MHz hingga 2,5 GHz
IEC 60601-1-2:2014
d=2,0/P80MHz hingga 2,7 GHz
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=  Petunjuk 4
Sistem 1600 ditujukan untuk penggunaan dalam lingkungan

EF\‘/Q?‘;;Z Di mana P adalah nilai daya elektromagnetik yang dapat mengontrol gangguan RF
80 MHz output maksimal transmiter terpancar. Peralatan komunikasi RF portabel tidak boleh
Di dalam pita Gvms  dalam watt (W) berdasarkan digunakan bersama bagian sistem 1600 apa pun lebih dekat dari
frekuensi ISM pemanufaktur transmiter, dan o .
:mam d adalah rekomendasi jarak 30 cm (12 inci). Jika tidak, performa peralatan ini dapat
pemisahan dalam meter (m). berkurang.
Kekuatan medan dari transmiter
SF teta;;, seblaghaimana Panduan dan Pernyataan Pemanufaktur - Imunitas Elektromagnetik
itentukan oleh survei
elektromagnetik di lapangan, Tes ) " . LevelTes Level
harus kurang dari level Imunitas gia Lavanen flochias IEC 60601 Pemenuhan
pemenuhan dalam setiap
rentang frekuensi. 380~ Modulasi
RET 3V/m 80 MHz Interferensi dapat terjadi di 390 TETRA400 Pulsa 27V/m 2TV/m
EC ggsgj; hingga 3V/m sekitar peralatan yang ditandai MHz 18 Hz
2,7GHz dengan simbol berikut:
430 - . FM =£5 kHz
(((.))) 470 EFZASRA?G%GO) Deviasi 28V/m 28V/m
A p ’\geia? MHz Sinus 1 kHz
edekatan
dariKomu- 70, Modulasi
nikasi Nirk- 787 Pita LTE Pulsa 9V/m 9V/m
CATATAN 1: Pada 80 MHz dan 800 MHz, berlaku rentang frekuensi yang lebih abelRFIEC .~ 13,17 217 Hy
tingg. 61000-4-3
CATATAN 2: Panduan ini mungkin tidak dapat diterapkan untuk semua situasi. GSM 800:900;
Perambatan elektromagnetik dipengaruhi oleh penyerapan dan pantulan 800-  TETRA800; Pulse
bangunan, benda, dan manusia. 960  iDEN 820; Modulation ~ 28V/m  28V/m
CATATAN 3: Pita frekuensi ISM (Industri, Sains, dan Medis) antara 150 kHz dan 80 MHz  CDMA 850; 18 Hz
MHz adalah 6,765 MHz hingga 6,795 MHz; 13,553 MHz hingga 13,567 MHz; 26,957 Pita LTE 5

MHz hingga 27,283 MHz; dan 40,66 MHz hingga 40,70 MHz.
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A\ PERINGATAN

ESM 18(;%;0_ = Hindari penggunaan i600 berdekatan dengan atau di atas
1700~ széoo ’ Modulasi peralatan lain karena dapat mengakibatkan gangguan
1990  DECT; Pulsa 28V/m  28V/m dalam pengoperasian. Jika penggunaan tersebut diperlukan,
MHz  PitaLTE 217 Hz sebaiknya awasi peralatan ini dan lainnya untuk memastikan

1,3,4,25 engoperasiannya berjalan normal.

UM pengop ya berj

=  Penggunaan aksesori, transduser, dan kabel, selain yang
diuraikan atau disediakan oleh Medit untuk 1600, dapat
mengakibatkan peningkatan emisi elektromagnetik atau

Bluetooth; _
2400~ WLAN Modulasi penurunan imunitas elektromagnetik dari peralatan ini dan 2
2570 802,11b/g/m;  Pulsa 28V/m 28V/m gangguan dalam pengoperasian. g
MHz  RFID 2450; 217 Hz

Pita LTE 7
5100 - WLAN Modulasi
5800 802,114/ Pulsa 9V/m 9V/m
MHz ” 217 Hz

CATATAN: Panduan ini mungkin tidak dapat diterapkan untuk semua situasi.
Perambatan elektromagnetik dipengaruhi oleh penyerapan dan pantulan
bangunan, benda, dan manusia.

'Untuk beberapa layanan, hanya frekuensi uplink yang tersedia.
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6 Spesifikasi

Nama Model MD-1S0100

EMI

CE / FCC Kelas B, Konduksi & Radiasi terpenuhi

Nama Dagang i600 OVP (Perlindungan Terhadap Tegangan Lebih)
Unit Kemasan 1set Perlindungan SCP (Perlindungan Terhadap Korsleting)
Rating 9V=3A OCP (Perlindungan Terhadap Arus Lebih)
Klasifikasi Perlindungan

Perlindungan dari

Sengatan Listrik

Applied Part Tipe BF Kelas |

Terhadap Sengatan
Listrik

Kelas |

* Produk ini merupakan alat medis.

Mode operasi

Berkelanjutan

Perangkat Alat Kalibrasi
Dimensi 2482 x 44 x 474 mm (LxPxT) Dimensi 123,8x 54 mm (T x @)
Berat 241¢g Berat 220g
Hub Daya Ketentuan Pengoperasian, Penyimpanan, dan Pemindahan
Dimensi 68,2x31x149mm (LxPxT) Temperatur 18 - 28°C (64,4 - 82,4°F)
Berat 19g Ketentuan 20 - 75% kelembapan relatif
Pengoperasian Kelembapan (tidak mengembun)
Adaptor DC gop 5
Nama Model ATMO36T-P120 Tekanan Udara  800-1.100 hPa
Universal 100 - 240 Vac, input 50 - 60 Hz, Temperatur S5-45°C(23-113°F)
Voltase Input
tanpa sakelar geser .
Ketentuan 20 - 80% kelembapan relatif

Output

12V=3A

Dimensi Wadah

100 x50 x33mm (LxPxT)

Penyimpanan

Kelembapan (tidak mengembun)

Tekanan Udara 800 - 1.100 hPa
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Ketentuan
Pemindahan

Temperatur -5-45°C (23-113°F)

20 - 80% kelembapan relatif

Kelembapan (tidak mengembun)

Tekanan Udara  620-1.200 hPa

Batas emisi per lingkungan

Lingkungan

Lingkungan rumah sakit

EMISI RF terkonduksi
dan terpancar

CISPR 11

Meditrial Srl
Via Po 9 00198, Rome ltaly

Meditrial Europe Ltd
Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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2 Medit Scan for ClinicsiiZ&

TRV T VLRI 2.1 FL&IC
Medit Scan for Clinicsid. 1600 2 7 L% FER L T L BFOHER

ORI E T2 I TR T 37D 1—H =T LY R U —7fE
EA VAT AREHLET,
\ 22 1YRF-LB
\ A 221 SRFLEE
\ WA AT LEMH
Windows 0S
J=knvar FRIMYT
BEmO I RILE— Intel Core i7 - 10750H Intel Core i7 - 10700K
d o AMD Ryzen 7 4800H AMD Ryzen 7 3800X
‘L RAM 1668
4, 559495 NVIDIA GeForce RTX 1660/2060/3060 (6GBLAL)
AMD RadeonldHR— SN TVEEA,
0s Wind_ows 10 Pro &7z 1E Home 64-bit
Windows 11 Pro &7z1d Home
| r macO0S
N 70ty Apple M1/M2
RAM 16GB
0S macOS Monterey 12
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06 3TOM pyKOBOACTBE

1 BeepeHue u 0630p

YcnosHble 0603Haqum|, ucnosibsyembie B PyKOBOACTBE

YT06bI 06ECTIEYNTD NpaBnIbHOE NCNONb30BaHME, NPefoTBPaTUTL NO
BPeXAeHVE NMYLLEeCTBa 1 TPaBMbl NOb30BaTeNA U APYrUX nnL, B 3TO
M PYKOBO[CTBE NCMOJIb3YHOTCA CnelnanbHble CUMBO/IbI 414 BblAeNeH
11 BaXHOW VIHqDOpMaLLI/II/I. 3HaveHus MCNoNb3yembIX CMMBOJIOB OMnc
aHbl HDKE.

A NPEAYNPEXAEHUNE
The NPEAYNPEXAEHNE symbol indicates information that, if ignored,
could result in a medium risk of personal injury.

A MPEAOCTEPEXXEHUE

Cumson MPEAOCTEPEXXEHWE vicnonb3yeTcs ans 06o3HaveHns nHd
OpMaLyK Mo TexHKKe 6e30NacHOCTH, UTHOPUPOBaHIE KOTOPOIA MOX
€T NPUBECTU K HE3HAYUTENbHOMY PUCKY NOMTyYeHWs NoNb3oBaTenem
TpaBM 1 NOBpex/AeHNs 060PYAOBaHIS NN CUCTEMBI.

O PEKOMEHAALMM

CvimBon PEKOMEHALMV 0603Ha4aeT nonesHble COBETbI, NOACKA3K
11 1 BONOAHNTENBHYIO MHDOPMALWIO ANs ONTUMANBHO 3KCMyaTaLy
11 CHCTEMBI.

1.1 MMpepnonaraemoe UCnoJib3oBaHne

Cuctema i600 — 370 BHYTPMPOTOBOI 3D-CKaHep, NpeaHa3HaueHHbI1
AN UPOBOIA 3aN1CcK TOMorpaduyecKnx xapakTepucTuK 3y6oB v o
KpyxatoLLyix TkaHel. Cuctema i600 BbinonHsieT 3D-ckaHMpoBaHue 4n
S ICTONb30BAHNSH B KOMTIOTEPHOM MPOEKTVPOBaHNM U MPOK3BOAC
TBe 3yOHbIX pecTaBpaLyii.

1.2 Moka3aHus K NPUMEHEHUI0

Cucrema i600 npegHa3sHaveHa Ans CKaHMPOBaHUS NONOCTM PTa NaLu
eHTa. PasnuyHble aktopbl (COCTOAHME BHYTPUPOTOBOM MOAOCTH, NP
otheccrioHanuam onepatopa v 1abopaTopHsli paboumin npoLecc) Mo
FYyT NOBANATb Ha OKOHYaTeNbHbIe pe3yibraTbl CKAHVPOBaHNA Npu UC
nonb3oBaHuKM cuctembl i600.

1.3 TMpotuBonokasaHus

Cuctema i600 He NpeaycMOTPeHa A5 NONYYEHNs N306paxeH Nt BHY
TPEHHel CTPYKTYpbI 3y60B MM ONOPHOI CKENETHOMN CTPYKTYPbI.

172 User Guide




1.4 Ksanudwukaums nonb3osatens

/\ NMPE[OCTEPEXEHME

Cuictema i600 npegHa3HaveHa Ans MCrnonb3oBaHus nmuamu, 0o
NafatoLLmMm NpoheccMoHanbHbIMY 3HaHWUSAMU B 061aCTU CTOM
aTOMNOMMN 11 TEXHONOMMM 3yBOTEXHUYECKNX N1abOPaTOPUIA.
Monb3oBaTens cuctembl 600 HeCeT NONHYI0 OTBETCTBEHHOCTb 3
a onpepeneHvie NpYeMeMoCT/ UCNONb30BaHNS YCTPOCTBA A
N5 KAXA0ro OTAENbHOrO NalyieHTa 1 06CTOATENbCTB ero NeveH
na.

Monb30BaTeNb HECET NONHYIO OTBETCTBEHHOCTb 33 TOYHOCTb, M
O/THOTY 1 af}eKBaTHOCTb BCEX BBEAEHHbIX B crcTemy i600 faHHbI
X W NpeaoCTaBeHHoe NporpaMMHoe obecreveHue. Monb3osat
€Nb AOMKEH NPOBEPUTH TOYHOCTb PE3YNETATOB U OLEHUTH Kax
AblV OTAENbHbIV CyYald.

Cuncrema i600 fOMKHA MCNONB30BATLCS B COOTBETCTBUM C NP
araeMbIM K Heli pyKOBOZACTBOM MO/b30BaTeNS.

HenpasunbHoe 1cnonb3oBaHue uny obpalieHme ¢ cucTemoi
i600 Np1BEAET K aHHYNMPOBaHWIO ee rapaHTumn. Ecnv Bam Tpeb
yeTcs LONONHUTENbHAS MHDOPMALWsS O NPaBUIBHOM UCMONb3
0BaHuUK crcTembl i600, NoxanyiicTa, 06paTuTeCh K Ballemy MeC
THOMY AVCTPUOBLIOTOPY.

Monb3oBaTenb He AOMKEH BHOCUTD M3MeHeHMs B cucTemy i600.

1.5 CumBonbl

Ne CumBon OnucaHue

1 CepuiiHbIll HoMep

2 MeanLUMHCKOe YCTPONCTBO

3 &I [laTa npon3BoACTBa

4 u MpowvssoguTens

5 A MpegocTtepexere

6 A MpepynpexpeHue

7 @ [poYTHTE PyKOBOACTBO NOML30OBATENS

8 ( G OdbmymanbHbii 3HaK EBponelickoro
ceptudmkata

9 YNONHOMOYEHHbIV NpeacTaBnTeNb B
EBponelickom coobuiectse

10 Paboyasi yacTb Tuna BF

11 E 3Hak WEEE

12 & only Vicnonb3oBaHwe no HasHaveHuto (CLUA)

Intraoral Scanner i600
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13 Mapkwuposka MET 27 [I] Homep mogenun
14 ~ MepemeHHbIii TOK 28 Konudectso
15 == MOCTOSHHBIN TOK 29 YHMKaNbHbIN MAEHTUDUKATOP YCTPOICTBA

16 V /l/m

OrpaHuyerme TemnepaTypbl NPy XpaHeHum
11 TPaHCNOPTHPOBKe

% 80%
17 ,
20% =~

OrpaHuyeHune OTHOCHUTENBHOW BAAKHOCTM
MNPy XpaHeHM 1 TPAHCNOPTPOBKe

OrpaHuyeHe aTMochepHOro AasneHs

1.6 0630p KOMMOHEHTOB i600

19

18 " 2] -

Xpynkoe usgenue.
06paLaTbCsi C OCTOPOIKHOCTHIO

PyKoBOACTBO Mo pacnakoBke i600

20 T

bepeyb OT Bnaru

2 it

37Ol CTOPOHO BBEPX

22

3anpelieHo ceMncnoiHoe Wrabenmposaxue

OTckanmpyiite QR-Kog.

23

0BpaTuTeCh K MHCTPYKLWM NO
11CNONb30BaHIIO

24

OdhmymanbHbIi 3HaK Bennkobputarim

YNOAHOMOYEHHbIN NpeacTaBmTens B
LWeliuapun

z
[l
2

26

YNONHOMOYEHHbIV NPeACTaBNTENb B
BenvkobputaHum

Ne HaumeHoBaHune Konuyecteo  U306paxeHue
1 PyKosiTKa i600 lwr. — D
2 KoHueHTpaTop nutaHns lwr.
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Konnak Ha Hacagky 600 lwr. 10 HacTeHHbIl fepxatens 1wt | l
[N
MHoropa3sosas Hacagka 4wT. \ 11 Kabenb nutaHus lwr. { ‘)
'y
|
Manerbka Hacapa qur. 1 Kabenb USB 3.0 lur,
(*npogaetcs oTaensHo) \
Mi;}zyg;;;(im lwr. 13 ApanTep nuTaHus 1wt !
“ 2
YyebHas Mogenb lwr. Vo Z 5 i) 14 LUHyp nuTaHus lur. g
J
®naw-Hakonutens USB
Pemellok Ha 3anacTbe Twr. 15 (B KOMNNEKT BXOAWT yCTaHO lwr. MEDIT
Bk Medit Scan for Clinics) N
. / PyKOBOACTBO _ .
HacTonbHbIn fepxatens 1wr. 16 Hofb30BATEN 1w, —
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= Bce KOMMOHEHTBI 113 3TOMO CMUCKa MOXHO NPUOBPeCcT oTAeNb 1.7 Hactpoiika cuctemsl i600
HO.
= Hanuyie ToBapOB ANA NPOAAXH MOXET BapbMPOBATLCS B 3aB 171 BasoBble HacTpoiiku i600
VICYIMOCTYI OT CTaTyCa PerncTpauuu MeMLMHCKOrO YCTPONCTBa d
B KOV CTpaHe unu pervoHe. NMoxanyiicta, CBSHKUTECH C KOM OTcKaHmpyiite QR-Kop,

naHuelt Medit vau BawwmM MECTHbIM AUCTPHUOBIOTOPOM, YTOBI
NPOBEPUTL HanM4Me KOHKPETHbIX TOBAPOB.

/\ NMPE[OCTEPEXEHME
= XpaHuTe y4ebHyI0 MOfeb B MPOXIafHOM MECTe BAaNM OT Npsi
MbIX CONIHEYHBIX 1y4elt. ObecliBedeHHas yuebHast Mofjenb Moxe ‘
T NOBAMATBL Ha Pe3ynsTaThl y4eBHOTO pexmma.
. PeMeLLoK co3aaH cneumanbHo ¢ yyeTom Beca 600 v He fo/mkeH
VICNONBb30BATLCS C APYMMU U3AENMSIMU.
= Medit Scan for Clinics HaxoguTcs Ha USB-HakonwvTene. 3ToT np

OfyKT onTuMmnanposaH g MK, v ncnons3oBaHwve ero Ha apyr
VX YCTPOWCTBAX He peKoMeHayeTcs. He MCnonb3yiTe Huyero, K

pome USB-ropTa. 3T0 MOXET NPUBECTM K HEUCNIPABHOCTY UK @ MogrniodwTe Kabens USB 3.0 @ MopxnioynTe agantep
BO3rOpaHMIO. (Type-C - Type-A) K KoHUeHTpa MUTAHWS K KOHLEHTpaTopy
TOPY NUTaHWS. nnTaHus.
N
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’Q’meoqeuwe i600

@ HaxmunTe KHOMKy @ Tocne BKNIOYEHUS NUTaHNs CBET
nuTaHus i600. Of¥104, B BEPXHEI YacTu PyKOATK
111600 3aropuTCca CUHVM LIBETOM.

@ MNopwntounTe Kabenb MUTaHus @ [oaxmoumTe Kabeb NuTa
K ananTepy nuTaHus. HIIS1 K UICTOUHIIKY MUATAHUS.

== e
'Q'Bbmmoqume i600
HaxmuTe 1 yaepxwvBaiiTe KHOMKyY NUTaHNS B HUKHEN YacTy PYKOSTK
11600 B TeYeHwe 3 cekyHA.
£

® MoakmounTe Kabenb USB-Ck (& Bbl Takxe MOXeTe NOAKIIIOY
MnK. 1Tb i600 Hanpsimyto K K 6e
3 apantepa.

Intraoral Scanner i600 177



2 0630p Medit Scan for Clinics

HacTonbHbIN fepxaTenb 2.1 BsepeHue

Medit Scan for Clinics npegoctasnsieT ynobHsiii pabounii nHTepdeic
AN UPOBOIA 3aN1CcK TOMorpaduyecKnx xapakTepucTuK 3y6oB v o
Kpy)atoLLyix TKaHel ¢ nomoLusto cuctems i600.

2.2 YcraHoBKa

221 CucTeMHble TpeboBaHus

-

MuHUManbHble CUCTEMHbIE Tpe6OBaHVI$I

Windows 0S
HoyT6yk HacTonbHbIi KOMMblOTEP
Intel Core i7 - 10750H Intel Core i7 - 10700K
HacTeHHbIii gepxaTenb Mpoueccop
AMD Ryzen 7 4800H AMD Ryzen 7 3800X
| OnepatyisHas
| namsTb 1676
\ NVIDIA GeForce RTX 1660/2060/3060 (6onee 6 16)
Bupeokapta
AMD Radeon He noppepxviBaeTcs.
oc Windows 10 Pro unun Home 64-bit
Windows 11 Pro nav Home
macOS
Jy
)~ Mpoueccop Apple M1/M2
N OnepatyBHas
namsTs 1616
oc macOS Monterey 12
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PekomeHpyeMble CUCTEMHbIE TpeGOBaHMﬂ

Windows 0S

HoyT6yk HacTonbHbI KOMMblOTEP

Intel Core i7 - 12700H
Intel Core i7 - 11800H

Intel Core i7 - 12700K
Intel Core i7 - 11700K

Mpoueccop
AMD Ryzen 7 6800H
AMD Ryzen 7 5800H AMD Ryzen 7 5800K
OnepatviHas
namsTb 3216
NVIDIA GeForce RTX 2070/2080/3070/3080/3090 (6onee 8 T6)
Bupeokapta NVIDIA RTX A3000/4000/5000 (Gonee 6 I6)
AMD Radeon He noppfepxviBaetcsi.
oc Windows 10 Pro unu Home 64-bit
Windows 11 Pro un Home
mac0S
Mpoueccop Apple M1 Pro
OnepatviBHas
namsits 3216
oc macOS Monterey 12

(- [1ng nonyderms TOYHbIX 1 aKTyasbHbIX CUCTEMHbIX TPEBOBaHMIA,
noxanyicra, nocetute canT www.meditlink.com.

- Vicnone3yiiTe MK 1 MoHKTOP, cCepTUdULMpoBanHble IEC 60950,
IEC 55032, IEC 55024

@

YCTPOICTBO MOXET He paboTaTb Npu UCroNb30BaHUM Kabene

1, OT/IMYHbIX OT Kabenelt USB 3.0, npefocTaBneHHbIX KOMMaHw
eit Medit. Medit He HeceT OTBETCTBEHHOCTU 3a Ntobble Mpobne

Mbl, KOTOPbIE MOTYT GbITb BbI3BaHbI MCMO/b30BaHVEM Kabenel,
OTANYHbIX OT Kabeneit USB 3.0, npegocTaBnsieMblx KoMNaHwei
Medit. Obsi3aTensHo 1cnonb3ayiTe Tonbko Kabenn USB 3.0, Bxo
Asilyyie B KOMMEKT MOCTaBKy.

PYKOBOACTBO M0 YCTaHOBKe NPOrpaMMHOro obecreyeHst

MoakntoynTe Nprnaraembli haalu-Hakonutens USB K kommbroTepy.
3anycTiTe yCTaHOBOYHBIN daiin.

BbibepuTe 13bIK YCTAHOBKM 1 HaXMUTE «Next».

BbibepuTe nanky Ans ycTaHOBKM NPOrpamMei.

BHuMaTenbHo npoyuTaiiTe «License Agreement», nocTasbTe ra

nouky B none «l agree to the License terms and conditions», 3at
em HaxmuTe «Installs.

MpoLiecc yCTaHOBKM MOXET 3aHsITb HECKOMBKO MUHYT. Toxarny

11CTa, He BbIK/IOYalTe KOMMbIOTEP, MOKa YCTaHOBKa He GyfieT 3

aBepuleHa.

Mocrie 3aBepLueHs YCTaHOBKY, Nepe3arpy3nTe KOMMbIOTEP 1
S ONTVMaNbHOM PaboTbl MPOrPaMMHOTO 0becneyeHus.

Q YcTaHoBKa He byaeT BbiNonHeHa, noka cuctema i600 nogroye

Ha K [1K. MoxanyicTa, BblKII04MTE CKaHep nepef Hayanom ycra
HOBKW.
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3 TexHuueckoe ob6cnyKMBaHue

2.2.3 PykoBogcTBo nonb3oBatens Medit Scan for Clinics

Moxanyiicta, 03HaKOMBTECH C PYKOBOACTBOM Noab3osaTens Medit
Scan for Clinics: Medit Scan for Clinics > MeHto > PykoBOACTBO N0/b30
Barens.

Kak ncnonb3oBatb Akagemuio Medit

[E]HE

Otckanmpyiite QR-Kog.

/\ NPEJOCTEPEXEHVE

TexHuyeckoe obcnyxmBaHne 0bopyLOBaHNS AOMKHO BbINOHS
ThCs1 TOMBKO COTPYAHMKaMK Medit nnn cepTudmLpoBaHHbIMM
Medit KOMNaHVSMM UK NEPCOHANOM.

Kak npaswno, Nonb3oBaTeNsiM He HYXHO OCYLLECTBNATL paboT
bl MO TEXHUYECKOMY 0BCnyKVBaHMO crcTeMsl 1600, 3a Ucktoye
HVIeM KannbpoBKM, YNCTKN 1 cTepunmnsaym. Npodunaktiyeck

vie OCMOTPBbI 11 iPYroe perynsipHoe 0BCayKIBaHYe He TpebyoT
cs.

3.1 Kanubpoeka

Mepuogyyeckas kanubposka HeObXoAMMa AN NOAYYEHNS TOUHBIX
3D-mopeneit. KanubpoBky cneflyeT BbIMONHSTb B CyYasix, ecau:

IIO.

[0 CpaBHeHwo € NpeaAblAYLLMMYI pe3ynbTaTamu Kaqectso 3D-M
ofenu Ctano MeHee 4OCTOBEPHbLIM U/ TOYHbIM.

VI3MeHMNCh YC0BMS OKPYXKAIOLLEN Cpefbl, TaK1e Kak Temnep
atypa.

VcTek neprog KannbpoBkyt. Meproa KanubpoBKU MOXHO yCTa
HOBUTb, Nepelias B MeHio > HacTpoliku > MNepurog kanubposKu
(mHw).

KannbposoyHas naHeb — AeNMKaTHbIA KOMNOHEHT. He npuk
acaiTeck K KanvbpoBOYHON NaHenu Hanpsmyt. [MposepsTe Ka
NIM6POBOYHYIO MaHesb, eCAI NPOLECC KanMbPOBKM He BbIMO/H
AeTCsl LOMKHbIM 06pa3om. Ecm kannbposoyHas narens 3arpst
3HeHa, 06pPaTUTEC K CBOEMY MOCTaBLKY YCIIT.
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Q Mbl peKoMeHyem NpOBOANTL KannBpOBKy peryasipHo. Meproga 3.2 MpoueAypa O4NCTKM, AE3NHBEKLMM 1 CTEPUN3ALMUN
~ KanuBPOBKM MOXHO YCTaHOBWT, Nepelias 8 MeHro > HacTpolik

321 MHoropa3soBas Hacagka
1 > Mepuiop kanubposkm (gHw). Mo ymonyanuio nepuog Kannb
POBK COCTABNSAET 14 AHEl. MHoropa3soBas Hacagka - 3T0 Ta 4aCTb CKaHepa, KoTopast BO Bpemst C
KaHVPOBAHWS HAXOAUTCS BO PTY NaLMEHTa U MOXET MCMO/b30BaTLC
311 Kak kanubposarb i600 1 NOBTOPHO OFpaHiYeHHOe KONNMYECTBO Pa3. YTobbl M3bexaTh nepek
. . . ECTHOTO 3arpsi3HeHus), ee HeobxoaMo 0653aTeNbHO OYMLATL 1 CT
@ BrounTe 600 v 3anyctute Medit Scan for Clinics. P P ’ A .
M €pVNN30BaTh MEXY NaLmeHTamm.
2@ 3anyctiTe MacTep Kanvbposky 13 Mewto > HacTpoliku > Kannbposka. P Ay nau
(3 TMoproToBLTE MHCTPYMEHT ANt KanubpoBKu 1 pyKosTKy i600. OuncTKa 1 fesnHbeKums
[loBepHUTE LLKaNy MHCTPYMeHTa Ans KaJ'II/I6 OBKW B v
® P Y Py A P = [IpUroToBbTE YUCTALLMIA PaCcTBOP.
nonoxeHue 1 o
) » Mepen Mcnonb3oBaHWeM pasbasbTe 0bbIYHOE HENTPanb
(®  BcraBbre pyKosiTKy 1600 B MHCTPYMEHT 1t KaAUGPOBKU. .
HOe MotoLLiee CPeacTBo B COOTHoLWeHMM 1:100.
®  Haxwmute «/lanee», 4Tobbl Ha4aTb NPOLIECC KAMBPOBKM. o
= OuMCTUTE MHOTOPA30BbIe HACAAKM YMCTSLLM PACTBOPOM U LIETKOMA.
@ Echn HCTPYMEHT ANst KanuBpPOBKU YCTAHOBMEH B MPABUIbHOM
» Y6eamTech, 4TO 3epKano HacafKy NoMHOCTbLIO YKCTOe 1
MOMOMEHWN 1, CMCTeMa MONYYUT AaHHble aBTOMATUYECKN.
Ha HeM HeT nsiTeH. Ecv Ha 3epKane NosiBUAKCH NsTHA U
Mocne 3aBeplueHns cbopa AaHHbIX B MOAOKeHUU 1, NoBep
JIM OHO 3aMOTeNo, NOBTOPUTE MPOLEAYPY OYNCTKN.
HITE MHCTPYMEHT [N1si KaNMBPOBKM B CleaytoLLee NooKeHme.
©  ToBTOpWTE Wark Anst NONOKEHIA 2 — 18 1 (LAST. /\ MPE[JOCTEPEXEHVE
Mocne 3aBeplueHns cbopa AaHHbIX B NONOKEHUM (LAST: ciCTeM » MHOropa3oBast Hacafika VIMEeET CIOKHYIO KOHCTPYKLVIO, M03
a aBTOMATMYECKY PACCHMTAET 1 MOKAXKET Pe3ynsTaThl KaMOPOBKN. TOMY aBTOMATUHECKOTO OYMLLEHUS MOXET ObITb HEOCTATOY

HO. B CBSI31 € 3TM Mbl He peKOMeH[yeM O4MLLATb MHOropas3
OBYHO HACaIKy B YCTPOICTBE ANS aBTOMATUHECKON O4MCTKN.
= Tpvxabl NPOMOITE MHOTOPa30Bble HACaAKW OYMLLEHHO BOLON.
= YganuTe BAary ¢ noMoLLbio ByMaxHOro NosoTeHua 1 faiTe um
MOMHOCTbIO BbICOXHYTb Ha BO3flyxe Mpu KOMHaTHOI Temnepaty

pe B Te4eHne Kak MUHUMYM 80 MUHYT.
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MpopesnHPULMPYIiTe MHOTOPa3oBble HacafK Ae3NHAULMPY

fOLMM CPeaCTBOM, coaepxallm He bonee 15% 130nponunoso

ro cnupra (MC), B TedeHre 1 MUHYTbI. 3aTeM TWaTeNbHO Npoc

YWWTe X NPV KOMHATHOM TeMnepaType B TeYeH/ie He MeHee 5

MUHYT.

» Mepep ncnonb3oBaHWeM Ae3nHMULMPYIOLLEro CPeacTsa,
noXanyicTa, 03HaKOMBTECh C MHCTPYKUMEN MO ero npas
MbHOMY NCNOMb30BaHMIO.

» Cnncok pekomeHyeMblx Ae3MHAMULMPYIOLMX CPEACTB
MOXHO HaliTh B CnpaBoyHoM LeHTpe Medit no agpecy
http://support.medit.com/hc.

Crepunusaums

Hacagky cnepyeT o4nLaTh BPY4YHYIO C MOMOLLBIO Ae3UHBULMD
yIOLLEro pacTeopa. locne ounLleHUs 1 esviHdeKLMu 0CMOTpU
Te 3epKano BHYTPU HACaAKK, 4TODbI yOeaNTLCS, YTO Ha HEM He
T Pa3BOAOB VAN MSATEH.
Mpu HEOGXOAMMOCTY NOBTOPUTE MPOLIECC OHUCTKM U Ae3UHbe
KUK, OCTOPOXHO BBITPHTE 3epKano GYMaxHbIM NONOTEHLIEM.
BcTaBbTe Hacafiky B OyMaXHbI CTepUAU3ALWOHHbIV NaKeT 1 3a
nevataiiTe ero, ybeVBLUMCD B €70 repMeTUYHOCTH. cnonb3yi
Te CaMOKNEsLMIACS MM TEPMO3aKIeNBAIOLLMIACS NaKeT.
CTepunusyiTte 0bepHyTYI0 HacafiKy B aBTOKNaBe Npu cobntofe
HWW CeayIoLLMX YCNOBHIA:
» Crepunun3aums B rpaBUTaLyOHHOM aBTOKaBE NpU Temn
epatype 135°C (275°F) B Tedere 10 MUHYT 1 CyliKa B Tey
eHve 30 MUHYT.

» CTepunun3aums B aBTOKNaBe C NpeaBapuTENbHbIM Bakyy
MMpoBaHVeM npu Temnepatype 134°C (273,2°F) B TedeHn
€4 MUHYT ¥ cylwKa B TeyeHne 20 MUHYT.

Vcnonb3yiiTe NporpamMmy aBTOKNaBa, KOTOPas OCYLIECTBASET C

YLKy 3aBEPHYTOM HacaaKu1 nepep OTKPbITVEM aBTOK/ABa.

Hacapkn ckaHepa MOXHO NOBTOPHO CTepuan3oBaTh Ao 150 pa

3. o BOCTWKEHWM 3TOTO Npefiena x HeoBXOANMO YTVAN3MPOB

aTb B COOTBETCTBUM C PEKOMEHAALMSIMU, U3NOXKEHHbBIM B Pa3f

ene «YTunm3aums».

Bpems v TeMnepaTypa aBTOKNaBMPOBaHUS MOMYT BapbUpOBaTH

s B 3aBMCMMOCTY OT NPOV3BOAMTENS 11 TWNa aBToKaga. 10 3T

Ol NPUYMHE MAKCUMANbHOE KONMYECTBO CyLLEK MOXET He COBI

afaTh C 3asBNeHHbIM. [ToXanyiicTa, NpoCMOTPHTE PYKOBOACTBO

NONb30BaTENst aBTOK/ABA, KOTOPbINA Bbl MCMO/b3YeTe, 4TODbI 0N

pefennTb, CobNtofeHsl 1 Tpebyemble YCIoBYS.

/\ NPE[OCTEPEXEHVE

3epKano B Hacafike ckaHepa NPeAcTasnsieT coboi XpynKuii on
TUYECKUI KOMMOHEHT, C KOTOPbIM, 15 0becreyeHuns onTumar
bHOMO KaYecTBa CKaHUPOBaHs, CedyeT 0bpaLaThcs ¢ 0cobo
/1 OCTOPOXKHOCTbIO. ByAbTE BHYMATENbHBI, 4TOBbI U36eXaTh Mo
SIBNEHNst NATEH 1 LapaniH, TaK Kak Ntobble NOBPeXaeHNs nin
AebeKTbl MOryT NOBNUATL Ha KAYECTBO NOYYEHHbIX AaHHbIX.
0653aTenbHO 06epHITE HacaaKy nepes 06paboTKoN B aBTOKN
aBe. EC/M B aBTOK/@B MOMECTUTb OTKPLITYIO HE3ALMLLEHHYHO H
acafiKy, Ha 3epKane MoryT NosBIUTLCS MSTHA, KOTOPbIE HEBO3M
OXHO ByaeT yaanuTe. O3HaKOMBTECH C PYKOBOACTBOM M0 3KCMA
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yaTaLmy aBToKNaBa Ans nony4eHuns JONONHUTENbHOV MHDOPM
aumu.

= OyuLeHHble, TPOAE3MHMNLMPOBAHHBIE 1 MPOCTEPUNM30BaHH
ble HacaAKM1 AOMKHbI OCTaBaTLCS CTEPUIBHBIMY [JO MOMEHTa KX
VICNONB30BaHNS Ha NaLueHTe.

= Komnanus Medit He HeceT OTBETCTBEHHOCTM 3a Ntobble NoBpe
KAEHNS, BKNI0Yas AehopMaLMio HacafiKy, BbI3BaHHbIE MPOLEA
ypamu OYUCTKY, Ae3nHDEKLMM UAK CTEPUAK3ALMM, He COOTBET
CTBYIOLMMY NPVBELEHHbIM BbilLe PEKOMEHAALMAM.

322 3epkano

Hannuve Ha 3epkane HacagKu 3arpsisHeHN UK NSTEH MOXET NpUB
€CTY K HU3KOMY KaueCTBY CKaH1POBaHMs 1 MOB/EYb 33 COGOM yxyal
eHvie paboTbl B Len1oM. py BO3HUKHOBEHM TaKo CUTyaLy BaM C/l
eyeT OYUCTUTb 3ePKano, BbIMOMHNB CEMyIOLLME Wark:

@ OTKIYUTE HAcaaKy CKaHepa OT pyKosTKi i600.

@ CMouMTE CMIMPTOM YUCTYIO TKAHB WAV BATHbIA TaMMOH 1 NPOTP
VTe 3epKano. YbeanTech, 4To Bbl 1ICMOMb3yeTe CUPT, He coaep
KaLlmil NprMeceit, MHave OH MOXET OKpPacUTb 3epkano. MoxH
0 MCNONbB30BaTL NMBO 3TaHoA, MO NPOMaHoN (3TUAOBLI/MPo
NWNOBIA CNPT).

MpoTpuTe 3epKano Hacyxo Cyxoit TKaHbto 6e3 Bopca.
YbeauTech, YTO Ha 3epKase He 0CTanoCh Mbiiv U BOPCUHOK.
Mpw HEOBXOAUMOCTY NOBTOPUTE MPOLLECC OHUCTKM.

®©

3.23 PykosTKa

Mocne V1cronb3oBaHUs O4NUCTIUTE 1 MPOAE3NHBULMPYITE BCe OCTanbH
ble OBEPXHOCTH PyKOATKM 1600, KpoMe nepepHelt (onTuyeckoe OKHO)
Y 3aHel YacTu ckarepa (BeHTUAsIMOHHOE oTBepcTye). Bo Bpemst oy
VICTKM 1 [le3VHEKLIN YCTPOCTBO AOMKHO BbITb BIKKOYEHO. Vicron
b3yITe YCTPOVCTBO TOMBKO NOC/E TOTO, KaK OHO NMOMHOCTBIO BbICOXHET.

PeKoMeHyeMbIM YUCTSLLMM U Ae3MHDULMPYIOLMIM PACTBOPOM SIBNIS
€TCA fAeHaTypPUPOBaHHbIN CIMPT (STUNOBBIM CIMPT AW 3TaHoN) - 06
bI4HO 60-70%.

06Ljas npoLieflypa O4MCTKM W Ae3VHDEKLNN BEITSIAMT CReayiolyiM 0bpa3oM:

@ BbIKKOYUTE YCTPOWCTBO C MOMOLLbIO KHOMKM MUTaHUS.
@  OTcoegnHuTe BCe Kabemn OT KOHLEHTpaTopa NUTaHys.
®  Ouuctute rnbTp Ha NepeHelt naHenn pykosTku i600.

» EcAn HanuTb CNnPT HeNocpeaCTBEHHO B MALTP, OH MO
HXeT NPOCOYNTLCS BHYTPb PyKoATKYM 1600 v BbI3BaTb HEMC
NPaBHOCT.

» He ounwaiite hunbtp, 3anvBas CNMpT UK YUCTALWWMIA pa
CTBOP Hanpsimyto B (OuAbTp. PUNLTP ClefyeT akkypaTHO
NPOTEPETb X0N4ATOBYMAXKHOW UMY MSATKOM TKaHbIO, CM
04eHHOM crnnpToM. He npoTupaiiTe UALTP pykamu 1 He
NPYMEHsTe Ype3MepHON CHbl.

» Medit He HeceT OTBETCTBEHHOCTU 3a MtoOble NOBPEXaeH
S VINIW HEUCMPABHOCTU, KOTOPbIE MOTYT BO3HUKHYTb BO
BPEeMS Y/CTKM, €CV1 OHU He COOTBETCTBYIOT NpriBeAeHH
bIM BbILLE PEKOMEHAALSM.
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@ Mocne o4NCTKM KABTPa HAfeHbTE KoNMak Ha nepeaHiorn YacT
b pyKOATKM i600.

(®  Haneiite ge3nHdrumMpytoLee CPeACTBO Ha MArKyio Heabpasns
HY!0 TKaHb 6e3 Bopca.

®  [MpoTpnTe NOBEPXHOCTb CKaHepa TKaHbHo.

@ BbiCylnTe NOBEPXHOCTb YUCTOM, CyXO 11 Heabpa3nBHOM TKaHb

10 6e3 Bopca.

/\ MPE[OCTEPEXEHME

= Hecneayet ounath pykosTKy i600, Korga yCTPOIMCTBO BKKOYE
HO, TaK KaK XUAKOCTb MOXET MONACTb B CKaHep 1 Bbl3BaTb Heu
CNPaBHOCTb.

= Vicnonb3yiiTe yCTPOMCTBO TONBKO NOC/E TOrO, Kak OHO MOHOC
ThIO BbICOXHET.

= Bcnyyae Ncnonb3oBaHus BO BPeMst YMCTKU HEMOAXOASALLMX YK
CTAWWX 1 AE3NHDULMPYIOLMX CPEACTB MOTYT MOSIBUTLCS XMMI
yecKue TpeLmHbl.

3.24 Mpoune KOMNOHEHTbI

= CMounTe MArkyto 1 HeabpasnBHyIO TkaHb He3 Bopca YMCTALYMM
AE3VHDULMPYIOLLM PACTBOPOM.

= [IpoTpuTe eio NOBEPXHOCTb KOMMOHEHTOB.

= BbicywuTe NOBEPXHOCTb YMCTOM, CyXOM ¥ HeabpasnBHON TKaHb
to 6e3 Bopca.

/\ NPEOCTEPEXEHVE

B C/yqae Ncnonb3oBaHNA BO BPeMA YMCTKM HENOAXOAALWMX Y1
CTAWNX N ,D,e3VIHq)VILU/\pyPOUJ,MX CpeacTB MOryT NoABNUTbLCA XMMN
YeCKme TpelmHbI.

3.3 Yrunusauus

/\ NPEJOCTEPEXEHVE

Mepep yTuNM3aLmeit HacafKy CkaHepa HeobXoanMMO NpocTepun
1308BaThb. CTepuamn3yiTe HacafKy Kak onucaHo B pasgene «3.2.1
MHOropasoBsas HacagKa 1 ManeHbKas HacagKa — CTepunn3aum
A».

YTUAM3MPYIiTe HacaAKy CkaHepa Tak e, Kak 11 niobble gpyrie K
JINH/YECKVE OTXOADI.

Mpoyne KOMMOHEHTbI pa3paboTaHbl B COOTBETCTBYV CO CNefy
oM grpextreamu:RoHS, OrpaHnyeHre ncnonb3oBaHUs H
€KOTOPbIX OMACHbIX BELLECTB B 3NEKTPUYECKOM W 3NEKTPOHHOM
obopyaosaHuu. (2011/65/EU)

WEEE, [InpexTrBa N0 0TXOAaM 3N1EKTPUYECKOTO W 3NEKTPOHHOT
0 obopypnosanus. (2012/19/EU)

3.4 O06HoeneHus Medit Scan for Clinics

B npouecce akcnnyataumm Medit Scan for Clinics aBTomatuyecku npo
BepsieT Hanmyue 06HOBERWIA. [Py BbIXOfE HOBOV BEPCHM Nporpam
MHOTO 0becneyeHust CMcTeMa aBTOMaTNHECKM ee CKayMBaeT.
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4 PyKOBOACTBO Mo 6e30MacHOCTH

Moxanyiicta, cobntofalite Bce Npagia TeXHUKK 6e30nacHOCTH, 0N
CaHHble B laHHOM PYKOBOACTBE NOMb30BaTENs, YTOObI NPefoTBPaTH
Tb TPaBMbI MIIOAEN 11 NOBPEXieHe 060py[oBaHHsl. NpU BblgeneHun
nNpeaynpexaatoLmx COOBILEHNIA B 3TOM JOKYMEHTE UCMONB3YIOTCS C
nosa MNPEAYNPEXAEHVE v NMPEAOCTEPEXEHME.

BHUMaTeNbHO NMpoYuTaliTe PyKOBOACTBO, BK/IOYAs BCe COODLLEHNS O
Mepax NPefoCTOPOXHOCTH, Mepef, KOTOPbIMK cToaT cnosa MPEAYIMP
EXXAEHVE v MPEAOCTEPEXXEHUE. Bo v3bexaHue TenecHbix noBpex
OEHUIA Vv NoBpeXaeHNs 060pyaoBaHNS CTPOro cobntoaaiiTe npasu
Na TEeXHMKM B6e30nacHOCTU. Bce MHCTPYKUMM 11 Mepbl NPeAoCTOPOXH
0CTU, yKa3aHHble B PYKOBOACTBE Mo 6€30MacHOCTU, AOMKHbI COBMIOA,
aTbCs ANs obecnedeHrs Haanexallei paboTbl CUCTEMbI 1 NIMYHOI He
30MacHOCTH.

Cucrema i600 MOXET NCMOb30BaTLCS TONBKO MPOMECCUOHANBHbBIM

V1 CTOMaTONOraMt 1 3y6HbIMU TeXHWUKaMK, MPOLLEALIMMU COOTBETCTB
yroLiee 0byyeHue Ans MCNob30BaHKs CUcTeMbI. Micnonb3oBaHnue cu

cTembl 1600 B NtOBBIX Liesix, KPOMe NpeayCMOTPEHHBIX B UHCTPYKLMK

B pasgene «1.1 MpegnonaraemMoe UCNONb30BaHNE», MOXKET NPUBECTU

K TPaBMaM 1nvi nospexaeHiio obopyaosanus. NMoxanyiicta, obpalia
/iTech ¢ cuctemoit i600 B COOTBETCTBUM C NPaBMAaMU, U3NOKEHHbBIMI
B PYKOBO/ACTBE N0 6e30MacHOCTY.

O NtobOM Cepbe3HOM NMPOVCLIECTBHN, CBA3aHHOM C YCTPOWCTBOM, C/1
efyeT coobLLaTb NPON3BOAUTENIO 1 KOMMETEHTHOMY OpraHy rocyaap
CTBa, B KOTOPOM HaXOAsTCs! MO/b30BATENb M MALMEHTbI.

4.1 OcCHOBHbIe CBEEHUSA O CUCTEMe

Cuctema i600 npeactasnseT coboi BbICOKOTOYHOE ONTUYECKOE Mefu
LMHCKOe YCTPOWCTBO. [Nepep YCTaHOBKOW, MCMONb30BAHMEM 1 IKCTN
yaTaumelt i600 06513aTeIbHO 03HAKOMBTECH CO BCEMU MPUBEAEHHBIMY
HIDKE UHCTPYKLMAMM MO TeXHVKe 6e30MacHOCTI 1 3KCMayaTaumm.

A MPEAOCTEPEXXEHUE

= Kabenb USB 3.0, NOAKIOYEHHBIN K KOHLEHTPATOPY NUTaHWs, 1
MEET TaKOW e pasbeM, Kak 1 cTaHaapTHbIN USB-kabenb. OgHa
KO YCTPOWCTBO MOXET paboTaTb HEKOPPEKTHO, €A ANs MOAKN
toueHus K i600 ncnonb3yeTcs cTaHpapTHbIi USB-kabens 3.0.

= [locTaBAsiemblii BMECTE C KOHLEHTPATOPOM NTaHNs KOHHEKTO
p pa3paboTaH crneumansHo anst 600 v He LO/KeH MCronb3oBaT
bCsl C APYTMMI YCTPOWCTBAMW.

= EC/NM YCTPOICTBO XPaHMIOCh B XONIOAHOM NOMELLEHNN, flaliTe e
My BpeMs afjanTipoBaThCs K TeMnepaType OKpyxatoLLeit cpefpl
nepes CNonb3oBaHueM. ECin cpasy xe HavaTb 1Cnob30BaTh
nprbop, MOXET 0OPa30BATLCS KOHAEHCAT, KOTOPbIA MOXET NOB
PEAVTb 3NEKTPOHHbBIE KOMMOHEHTbI BHYTPY YCTPOIICTBA.

= YbenuTeck, YTO BCe NPE[OCTaBEHHbIE KOMMOHEHTbI He 1MetoT
hr3mnyecKkux NoBpexaeHi. B cnyyae dusnyeckoro nospexaeH
V151 yCTPOICTBa 6€30MacHOCTb He MOXET ObITb rapaHTUPOBaHa.

= [lepen HayanoMm 1CNOb30BaHWs C/CTEMbI yDeanTeCh B OTCYTCT
BUM TaKKx NpobneMm, Kak r3nyeckne NoBPeXaeHns 1am Hanv
une He3aKpeneHHsbIX AeTanelt. pu Hanuynmn BAAUMbIX NOBPEX
AEHUIN He NCnonb3yiiTe U3genue n obpaTrTech K NPONU3BOANTE
10 UMW MECTHOMY MPefCTaBUTENIO.
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MpoBepeTe pykosTKy i600 1 akceccyapbl K Helt Ha Hannyye ocT
PbIX Kpaes.

Ecnu cnctema i600 He ncnonb3yeTcs, ee cnepyeT yCTaHOBUTH Ha
HaCTOMbHbIN VIV HACTEHHbIV iepxaTeb.

He ycTaHaBnyBaliTe HacTOMbHBIN AepxaTenb Ha HAKMOHHYIO MO
BEPXHOCTb.

He pa3wmelaiiTe Kakne-nnbo npegmeTsl Ha cucteme i600.

He ycTaHaBnuBaiiTe cvictemy i600 Ha 0borpeBaemyto 1nv BRax
HY!O MOBEPXHOCTb.

He nepekpbIBaiiTe BEHTUNALIMOHHbIE OTBEPCTVIS, PACTIONOXEHHbIE
B 3aHel YacTy cuctemsl i600. B cnyyae neperpesa obopynoBaHms
crctema i600 MOXET BbIATY 113 CTPOS MM NepecTaTh paboTaTh.

He nponvBaiite }uaKocTb Ha crctemy i600.

PykosTKa 1600 v Apyrvie BXxoAaLLMe B KOMMNEKT KOMNOHEHTbI 113
FOTOB/EHbI 113 3NEKTPOHHbIX KOMMOHEHTOB. He gonycKaiiTe non
afaHVs BHYTPb XUAKOCTY AW NOCTOPOHHYIX MPEMETOB.

He TaHWTe 11 He cribalite Kabenb, NOAKMOYEHHBIN K cucTeme i600.
AKKypaTHO pacronoxwTe Bce Kabenu Tak, YTobbl Bbl 1AW BaLl N
AUMEHT He CrIOTKHYUCh 1 He 3aLienuanch 3a Hux. Slloboe ycnn
Ve, HanpaBeHHOoe Ha PacTsHKeHWe Kabenell, MOXeT NPUBECTH K
nospexaeHwuio cuctemsl i600.

Bcerpa pacnonaraiite BUmKy LWHypa NuTaHus cuctemsl 600 B ne
rKOAOCTYNHOM MecTe.

Bcerpa cnepyTe 3a nauyieHToM 1 paboTtoli 06opyaoBaHus BO BP
eMs1 €ro MCMob30BaHMs, YTOObI M36EXKaThb HapyLLeHUI B paboTe.
BbINonHsTe KannbpoBKy, O4MCTKY, Ae3MHDEKLMIO 1 CTepuAr3aLy
10 B COOTBETCTBUM C PEKOMEHAALIMAMII PYKOBOACTBA MOAb30BaTENS.

Ecnu Bbl ypoHMAM Hacagky 600 Ha non, He MbITalTeCh UCNONb3
0BaTb ee MOBTOPHO. HemMeAneHHo BbIGPOCETe Hacafky, Tak Kak
CyLLeCTBYET ONaCHOCTb TOro, YTO NPUKPENNeHHOE K Hacafjke 3e
PKano MOXeET 6bITb CMeLLeHO.

B CBSA3M C XpYNKOCTbIO YCTPOIICTBA, C Hacafgkamu i600 cnepyeT o
BpatLatbCst C 0CO6OI OCTOPOXKHOCTbIO. YTOObI NPEfOTBPATUTL
MoBpeXAeHNe HacaKn 1 ee BHYTPEHHEro 3epkana, bysjste ocT
OPOXHbI 11 HE A0MyCKaliTe KOHTaKTa ¢ 3ybamu unu pectaspaim
AMU NaLMeHTa.

B cnyyae, ecnn cuctema i600 ynana Ha non unv nofseprnack y
[apy, ee HeobxoaMMO OTKaNMbPOBATbL NEPe UCMONb30BAHNEM.
Ecnvi nprbop He MOXET MOAKIOYNTBLCS K NPOrpaMMHOMY 0bec
neyeHuIo, MPOKOHCYNLTUPYIATECH C NPOV3BOAUTENEM UMV aBTO
PV30BaHHbIM PECeNepoM.

B cnyyae HencnpasHocTell B paboTe 060opyfjoBaHYis, Hanprmep,
MpY BO3HUKHOBEHMM NPOBAEM C TOYHOCTbIO, MPEKpaTUTe UCNo
Nb30BaHMe YCTPOICTBA W CBSHIKMTECH C MPOW3BOAUTENEM UM @
BTOPV30BaHHbIM PECennepoM.

YcTaHaBnMBaliTe 1 UCNOAb3yiiTe TONbKO 0f06peHHbIe Mporpam
Mbl 415 0b6ecneyeHs NpaBrnbLHON paboTsl cucTemsl 600.

B cny4ae cepbe3HOro HecHacTHOro Cyyas,, CBA3aHHOTO C CrCTe
Mol i600, yBefoMuTe 06 3TOM NPOM3BOANTENS 1 COOBLLKTE B KO
MMETEHTHbIV HaLMOHABbHBIN OpraH CTpaHbl, B KOTOPOI MPOXK
BatoT N0Nb30BATENb U NALMEHT.

Ecnv Ha MK, Ha KOTOpPOM yCTaHOBNIEHO NPOrpaMMHoe obecreye
HU1e, OTCYTCTBYET 3almTHOE 10 1K CyLWeCTBYET PUCK MPOHUKH
OBEHUS BPEOHOCHOIO KOAA B CETh, KOMMbIOTEP MOXET ObITb B3
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JIOMaH C MOMOLLBIO BPEAOHOCHOTO MO (TaKoro, Kak KOMMbIOTEPH 4.3 B cnyvae HeucnpaBHOCTU 060pyAOBaHUS
ble BMPYChI UM HePBU, KOTOPbIE NMOBPEXAAIOT Ball KOMMbIOTEP).

= [porpammHOe obecreyeHvie 15 JaHHOTO NPOAyKTa AOMKHO 1C A NPEAYNPEX/IEHNE
MoNMb30BaTbCS B COOTBETCTBUM C 3aKOHAMM O 3aLLuTe MeaULIMH Ecnu Bawa cucrema i600 He paboTaeT JOMKHbIM 0BPa3oM VM ecu
CKOW 11 NMYHOI MH(OPMaLK. Bbl N0f03peBaeTe, YTo € 060PyA0BaHMEM BO3HUKAM NPoBembl:

42 Mpodnogrotoska /13BnekwnTe yCTPOICTBO 13 MONOCTY PTa NalyeHTa 1 HemepeH
HO NpeKpaTuTe ero UCNob3oBaHKe.

Hauano pa6oTs! ¢ i600 YueBHbIiA pexm = OTKII04MTE YCTPOICTBO OT MK 1 MpoBEpLTE €M Ha HamHKie OLWNOOK.
0BpaTnTECh K MPOV3BOANTENHO UMW ABTOPHU30BAHHOMY PECensepy.
Mogudukaumm cuctemsl 1600 3anpeLieHbl 3aKOHOM, TaK Kak OH
¥ MOTYT NOCTaBMTb NOf Yrpo3y 6e3onacHoCTb Nonb3oBaTens, n
auyeHTa UAW TPETbUX NL.

Otckanmpyrite QR-kog OTcKanmpyiiTe QR-KoA 4.4 Turvena

A MPEAYNPEXAEHWNE

[ins nogaepaHus YACTOTbl paboyero MecTa 1 6e30nacHoOCTH naumwe
HTOB, BCEI[IA HafeBaiiTe YMCTble XMPYPriYecKie nepyaTki B Clemy

A\ NPERYMPEXAEHVE
Mepen, HavanoM 1Cronb3oBaHus Balleit ccTembl i600 Ha naumeHTax:

= Bbl AO/MKHbI ObITb O6Y4EHbI MCMIONB30BaHMIO CUCTEMbI UM MPOYH foLLyX CAly4asX:
TaTb V1 MOMHOCTBIO MOHSATL JAHHOE PYKOBOACTBO NONb30BATENS. = [PV MCNONb30BAHMN 1 3aMeHe HacaaKN.

= Bbl JOMKHbI 03HAKOMWTHCA C NpaBKnaM1 6€30MacHOro UCNoAb = [Ipu 1CNONb30BaHMN CUCTeMbl 1600 Ha NnaLyeHTax.
30BaHuUs cucTeMbl 600, KaK 3TO A€TabHO OMUCaHO B AAHHOM P = [lpu npuKOCHOBEHUY K crcTeme i600.

YKOBO/CTBE MONb30BaTeNs.

= [lepep vcnonb3oBaHWEM UV NOCAE V3MEHEHNs Kakyx-nnbo H
acTpoeK nonb3oBaTenb AOMKEH YOe[NTbCs, YTO N306paxeH/e
B peanbHOM BPEMEHM MpaBuibHO OTOBPaXaETCs B OKHe Npefs
apUTE/bHOTO MPOCMOTPa KaMepbl B Mporpamme.
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& NPEAYNPEXAEHUNE

Cwnictema i600 1 ee oNTUYeCKoe OKHO AOMKHbI BCEraa CofepaThcs B
unctoTe. Nepen Ucnonb3oBaHMeM crcTemsl 600 Ha NaLyeHTe, 0bs13a
TeNbHO yHeamnTech, 4To:

= Cucrema i600 npocTeprnn3oBaHa, Kak on1caHo B pasgene
«3.2 Mpoueaypa o4NCTKY, Ae3NHAEKLUN U CTEPUNM3ALIAN.
= lVicnonb3yeTcs NpocTepuan30BaHHas HacaaKa.

4.5 3nekTpob6e3onacHoOCTb

A MPEAYNPEXAEHNE

= Cuctema i600 OTHOCMTCS K yCTpOIACTBaM Knacca I.

= [Ins npepoTBpaLLeH/Ist NOPXKEHNS 3NEKTPUYECKIM TOKOM CUCT
emy 600 paspeluaeTca NOAKYATb TONLKO K UCTOYHUKY MUTaH
VIS C 3aLUMTHBIM 3a3emneHrieM. ECv Bbl He MOXeTe BCTaBUTb L
TencenbHyio BUKY, BXOAsiLLyto B komnnexT i600, B po3eTky, 06p
aTUTECh K KBaNMMULIMPOBAHHOMY 3N1EKTPUKY [/15 3aMeHbl LiTe
NCeNbHON BUKM UK PO3eTKY. He NbiTaiiTecs 0601TH AaHHble
npaBuna TeXHUKN 6e30MacHOCTH.

= He ucnonb3yiiTe BIKY 3a3eMASIOLETO THMa, NOAKMIOYEHHYIO K
cucteme 600, Ans Kakyx-nMbo APYrvix Lenei, KpoMe ee cnonb
30BaHUS NO Ha3Ha4eHUHo.

= Cucrema i600 ncnonb3yeT pagrovacTOTHYIO SHEPrUO TOMBKO [
NS BbINOMHEHNS! BHYTPEHHMX (DYHKLMIA. YPOBEHb pagnoqacToT
HOrO U3Ny4YeHVst HEBENVK 1 He CO3/JaeT MOMEX OKPYXaloLLemMy 3
NeKTPOMarHUTHOMY V3Ny4YeHNIO.

[Mpu NOMbITKe AOCTYNa K BHYTPEHHWM YacTam cuctemsl i600 cy
L|eCTBYET ONACHOCTb NOPAXEHNS 3NEKTPUYECKMM TOKOM. [locT
Y K CUCTeMe paspelLleH TONbKO KBaNNMULMPOBaHHOMY CepB
CHOMY NepcoHany.
He nogrntovaiite cuctemy i600 K 06bI4HO PO3ETKE UAN YAAUH
UTento, T. K. 3TW COeMHEHUS He Tak 6e30MacHbl, Kak 31eKTpop
03eTKM C 3a3emneHnem. HecobntoaeHue 3Tux npasun 6e3onac
HOCTW MOXET NPVBECTU K CNEAYIOLMM ONACHOCTAM:
» OB TOK KOPOTKOTO 3aMblKaHYIsi BCErO MOAK/OHEHHOT
0 0bOpY0BaHNS MOXET NPEBBICUTL NPefer, yKasaHHbIN
8 EN/IEC 60601-1.
» ConpoTrBneHne 3a3eMneHns MOXeT NPeBbICUTL Npefen,
yKazaHHbil B EN/IEC 60601-1.
He cTaBbTe XMAKOCTU, TaKMe KaK HaMWUTKK, PSAOM C CUCTEMON
i600 1 He fonyckaliTe NonagaHNs XUAKOCTH Ha CUCTEMY.
Huikorga He NponvBaiiTe kakne-mMbo XUAKOCTU Ha cucTemy i600.
06pa3zoBaHyie KOHAEHCaTa NPy V3MeHeHWN TeMnepaTypbl 1au
BNIAXHOCTW MOXET NPUBECTU K CKOMIEHWIO BNAryt BHyTPU CUC
TeMbl i600, YTO MOXET NMPUBECTY K MOBPEXAEHMIO CrcTeMbl. e
pef noakNtoYeHviem crctembl i600 K UCTOYHMKY NUTaHKS, BO U
36exaHne 0bpa3oBaH/isi KOHfeHcaTa, yoeanTech, 4To cucTema
i600 He MeHee ABYX YaCOB HAXOAMACk MPY KOMHATHO Temnep
atype. ECnvi Ha NOBEPXHOCTY U3AeNVs BUAEH KOHAEHCAT, yCTp
0lcTBO i600 cneflyeT 0CTaBUTb NPV KOMHATHON TemnepaType H
a cpok bonee 8 yacos.
OTcoefuHsATb crcTemy i600 OT MCTOYHMKA NUTaHUS cneayeT To
NIbKO Yepe3 WHYp NUTaHus.
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OTCOEANHAS LUHYP NUTAHNSA, AEPXKUTE BUKY 33 BHELIHIOIO Yac
Tb, 4TOObI BbIHYTb €€ 13 PO3ETKU.

Mepep oTK/IOYEHVIEM YDeaUTECh, YTO N TaHMe YCTPOCTBa OTK
JI04EHO C MOMOLLbIO BLIKIOYATENS MUTAHKS Ha PYKOATKE.
XapaKTepUCTUKY 13Ny4eHIst faHHOTO 0D0PYA0BaHUS NO3BONS
I0T CMOABb30BaTb €ro B MPOMbILLIEHHbIX MOMELLEHVSX 1 60/b
Huuax (CISPR 11 Class A). B ciydae ncnonb3osaHust B XXUnbIx n
oMellerusIX (s KoTopbIx 06bI4HO TpebyeTcs ctaHaapT CISPR
11, knacc B) faHHoe yCTPONCTBO MOXET He 0becneunsaTb 4ocT
aTOYHYI0 3aLMTY CAIYHO PaAnoYacTOTHOM CBS3M.

Vcnonb3yiiTe TONBKO Te aKKyMyASTOPbI, KOTOPbIE NPeAyCMOTPe
Hbl ANst ucnons3oBaHus ¢ i600. Apyrie akkymynaTopHele 6atap
ey MOTYT NpYBECTU K NOBpex/aeHnto cuctembl i600.

1136eraiiTe HaTsHKEHWs MCNONb3yeMbIX C crcTemolt i600 kabene
11 CBSA3W, CMNOBbIX Kabenen n 7. a.

Vcronb3yiiTe TONBKO Te MEANLMHCKYE ajanTepbl, KOTOpbIE Np
efycMOTpeHbl Ans ncnonb3osarns ¢ i600. pyrie agantepsl M
OryT NPUBECTY K NOBpeXaeHWto crcTembl i600.

He npyikacaiitecb OAHOBPEMEHHO K MaLWeHTy 1 pasbemam ycT
poiicTsa.

4.6 be3onacHOCTb ras

A MPEAYNPEXAEHWNE

Bo Bpemst ckaHMpoBaHws cucTema i600 13nyyaeT apKuii ceeT o
T CBOEM HacagKu.

SIpKNIA CBET, M3ny4aeMblii HacagKol 600, He BpedeH ans rmas.

TeM He MeHee, Bbl He [1O/DKHbI CMOTPETb NPSIMO Ha APKUIA CBET
V1 HanpaBnaTb CBETOBOM A1y B Ma3a Apyrux nogei. Kak npasu
110, UHTEHCUBHbBIE UCTOYHMKI CBETA MOTYT NPUBECTU K pa3apa

YKEHWIO a3, 1 BbICOKa BEPOATHOCTb BTOPUYHOTO BO3ﬂeVICTBI/Iﬂ.

KaK 1 npu BO3ANCTBIM APYrUX MHTEHCKBHbIX UCTOYHUKOB CBE
Ta, Bbl MOXETE MCMbITaTb BPEMEHHOE CHUXKEHWE OCTPOThI 3peH
151, 6oNb, AMCKOMMOPT UK YXYALIEHME 3PEHNS, 4TO NOBbIWAET
PVCK BTOPMYHbIX HECHACTHBIX C/y4aeB.

OTKa3 OT OTBETCTBEHHOCTY 33 PUCKM, CBA3aHHbIE C NaLMeHTaMm
1 ¢ anunencreid Medit i600 He cnefyeT MCnonb3oBaTh Npu pab
oTe C NaLMeHTamu, y KOTOPbIX AVarHOCTPOBaHa anunencys, v
3-32 pYCKa BO3HMKHOBEHWS Cya0pOr 1 TpaBM. [10 3TOV e npu
YMHE CTOMATONOMMYECKIMIA NEPCOHas, Y KOTOPOTO AMarHoOCTMPO
BaHa 3anuaencus, Takke He foMKeH 1cnonb3osats Medit i600.
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4.7 OnacHoCTb B3pblBa

A NPEAYNPEXAEHUE

= Cuctema i600 He npeaHa3HaveHa Ans 1Cnonb3oBaHus BOAN3N
NerkoBOCMIAMEHSOLLMXCS XKMAKOCTEN, ra30B UK B CPefie C Bbl
COKOW KOHLeHTpaLueit kucnopoga.

= [lpu ncnonb3oBaHuu crcTemsl 600 BEAM3M nerkoBocnnameHs
IOLLMIXCS @HECTETMKOB CYLLECTBYET OMacHOCTb B3pbIBa.

4.8 PucK HapylueHus paboTbl kapauocTumynsaTopa n K[,

A NPEAYNPEXAEHNE

= HekoTopble YCTPOCTBa MOMYT CO3AaBaTh NOMeXM Ans paboTbl
VIMNAAHTVPYEMbIX KaparoBepTepos-aednbpuanstopos (MKM)
1 KapavoCTUMyATOPOB.

= [lpu ncnonb3oBaHuu crctemsl i600 cobntopaiite ymepeHHoe pa
ccTosiHne oT VIKLL unu kapgrocTumynstopa nauueHTa.

= [lns nonyveHus aononHUTeNbHOW MHGopMaLmn o neprdepuii
HbIX YCTPOWCTBAX, KOTOPbIE 1CNoNb3ytoTCs ¢ i600, 0bpaTnTech K
COOTBETCTBYIOLMM PYKOBOACTBAM NMPOU3BOAMTENS.

4.9 KubepbesonacHocTb

B c/yyae BO3HUKHOBEHNMS MHUMAEHTa Knbepbe3onacHoCTH He
Me[IeHHO MpeKpaTyTe NCMob30BaHNe CKaHepa 1 NPOrpamMMH
0ro obecreyeHus. BoIKIoUMTe CKaHep 1 BbIAUTE 13 Mporpam
MHOr0 0becrneyeHus.

He3ameanutensHo coobLuyTe 06 MHLMAEHTE B HaLly CyK6Gy n
OAAEPHKN NO INEKTPOHHOM NoYTe, TenedoHy Ui Apyrum goc
TYMHbIM CPeACTBaM CBA3W. KOHTaKTHY0 MHAOPMALMIO MOXHO
HaTW Ha NocneaHel cTpaHmLe PyKoBOACTBA NOb30BATENS.
Coobujast 06 MHUMAEHTE, NOXaNyICTa, NPefOCTaBbTE Kak MOX
HO BonbLie MHbOPMALWW, BKIKOYAsS BPeMst MPOUCLLECTBIS 1 N
tobble 3aMeyeHHble BaMy HeOObIUHbIe AeiCTBUS. ITa MH(OopMa
Lt IOMOXKET HaM BbICTPO peLLnTb Npobaemy.
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5 WHdopmauus 06 31eKTpoMarHUTHOM COBMECTUMOCTH

5.1 3neKTpoMarHuTHoe u3syyeHue

Cuctema i600 npegHasHayeHa A4ns NCMo/b30BaHMs B YKa3aHHOM HY
e 3NEKTPOMArHUTHOM Cpefie. 3aKasyuK Uy Nob30BaTesb CUCTEMbI
600 noMmKeH yoeamnTbCs, 4TO OHa UCNONB3YETCs B TaKOI Cpefe.

PYKOBOACTBO M fieKnapaLyisi NPOU3BOAUTENS - 3MIEKTPOMArHUTHOE U3/Ty4YeHne

WcnbiTaHne Ha

AneKTpoOMarHUTHas cpepa -

n3nyyeHue T PYKOBOACTBO

600 ncnonb3yet pagmo4acToTHy
10 3HEPI IO TONBKO AN CBOVIX BH
YTpeHHux dyHKumiA. Cnepgosaten

PapuoyacToTHoe 13 r ] bHO, €10 PAANOYaCcTOTHOE M3y

nyyerve CISPR 11 pynna €Hu1e 04eHb HWU3KOe 1 BPAJ NV B
bI30BET KaKue-n1bo noMexn B pa
CNONOXEHHOM NOBAN30CTY 3neK
TPOHHOM 060PYAOBaHN.

PagmnovactoTHoe 13 Knace A )

nyvenme CISPR 11 i600 NoaxoAMT ANS UCNONL30BaH
15 BO BCeX y4pexaeHusx. K Hum
OTHOCATCS XW/ble NOMELLEHS 1

IMUCCUV TapMOHKY

€CKMX COCTaBNSIOLL, Knacc A YHpeRaeHa, Hanpﬂmyrounoamro

ux IEC 61000-3-2 HeHHble K 0BLLECTBEHHO HI3KO

BO/ILTHOM CETV 31eKTPOCHAOKEH

KoneGakus Hanpsike us, oﬁecneqwsarougeﬁuanewpon

HI/nyNbcaLws Ceeto Cootaercrayer UTaHVIe XWAbIX 30aHNI.

TpeboBaHMsAM

BOrO NoTOKa ((prnkep)

A MPEAYNPEXAEHUNE
Cucrema i600 npefHasHadeHa A5 1CNob30BaHUS TONbKO MeAULIMHCKUMM
paboTHUKaMU. 3T0 0BOPYAOBaHIE/CHCTEMA MOXKET BbI3BATb PAAMONOMEXV
VAV HaPYLWWTb PaboTy PaCcoNOXEHHOro NobAM30CTY 060PYA0BaHNS. 103
TOMY [/151 YCTpaHeHisi Npobnembl MOXeT NoTpeboBaThCS NepeopreHTaLms,
nepemelleHvie i600 1AM 3KPaHMPOBaHYe MeCTa PACTIONOKEHNS.

5.2 YCTOMYMUBOCTD K 3/1€EKTPOMArHUTHbIM NoMexam

=  PykosopctBo 1

Cucrema i600 npegHasHaveHa 415 MCNONb30BaHNSA B YKa3aHHO
11 HVDKE 3NeKTPOMArHUTHOM cpefe. 3akasuvk uu nonb3osaten
b cucTembl 1600 JoMmKeH yoeanTbCs, 4TO OHa UCMOoMb3yeTCs B Ta

Ko cpege.
P TBO U -yc i Tb K 3/IEKTPOMarHUTHbIM nomexam
WcnbiTanne YpoBeHb YpoBeHb 3neKTpoMarHuTHas
Ha )33 TecTup COOTBETCTBUSA cpepa -
WULLEHHOCTb IEC 60601 Tpe6oBaHuaM PYKOBOACTBO
[Monbl AOMKHbI BbITh
AepeBsiHHbIMM, 6eTO
HHBIMY /111 BBIOXE
SnektpocTaT £ 8 KB KOHTaKT = 8 KB KOHTaKT ~ Hbl KEDaMM4ECKOM N
nyeckuiipas  +2kB, £ 4KkB, T 2kB, +4kB, QELK?)IV‘T“’FE’;T{:Q%?Q
pa(3CP)IEC £ 8KB, £15KB  +8KB,£15KB  Lum warepuanom p
61000-4-2 BO3/lyX BO37YX eKOMeHfyeMas OTHO

CUTENbHAN BNAXKHOC
Tb BO3/lyxa A0/MKHa 6
bITb He MeHee 30%.
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BeicTpble nep
exofjHble ane
KTpU4ecKue B

+2 kB anst kM
11 3neKTponuTaHm
A

+2 kB anst iHK
/1 3NeKTpOnUTaHM
a

Kayectso anekTpoce
TN [O/MKHO COOTBETC
TBOBATb CTaHAapTaM,

MarHuTHble Nons np
OMBbILLNEHHOI YacTo

MarHuTHble N
Thl JOMKHBI ObITb HA

03MyLIeHNs/ F1eB A E1KB g TMMVSHBIM AT TpOM
Bcnneckw [EC /i BBona/ebiBosa Ui BBOAA/BbIBONA bILLAEHHbIX UK 60Nb
61000-4-4 A A A A HIYHBIX YIPENAEHN.
+05kB, £1kBg +05kB, £1kBp Kauecao snekrpoce
B Goo an mdgcbepemwanw wc?cpepeHumaan TV JOMHHO COOTBETC
p bIli PEKIM bIVi PEXNM TBOBATH CTAHAANTAM,
psxeHus IEC
61000-4-5 +051B, £1kB, = +05KB, =1 kB, &= TVIMHHEIM ANA NPOM
2B CHbasbiip 2B CHpasHbiip  PIUNEHHBX A GOnb
oHM - HUYHBIX Y4PEKAEHMIA.
KayecTBo anektpoce
TV AO/MKHO COOTBETC
TBOBaTb CTaHAapTam,
veroifumsocte o, (100% nag 0% Ut (1009 nag /MHHbIM ATS rpow
K npoBanam, K bILUNEHHbIX AV 607
arxospemon SH1€ Ut) BTedeH  enve UT) B TeveH b VA DK ACHY
EbIM n pe biea e 0.5/1 wacna ve 0,5/1 unina 1. Ecnn n;’n;o;;wen
PEPEIBA 004 Ut (30% nag 70% Ut (30% nag - .
HUAM V1 U3MeH 0 crcTembl 600 Tpeb
e Hanps V€ Ut) BTedeH  enve UT) B TeveH 108 HeMeDLIBHAS
ers Ha BZO ve 25/30 unknos e 25/30 umMKnoB ya6ora BOPB peMa e
0% UT (100% nag, 0% UT (100%nag ° P
AHBIX MHUSX pe6oeB B 3NeKTPOCH
nextponyran Ve Ut) BTedeH  enve UT) B TeveH Aenm. DeKOMGH
P e 250/300 uykno  ve 250/300 umkno P A
st YeTCA NOAKNIOUNT C

IEC 61000-4-11

B

B

ncremy i600 k 6ecne

pebOIHOMY UCTOYHM
Ky MUTaHNS UK aKKy
MyNSTOPY.

015t NPOMbILL 0BHSX, XapaKTepH
neHHolt yacTo 30 A/m 30A/m Z‘Z nsi {lmmquorg
Tbi (50/60 ) aan(l)nomeHMﬂ KOM!\E\JG
IEC 61000-4-8
PYECKOro MM 6ONbH
NYHOTO YYPEXAEHNS.
MomexoycToit
4MBOCTb Npn
BOAEUCTBAN g A/m 8 A/M
MarHUTHbIX N 7
oneti o1 o6 MOCTORHHas MO TOCTORHHAs MO, YCTOMHYBOCTb K B03A

elCTBIIO MarHUTHbIX
noneii Gbina npotect

ynaums 30 Ky, ynauwms 30 kI,

0OTO UCTOHHIK
a, pabotatole

roB Heﬂgcgen 65 A/Mm 65 A/m 1pOBaHa 11 NMPUMEHeH

gg‘zﬁa"gﬁp’;b 1342 Iy, 1342 Ky a TO/NbKO K MOBEPXHO
PM 2,1 Kkl PM 2,1 k', CTAM KOPMyCOB WK a

0ro 3NeKTpuY Py

ecKoro obopy KCeccyapos, AOCTyMnH

AOBAHMAB AN 75 A/um 75A/M bIM MY NCMONB30BaH

anasoHe YacT

0T 0T 9 KL 70 13,56 My, 13,56 My, 1V NO Ha3HaYeHMHO.

13,56 My PM 50 Ty PM 50 Iy

IEC 61000-4-

39

MPUMEYAHME: UT - HanpshkeHue nepemerHoro Toka (AC) o npuMeeHns Te
CTOBOTO YPOBHS.
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= PykoBopacTBoO 2

PekomeHyeMoe pa3fieInTeNIbHOE PaccTosiHUE MeXAY NOPTaTUBHbIMU U
MO6UNIbHBIMU CPEACTBAMU CBSA3M M 1600

PaspenuTenbHoe paccTosiHMe B COOTBETCTBUM C

HoMuHanbHas M yacToToii nepegatumnka [M]

= PykoBopfcTBo 3

Cucrema i600 npegHasHadeHa 415 MCNONb30BaHNS B YKa3aHHO
11 HVKe 3MeKTPOMArHUTHON cpefe. 3akasuvK Uiv nonb3osaTen
b cucTembl 1600 4OMKeEH YOeanTbCs, YTO OHa MCMOMb3YETCs B Ta
Kol cpefe.

aKCcuManbHas B

bIXOHas MOLLH IEC 60601-1-2:2014

PyKOBOJCTBO 1 \eKNapaLiyisi NPOM3BORMTENS - YCTONYMBOCTb K JNIEKTPOMArHUTHbIM oMexam

OCTb Nepepatyiun

WcnbiTaHne YpoBeHb Te  YpoBeHb COO
Ha noMexo3a CTMPOBaHWUSl TBETCTBUSA
wyweHHocT  IEC 60601  Tpe6oBaHuAM

3neKTpoMarHUTHas cpepa -
PYKOBOACTBO

ka [W] 150 kl'y go 80 Mry 150 'y ao 80 My
d=12/P d=12/P
0,01 0,12 0,20
0,1 0,38 0,63
1 12 2,0
10 38 6.3
100 12 20

ﬂ,ﬂﬂ nepefaT4ymMKoB, PaCCHMTaHHbBIX Ha MaKCMManbHYO BbIXOAHYIO MOLWHOCTb, H
€ yKa3aHHyIo BbiLLE, PEKOMEHAYEMOE pasfenuTenbHoe pacctositue (d) B MeTpa
X (M) MOXHO ONPeRenUTL NPy MOMOLLM YPABHEHYS], MPYMEHSIEMOTO K YacToTe N
epenartynKa, rae P - MmakcumanbHas BbIXOAHas MOLWHOCTb nepeAarynKka B BaTTa
X (BT) comacHo faHHbIM NPOM3BOAUTENs NepeaaTyrka.

MPUMEYAHWE 1: Mpw 80 My v 800 ML, nprMeHsieTcs pa3gen1TensHoe paccto
HVe Anst bonee BbICOKOTO YaCTOTHOTO fManasoHa.

MPUMEHAHWE 2: 3T11 pexoMeHAaLuy MOryT NPUMEHSATLCA He BO BCEX CUTyaLms
X. Ha pacnpocTpaHeHue 31eKTpoMarHUTHbIX BOMH BAVAIOT NOMOLEHMe 1 0Tpa
EHWe OT KOHCTPYKLMIA, NPEAMETOB 1 NKoaei.

MopTaTiBHOE 1 MOGUNbHOE Pa,
MO4aCTOTHOE KOMMYHMKALMOHH
0e 0bopyaoBaH/e, BITio4as Kab
€N, He CleayeT 1Cnonb3osath 6
NIDKE K KaKOW-Nn6o YacTvt ynstp
aBByKOBOm CNCTEMbI, YeM PeKoM
€H[10BaHHOE PasfeniTeNbHoe p

3Vrm ot 150
KoHgyktne WL 10 80 MF accTosHre. OHO paccunTbIBaeTC
Hble pagnoy A 4 51 C MOMOLLbIO YPaBHEHNS, Y4UTbI
actotHblen o e 3Vrms BAIOLLEro YacToTy NepeaaTymka.
omexy [EC NbCKuX ISM-
61000-4-6 A PexkomeHpoBaHHOe pa3gennt
1anasoHoB

enbHoe paccrosiHme (d):
d=124/P

|IEC 60601-1-2:2007

d=1,2/ P or 80 My go 800 My
d=23/Por80MMymo25Iy
|IEC 60601-1-2:2014
d=2,0/Por8 MMyao27My
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= PykoBopfcTBo 4

Cucrema i600 npegHasHadeHa 415 MCNONb30BaHNS B 31EKTPOM

6Vrms o1 - o
ffe P - makCumanoHas seiopia arHUTHOW Cpefie C KOHTPONMPYEMbIM YPOBHEM N3/TyHaeMblX pa
150 KMy go A MOLLHOCTb NnepefaT4inKa B Ba
80 Mry 6 Vims TTax (BT) cornacko AaHHbIM Npo [MOYACTOTHBIX NOMeX. [TopTaTriBHOE 060PYA0BAHIE PaaMOYaC
B niobutens 13BOANTENS NepeaaTyunka, ad - TOTHOW CBS31 OMKHO UCMONB30BATLCS HA PACCTOSIHMN He 611
Crix ”-”‘2;'433 PEKOMEHAYeMOe pasAeMTeNbH e 30 M (12 aroimoB) oT 1to6oit YacTy cuctembl 1600. B npoTy
onax O PACCTORHAE & MeTpa (). BHOM C/ly4ae 3TO MOXET NPUBECTU K CHIKEHWIO NMPOV3BOANTEN
HanpsieHHOCTb nons oT hrke
MPOBAHHbIX PAAVIOYACTOTHBIX Ml bHOCTM [laHHOTO 060pyA0BaHNS.
epeaaTunKoB, onpeaeneHHas 3
NeKTPOMArHUTHbIM VcCneaoBaH P TBO M p p - ycToi Tb K 31EKTPOMarHUTHbIM NIOMexXam
e oLaaAKN, AOMKHA O
VIEM TTOWLARFY, AOMHHA bblTe H WcnbitaHue [Manazon YposeHb  YpoBeHb
VDKE YPOBHA COOTBETCTBNA B Ka HaroMexo3alyy o) Pagyoceszb” MopynsALMA TeCTPOBaHWS COOTBETCTBMS
K[OM YaCTOTHOM i1anasoHe. VijeHHocTp  1ACT IEC60601  TpeboaHusmM
M3nyyaemble TMomexu MOryT BO3HMKaTb BOM 280 p
- MMy/bCHas
pagyodactor 3 B/mM ot 80 M 311 060PYA0BAHUS, OTMEYEHHOT
Hble nomexn  Tupo 2,7 My 3B/ O CNYAOLMM CUMBOJIOM: i/lgl'o TETRA 400 Tg’ﬁ_y”“m 278/ 218/m
IEC 61000-4-3 (( j 4 u
(@)
- +
A 430 Gursaey; M ESHMU
Nonss6anz 470 FRS 460 OTknoHerve 28 B/m 28 B/m
nobopynos ML 1 kI cnyc
aHus Gecnp
o i 704 - n
MPYMEYAHME L: Mpy 80 MTL 1 800 ML, npumenseTcs Gonee BbICOKMi YacToTH osoproiipa  T04-pp oy, VMmynaCHas
o avovactotH 187 MoZynsiLms 9B/m 9B/m
bl ANANa30H. i 13,17
. onceamnlEC My 217 Ty
MPUMEYAHWE 2 3T pexoMeHAaLum MOryT NPUMEHSTLCS He BO BCEX CUTyaLwms 610004-3
X. Ha pacnpocTpaHeHue 31eKTpoMarHUTHbIX BOH BAVSIOT NOMOLLEHMe 1 OTpa GSM 800:900;
MKEHME OT KOHCTPYKLMIA, NPeAMETOB 1 NIIOAeMN. 800-  TETRA 800, ’ Yuin
. 8 yNbCHas
MPVIMEYAHWE 3. nanasors! ISM (MpoMbineHHble, Hay4Hble 1 MeanuMHCKu1e) 960 IDEN 820: MORYAALIS 28 B/m 28 B/

mexgy 150 kI v 80 MIy, cocTaBasioT oT 6,765 A0 6,795 MIwy; ot 13,553 My fo

13,567 My, o1 26,957 MI'y fio 27,283 My, v ot 40,66 MIy go 40,70 Ml My CDMA 850 181y

LTE nonoca 5
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GSM 1800;

CDMA 1900;
1700 - GSM 1900; ViMnynbcHas
1990  DECT; MOZYNSILnS 28 B/m 28 B/m
Mry, LTE nonocsl 217 Ty

1,3,4,25

UMTS

Bluetooth;
2400 - WLAN MmnynbcHas
2570 802,11b/g/n;  mMomynsuust 28 B/m 28 B/m
MMy RFID 2450; 2171y

LTE nonoca 7
5100 - MmnynbcHas
5800 g\éLQA{\Jla/n MoayAALMA 9B/m 9B/m
Mry ” 217 Ty,

MPUMEYAHWE: 3T1 pekomeHAaLmMmn MOTYT MPUMEHSATLCS He BO BCEX CUTYaLIMSX.

Ha pacnpocTpaHeHiie 31eKTPOMarHUTHbIX BOMH BAUSIOT NOTOLLEHME 1 OTPaX
€HWe OT KOHCTPYKLIA, NPEAMETOB 1 NtoAeN.

A\ NPEAYNPEXAEHVE

Cnepyet n3beratb MCNoNb30BaHKs i600 PSAOM C ApYrvMu yCTp
OIICTBaMM UM Ha APYTUX YCTPOWNCTBAX, Tak Kak 3TO MOXET Npi
BECTY K €ro HenpaBuibHol paboTe. ECv Takoe MCnonb30BaHm
€ HeobxoAMMO, pekoMeH/yeTcs HabnoAaTh 3a 3TUM 1 ApYrum
060pynoBaHMeM, 4TOObI Y6eanTLCs, YTO OHM PaboTatoT AOMKH
bIM 0BpasoM.

Vcnonb3oBaHue akceccyapos, NpeobpasoBaTeneii u kabene

11, OTAIMYHbIX OT YKa3aHHbIX NN NPELOCTaBNEHHbIX KOMMaHViel
Medit ansi 1600, MOXET NPYBECTM K BbICOKOMY 31EKTPOMArHUTH
OMY U3y4EHMIO UM CHIDKEHWIO 371IeKTPOMArHUTHOI NOMexo3a
LWWLLEHHOCTY 3TOro 060PYAOBAHWS 11 MPYBECTU K ero Henpasw
NIbHOW 3KCNAyaTaumm.

! 1Nt HEKOTOPbIX CEPBUCOB BKKO4EHbI TONbKO HacTOTbl BOCXOAALLEN MHIN CBS3N.
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6 TexHuyeckue napameTpbl

Ha3BaHue mopenu MD-1S0100
Toprogoe HavMeHoBaHvie | 1600
YnakoBo4Has eanH1La | 1 KoMnnekT
HomunHanbHble 98— 3A
XapaKTepUCTUK

Knaccurkaums 3awm
Thl OT NOpaXeH/s ane
KTPHUYECKIM TOKOM

Knacc |, pabouvie yactu Tuna BF

* [laHHOE 13aenve IBAKETCH MEANUMHCKIM YCTPOCTBOM.

PykosiTka
Pa3smepbl 248,2 x 44 x 474 mm (LU x 1x B)
Bec 241t

KoHueHTpaTop nuTaHus

Pa3mepel

68,2x31x149mm (W x AxB)

Bec

19r

ApanTep NOCTOSAHHOrO ToKa

Ha3saHue mopenu

ATMO036T-P120

BxogHoe Hanpsxexve

YHnBepcanbHbIii Bxog 100 - 240 Vac, 50 - 60 Iy 6e3
11060r0 MON3YHKOBOTO NepeKsioyaTens

Bbixog

12B=,3A

Pasmep Kopnyca

100 x 50 x 33 mm (LU x 1 x B)

EMI CE/FCC knacc B, npoBoanMOCTb 1 13Ny4eHie
OVP (3aWwuTa oT NpeBbleHst HanpsKeHs)
3awmTa SCP (3awwTa 0T KOPOTKOTO 3aMblKaHisl)

OCP (3awTa oT neperpysu no Toky)

3alumTa OT NOpaxeHNs
3N1EKTPUYECKM TOKOM

Knacc |

Pexum paboTbl

HenpepbIBHbIi

WHCTpYMeHT ans Kan

M6pOBKHU

Pa3mepebl

123,8x 54 mm (B x @)

Bec

220t

YcnoBus akcnayaTauum, XpaHeHUs U TPaHCNOPTUPOBKMN
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Temnepatypa -5-45°C (23-113°F)
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Temnepatypa -5-45°C (23-113°F)

OTHOCKTENbHAS BNXHOCTb

Yenosusa BnaxHocTb

TPAHCMOPTUPOBKN 20 - 80% (63 KoHpeHcaumm)
ATMOCREPHOE 654 170 17l
AaBneHne

Mpepenbl BBIGPOCOB B OKPYXKaIOLLYIO cpeay

Okpyxatolas cpefia | bonbHU4YHas cpeaa

Meditrial Srl
Via Po 9 00198, Rome ltaly

KoHpykTvBHOE
1 n3nyyaemoe CISPR11
PY-M3NYHEHVE

CH |REP

Meditrial Europe Ltd
Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

T

2
3
a
2
S

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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Vé hudng dan sii dung

1 Gidi thiéu va Téng quan

Quy udc trong Hudng dan nay

Hudng dan nay dung cac ky hiéu khac nhau dé lam ndi bat nhiing
thong tin quan trong nhdm dam bao cach st dung chinh xac, tranh
gdy thudng tich cho ngudi dung va nhiing ngudi khac, cling nhu ngan

nguia thiét hai vé tai san. Y nghia ctia cac ky hiéu dudc mo ta dudi day.

A\ CAnH BiO
Ky hiéu CANH BAQ cho biét nhiing thdng tin, néu khong dudc cha v,
c6 thé dan dén rti ro trung binh vé thudng tich cd nhan.

/\ CAN TRONG

Biéu tugng CAN TRONG cho biét nhitng thong tin an toan, néu khong
chiy, cé thé dan dén rui ro nhe vé thudng tich ca nhan, hu hong tai
san hoac hu hong hé thong.

Q" L8I KHUYEN
Biéu tugng LOI KHUYEN dua ra cac ggi ¥, meo va thong tin bd sung
dé c6 thé tdi uu cac hoat dong clia hé théng.

1.1 Muc Dich Sif Dung

Hé théng 1600 la mot may quét 3D trong miéng nham ghi lai cac ddc
diém dia hinh clia rdng va cdc m6 xung quanh bang ki thuat so. Hé
thong 1600 tao ra ban quét 3D dé si dung trong thiét ké va san xuat
phuc hinh nha khoa véi su hé trg ctia may tinh.

1.2 ChiDan Sii Dung

Hé théng 1600 dung dé quét cac ddc diém trong miéng clia bénh
nhan. Cac yéu to (mai trudng trong miéng, chuyén mon cta ngudi
van hanh va quy trinh [am viéc cta phong thi nghiém) cé thé anh
hudng dén két qua quét cudi cung khi st dung hé théng i600.

1.3 Chéng Chi Pinh

Hé théng 1600 khdng dudc ding dé tao ra cac hinh anh vé cau tric
bén trong clia rang hodc cau tric xuong ho trg.
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1.4 Chuyén Mén Cuia Ngudi Diéu Hanh

/\ CAN TRONG

Hé théng 1600 dugc thiét ké dé st dung cho cac ca nhan cd kién
thic chuyén mén vé nha khoa va cong nghé phong thi nghiém
nha khoa.

Ngudi st dung hé thdng 1600 hoan toan chju trach nhiém vé
viéc tham dinh xem thiét bi nay c6 phu hgp véi trudng hap va
hoan canh clia mét bénh nhén cu thé hay khdng.

Ngudi dung hoan toan chiju trach nhiém vé tinh chinh xac, hoan
thién va day du cua tat ca dif liéu dugc nhap vao hé théng i600
va phan mém dugc cung cap. Ngudi dung nén kiém tra do
chinh xac ctia két qua va danh gid tiing trudng hgp cu thé.

Hé théng i600 phai dudc dung theo cac Hudng dan st dung di
kem.

Viéc st dung hodc xU 1y hé thong i600 khong ding cach sé
khong dudc ap dung bao hanh. Néu ban can thém thong tin

vé cach st dung hdp ly hé théng i600, vui long lién hé véi nha
phan phoi tai dia phudng dé biét thém chi tiét.

Nguai diing khong dugc phép stia di hé théng i600.

1.5 Ky hiéu

S8 thi tu Ky hiéu Mb ta
1 S6 seri
2 Thigt biy té
3 &I Ngay san xudt
4 oo | Noi san xuat
5 A Can trong
6 A Canh bdo
7 @ Doc hudng dan st dung
8 ( G Dau chinh thiic ctia Chiing chi Chau Au
9 REP 32;2?!;523 Uy quyén trong cong
10 Ché d6 bao vé BF cho cac bd phan Uing dung
1 hid Chat thai t thit bi dién va dién t E
12 & only St dung theo toa (U.S.A) -
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13 ). Ky hiéu vé an toan stf dung 27 [I] S6 model
14 ~ Dong dién xoay chidu 28 S6 lugng
15 === Dong dién mot chiéu 29 Ma dinh danh thiét b duy nhat

16 V /l/m

Gidi han nhiét do

% 80%
17 ,
20% =~

Gidi han d6 am

Gidi han ap suat khi quyén

1.6 Tong Quan Vé Thanh Phén Cua i600

19

18 " 2] -

Dé V3

i600 Hudng dan mé san pham

20 T

DE & nai kho rao

2 it

Vitri huéng [én trén

22

Nghiém cam xép chong 7 16p

23

Tham khao hudng dan st dung

24

Dau chinh thic ciia Vudng quéc Anh

Dai dién dudc ty quyén tai Thuy St

z
[l
2

26

Dai dién dugc Gy quyén tai Vuong quéc Anh

Hay quét ma QR nay.
S8 thi tu Phu kién S8 lugng Giao dién
1 May quét cam tay i600 1 mau — D
2 Hub nguon 1mau
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N&p than may quét i600 1méu 10 Gid d& treo tudng 1mau | l

[N
Dau quét tai st dung 4 chiéc \ 11 Cép Power Delivery 1mau [ )

_— ‘
(DaB:QT; 4chigc \ 12 Déy cap n6i USB 3.0 1méu

M8 hinh thyc hanh 1méu 14 D&y ngudn 1mau

Céng cu hiéu chuan 1mau L 13 BO chuyén doiy té 1mau !

4 G UsB flash
Day deo c6 tay 1méau 15 (Bao gom chudng trinh cai 1mau MEDIT
) d&t Medit Scan for Clinics)

=
3
z
]
=
=

Gid d8 méy tinh dé ban 1mau / 16 Huéng dan st dung 1mau -
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= Ban cd thé mua riéng cac thanh phan trong danh sach. 1.7 Thiét Lap Hé Théng i600

= Tinhtrang hang bén c6 thé khac nhau tuy thugc vao trang thai
dang ky thiét bi y t& & méi qudc gia hodc khu vyc. Vui long lién 171 Cai dat cd ban cda i600
hé véi Medit hodc nha phén phéi tai dia phudng dé kiém tra ]
tinh trang hang cu thé. Hay quét m3 QR nay.

/\ CAN TRONG

= DEmo hinh thyc hanh & noi thodng mét, tranh anh nang truc
tiép. M6 hinh thuc hang bi d6i mau cé thé anh hudng dén két
qua ctia ché dé thuc hanh.

= Day deo dudc thiét ké danh riéng cho trong lugng ctia i600 va ‘
khong dudc st dung chung vdi cac san pham khéc.

= Medit Scan for Clinics dugc bao gom trong & USB. San pham
nay dudc téi uu hda cho PC va khong khuyén khich st dung cac
thiét bi khac. Khdng st dung bat ky th(f gi khac ngoai cong USB.
NG c6 thé gay ra su ¢6 hodc chay.

(D Két ndi cap cong USB 3.0 @ Két ndi bd chuyén ddi véi
(chuyén tir C sang A) véi cuc ngudn dién.
cuc dién.

/S
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“Q" Khéi dong i600

@ Hay nhan vao nat bat @ Khingudn dién dugc cung cap,
ngudn & chd i600. den LED & phan trén cla tay cam
i600 sé chuyén sang mau xanh.

_»

@ Cam cép ngudnvdicdngbd @ Cam dau con lai vao 6 dién.
chuyén doi.

-Q" Titis00

Nhan va gilt ndt nguon & dudi cling clia tay cam i600 trong 3 gidy.

e

® Két ndi cap USB-C vdi PC. ® Ban co thé két ndi i600 truc
tiép vao may tinh ma khong
can cong chuyén dai.
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2 Tong Quan Vé Medit Scan for Clinics

Gi4 d3 mdy tinh dé ban 2.1 Gidi thiéu chung

Medit Scan for Clinics cung cap giao dién lam viéc than thién vdi
ngudi dung dé ghi lai thdng s6 k§ thudt cta cac déc diém dia hinh
clia rang va cac md xung quanh bang hé thang i600.

22 Caidit

221 Céc yéu cau hé théng

Yéu cau hé théng téi thiéu

Windows 0S
May tinh Man hinh
Gia dd treo tudng Bo X1y Intel Core i7 - 10750H Intel Core i7 - 10700K
\ trung tam AMD Ryzen 7 4800H AMD Ryzen 7 3800X
|
| B6 nhd tam 16GB
Cauhinh NVIDIA GeForce RTX 1660/2060/3060 (Trén 6GB)
Khéng hé trg AMD Radeon.
Téngquan Windows 10 Pro or Home 64-bit
hé diéu hanh Windows 11 Pro or Home
mac0S
Jy
} > BO XU ly Apple M1/M2
N
B6 nhd tam 16GB
Téngquan
hé diau hanh macOS Monterey 12
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Yéu cau hé théng dugc dé xuat

Windows 0S

May tinh Man hinh

Intel Core i7 - 12700K
Intel Core i7 - 11700K

Intel Core i7 - 12700H
Intel Core i7 - 11800H

BO XU ly
trung tam
AMD Ryzen 7 6800H
AMD Ryzen 7 5800H AMD Ryzen 7 5800K
BO nhd tam 32GB
NVIDIA GeForce RTX 2070/2080/3070/3080/3090 (Trén 8GB)
Cau hinh NVIDIA RTX A3000/4000/5000 (Trén 6GB)
Khéng hd trg AMD Radeon.
Tong quan Windows 10 Pro or Home 64-bit
hé diéu hanh Windows 11 Pro or Home
mac0S
BO xU ly Apple M1 Pro
BO nhd tam 32GB
Tong quan
hé dieu hanh macOS Monterey 12

“()- D& biét cac yéu cau chinh xéc va méi nhét clia hé thong, wui
long truy cap www.meditlink.com.
Q St dung may tinh ca nhan va man hinh dugc ching nhan

- IEC 60950, IEC 55032, IEC 55024.

()~ Thiét bi c6 thé khang hoat dong dudc khi stf dung cap khong

phai cap ndi USB 3.0 do Medit cung cap. Medit khong chiu trach
nhiém vé bat ky su c6 nao gay ra bdi cac loai cap khac véi cap
néi USB 3.0 do Medit cung cap. Bam béo chi st dung cap USB
3.0 dugc cap trong goi hang.

Hudng dan cai dit phan mém

Két n6i 6 USB flash kem theo véi PC.

Chay tép cai dat.

Chon ngdn ngill thiét [ap va nhap vao “Next”.
Chon dutng dan cai dat.

Doc k§ “License Agreement”, chon “| agree to the License terms
and conditions” va sau dé nhap vao “Install”.

Qud trinh cai dat c6 thé mat vai phit. Vui long khong tat méy
tinh cho dén khi qua trinh cai dat hoan tat.

Sau khi cai dat xong, khdi dong lai PC dé dam bao chudng trinh
dugc hoat dong t6i uu.

Qua trinh cai dat sé khdng dude xU ly khi hé théng i600 dudc
két nGi véi PC. Vui long tat may quét trudc khi bat dau cai dat.
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3 Bao tri

223 Hudng Dan St Dung Medit Scan for Clinics

Vui long tham khao Hudng Dan St dung Medit Scan for Clinics theo
cac budc sau: Medit Scan for Clinics > Menu > Huéng dan st dung.

Cach stf dung khéa Medit Academy

Hay quét ma QR nay.

/\ CAN TRONG

Viéc bao tri thiét bi chi nén dudc thuc hién bdi nhan vién Medit
hoac cong ty hodc ca nhan dugc Medit chiing nhan.

Nhin chung, ngudi dung khéng bat budc phai thuc hién cong
viéc bao tri trén hé thong i600 bén canh viéc hiéu chuan, lam
sach va kht triing. Khong yéu cau viéc kiém tra phong ngtfa va
bao tri thudng xuyén khac.

3.1 Hiéu chuan

Can phai hiéu chuan dinh ky dé tao ra cdc mé hinh 3D chinh xac. Ban
nén thuc hién hiéu chuan khi:

Chét lugng ctia m6 hinh 3D khong déng tin cy hodc khong
chinh xac khi so sanh véi cac két qua trude do.

Diéu kién moi trudng nhu nhiét do da thay doi.

Thai han hiéu chuan da hét.

Ban c6 thé dat khoang thai gian hiéu chuan trong Menu > Cai
ddt>Thai gian hiéu chuan (Ngay).

Bang hiéu chuan [a mot bo phan dé va.

Khdng cham tryc tiép vao bang diéu khién. Kiém tra bang hiéu
chudn néu qué trinh hiéu chuan khéng dugc thuc hién chinh
xac. Néu bang hiéu chuan bi nhiém ban, vui long lién hé véi nha
cung cap dich vy clia ban.
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1.1

- Chlng t&i khuyén ban nén thuc hién hiéu chuan dinh ky.

Ban c6 thé cai dat khoang thai gian hiéu chuan qua Menu > Cai
dat > Thdi gian hiéu chuan (Ngay). Khoang thai gian hiéu chuan
dudc mac dinh la 14 ngay.

Cach hiéu chuan i600

Bat i600 va khai dong Medit Scan for Clinics.

Chay Trinh huéng dan hiéu chuan tir Menu > Cai ddt > Hiéu chuan.
Chuan bj dung cu hiéu chudn va tay cam i600.

Xoay médt s& cta cong cu hiéu chuan dén vi tri ¢ 1

Dat tay cam 1600 vao cong cu hiéu chuan.

Nh&p vao “Next” dé bat dau qua trinh hiéu chuan.

Khi cong cu hiéu chudn dudc [3p chinh xéc vao vi tri 1,

hé thong sé tu dong thu nhan di liéu.

Khi qué trinh thu thap dif liéu hoan tat tai vi tri © 1,

hdy xoay mat s6 sang vi trf tiép theo.

Lap lai cac budc cho cac vitrir €2 -8 va vi tri (LAST .

Khi hoan tat viéc thu thap df liéu tai vi tri (LAST', hé thong sé tu
ddng tinh toan va hién thi két qua hiéu chuan.

3.2 Quy Trinh Ldm Sach, Khif Khuan, Khif Triing

321

Dau quét tai st dung

Dau quét tai st dung la bd phan dudc ddt trong miéng bénh nhan
trong qua trinh quét va cé thé tai st dung trong mot s6 [an gidi han.
Dau quét can phai dugc lam sach va tiét tring gitfa cac lan st dung
clia bénh nhan dé tranh 1dy nhiém chéo.

Lam sach va Sat khuan

Chuén bi dung dich tay rta.

» Pha lodng chét tdy rlia trung tinh thong thudng theo ty (&
1:100 trudc khi st dung.

V& sinh cac dau quét tai str dung bang dung dich tay rifa va ban chai.

» Dam bao rdng guang clia dau quét hoan toan sach sé va
khong cé vét ban. Néu gudng c6 vét ban hodc bi ma, hdy
lap lai quy trinh vé sinh.

/\ CAN TRONG

» Dau quét tai st dung c6 cau trlic phic tap va viéc vé sinh
ty dong cé thé khdng dat dudc trang thai hoan toan sach
s&; do do, khong vé sinh dau quét téi sif dung bang thiét
bi rlfa ty dong.

RUia sach dau quét tai st dung ba [an bang nudc tinh khiét.

Loai bo d6 am bang khan gidy va dé chiing khé hoan toan & nhiét

d6 phong trong it nhat 80 phut.

Intraoral Scanner i600
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Khr tring dau quét tai st dung bang chat khi tring c6 chlia

Isopropyl Alcohol (IPA) ndng dé 15% trg xuong trong 1 pht.

Sau dé, dam bao dé ching kho hoan toan & nhiét do phong

trong it nhat 5 pht.

»  Trudc khi dung san pham kht trung khéc, hdy tham khao
hudng dan st dung san pham dé st dung diing cach.

» Ban ¢ thé tim thay danh sach cac chét khi trung dugc
khuyén dung trong Trung tam trg gitip Medit tai http://
support.medit.com/hc.

Tiét tring

Dau mut phai dugc lam sach thi cdng bang dung dich khif tring.

Sau khi [am sach va khir triing, hdy kiém tra gudng bén trong dau

mUt dé dam bao khong cd bat ky vét ban hodc vét 6 nao.

Lap lai qua trinh [am sach va khif tring néu can thiét. Can than

lau kho guong bang khan gidy.

Cho dau mat vao mot tdi khif tring bang gidy va niém phong,

dam bao rdng né dudc day kin. St dung tdi tu dinh hodc tdi nhiét.

Khti tring dau quén trong ndi hap véi cac diéu kién sau:

»  Tiét tring trong noi hap loai trong luc ¢ 135°C (275°F)
trong 10 phut r6i lam kho trong 30 pht.

»  Tiét trung trong ndi hap loai chdn khong & 134°C (273,2°F)
trong 4 phdt roi [am kho trong 20 pht.

SU dung chuang trinh hap tiét trung dé lam khd dau quan truéc
khi md& noi hap.

Co thé tai tiét trung dau méay quét téi 150 lan. Sau khi dat dén
giGi han nay, phai thai bo theo hudng dan trong phan thai bo.
Thai gian va nhiét do hap c6 thé thay déi tuy thudc vao loai

noi hap va nha san xuat. Vi ly do nay, nd cé thé khong dép dng
dugc s6 [an t6i da. ui long tham khao hudng dan st dung clia
nha san xuat ndi hap ma ban dang st dung dé xac dinh xem
cac diéu kién bat bude cé dudc dap dng hay khong.

/\ CAN TRONG

Gudng clia dau méy quét la bo phan quang hoc dé v nén can
dugc xtt ly can than dé dam bao chat lugng quét t6i uu. Hay
can than khong lam tray xudc hodc lam nhoe gudng vi bat ky
thiét hai hodc khuyét diém nao c6 thé anh hudng dén dif liéu
thu dugc.

Dam bao lubn quan dau mat trude khi hap. Néu ban hap cach
thay mot dau mat da tiép xdc sé gay ra vét 6 trén gudng va
khong thé tay sach dugc. Kiém tra hudng dan st dung noi hap
dé biét thém thong tin.

Sau khi dau mat da dudc [am sach, khii triing va tiét tring thi van
phai vo trung cho dén khi chiing dudc st dung cho bénh nhan.
Medit khdng chiu trdch nhiém vé bat ky hu hong nao, bao gom
ca bién dang dau quét, xay ra do khéng tuan tht hudng dan
cho quy trinh lam sach, khi triing hodc tiét tring da néu & trén.
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322 Guidng

Su hién dién clia cac tap chat hodc vét 6 trén guang soi c6 thé dan dén
chat lugng quét kém va trai nghiém quét tong thé kém. Trong nhiing
truong hgp nhu vay, hay lam sach gudng theo cac budc dudi day:

@ Ngat két néi dau méy quét khoi tay cam i600.

@ D& con lén mét miéng vai sach hodc tém bong va lau guang.
Dam bao st dung rugu khdng cé tap chat néu khdng cé thé lam
6 guong. Ban c6 thé st dung etanol hodc propanol (con etylic-/
propyl).

Lau kho gudng bang mdt miéng vai khd, khong xa.

Dam béo gudng khdng cd bui va xd. Lap lai quy trinh lam sach
néu can.

®©

323 Tay Cam

Sau khi xtf ly, lam sach va khif tring tat ca cac bé méat khac cla tay
cam i600 ngoai trlf mat trudc ciia mdy quét (ctia s6 quang hoc) va
phan cudi (16 thoat khi). Lam sach va khif tring phai dudc thuc hién
khi thiét bi da tat. Chi st dung thiét bi sau khi thiét bi kho hoan toan.
Khuyén khich st dung dich tay rtia va khif triing (& con bién tinh (con
etylic hodc etanol) - thudng 60 - 70% Alc/Vol.

Quy trinh lam sach va khif trung chung nhu sau:

(@  Tat thiét bi bang nit nguon.

@  Hay rdt cac 6 cap khoi trung tdm nguon.

3  Lamsach bd loc & dau trude cta tay cam i600.

» Néu rugu dudgc dé truc tiép vao bd loc, nd cd thé ngdm
vao bén trong tay cam i600 va gay ra su co.

» Khéng lam sach bd loc bang cach d tryc tigp con hodc
dung dich tay rifa vao bd loc. Bo loc phai dudc lau nhe
bang béng hodc vai mém tham con. Khdng lau bang tay
hodc dung luc qua manh.

» Medit khong chiu trach nhiém vé bat ky hu hong hodc
truc trdc nao xay ra trong qué trinh vé sinh khong tuan
theo cac hudng dan trén.
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3.24

D4t ndp [én mat trude clia tay cam 1600 sau khi lam sach bd loc.

DO chét khif tring [én mét miéng vai mém, khong x va khong

mai mon.

Lau bé mat may quét bang vai.

Lau khd bé mat bang vai sach, khd, khong xd va khdng mai mon.
CAN TRONG

Khong vé sinh tay cam i600 khi thiét bi dang bat vi chat long cd

thé xdm nhap vao may quét va gay ra su co.

Chi st dung sau khi thiét bi kho hoan toan.

Cac vét nlt do hda chat c6 thé xuat hién néu st dung dung dich
tay rdfa va kht trung khéng phu hgp trong qua trinh vé sinh.

Cac Thanh Phan Khac

D& dung dich tay rifa va kht tring [én mot miéng vai mém,
khong xad va khong mai mon.

Lau bé mat linh kién bdng vai.

Lau khd bé mat bang vai sach, khd, khong xd va khdng mai mon.

/\ CAN TRONG

Cac vét nlt do hda chat c6 thé xuat hién néu st dung dung dich
tay rdfa va kht tring khéng phu hgp trong qua trinh vé sinh.

3.3 ChatThai

/\ CAN TRONG

Dau mat may quét phai dugc khi trung trudc khi thai bo. Khir
trung dau nhon nhu dudc m6 ta trong phan “3.2.1 Dau quét tai
st dung va Bau nho - Kht Trung”

Vit bd dau may quét nhu ban [am véi bat ky chat thai [am sang
nao khac.

Cac thanh phan khac dugc thiét ké dé tudn tha cac chi dan sau:
RoHS, Han ché St dung MGt s6 Chat Nguy hiém trong Thiét b
Dién va Dién ti. (2011/65/EU)

WEEE, Chi thi v& Thiét bj Dién va Dién tli RAc thai. (2012/19/EV)

3.4 Cap Nhat Medit Scan for Clinics

Medit Scan for Clinics ty ddng kiém tra cac ban cdp nhét khi phan
mém dang hoat ddng. Néu phién ban mdi ciia phan mém dudc phat
hanh, hé théng sé tu dong tai xudng.
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4 Hudng Dan An Toan

Vui long tuén th tat ca cac quy trinh an toan dugc mé ta chi tiét
trong Hudng dan st dung nay dé phong tranh thudng tich cho ngugi
va hu hong thiét bi. Tai liéu nay st dung cac tif CANH BAO va CAN
TRONG khi lam ndi bét cac théng bao lién quan dén viéc phong
tranh.

Doc k§ va hiéu 6 cac hudng dan, bao gbm tat ca cac thong bao
phong ngita dudc bit dau béing cac tif CANH BAO va CAN TRONG. Bé
tranh chan thudng cg thé hodc hu hong thiét bi, hdy dam bao tuan
tht nghiém ngat cac hudng dan an toan. Tat ca cac hudng dan va
bién phap phong ngta nhu dudc chi dinh trong Hudng dan An toan
phai dudc tuén tha dé dam bao chic nang clia hé théng hoat dong
thich hop va gitf an toan ca nhan.

Hé thong 600 chi nén dugc van hanh bai cac chuyén gia nha khoa

va k§ thudt vién dd dugc dao tao dé sti dung hé théng. Viéc st dung
hé théng 1600 cho bat ky muc dich nao khac ngoai muc dich st dung
nhu d& néu trong phan “1.1 Muc dich st dung” c6 thé dan dén thiét
hai hodc hu hong thiét bi. Vui long xU ly hé thong i600 theo cac hudng
dan trong hudng dan an toan.

Bat ky su ¢ nghiém trong nao lién quan dén thiét bj déu phai dugc
bdo cao cho nha san xudt va cd quan cé tham quyén & quoc gia
thanh vién nai nguai diing va bénh nhan sinh séng.

4.1 Khai Niém CJ Ban Vé Hé Théng

Hé thong i600 & mat thiét biy t€ quang hoc cé d6 chinh xac cao. Lam
quen tat ca cac hudng dan van hanh va an toan sau day trudc khi cai
dat, stf dung va van hanh i600.

/\ CAN TRONG

= Cap USB 3.0 dudc két ndi véi trung tdm ngudn dién giong nhu
dau ndi clia cap USB tiéu chudn. Tuy nhién, thiét bi c6 thé
khong hoat déng binh thudng néu cap USB 3.0 tiéu chudn dugc
st dung véi i600.

=BG hub khong day dudc thiét ké dac biét cho 1600 va khong
dugc st dung dudc bat ky thiét bi nao khac.

= Néu san pham dugc bao quan trong méi trudng lanh, hdy cho
san pham thai gian dé dieu chinh theo nhiét d6 clia moi trudng
trudc khi st dung. Néu st dung ngay, c6 thé xay ra hién tugng
ngung tu hdi nudc, c6 thé [am hong cac bo phan dién tif bén
trong thiét bi.

= Dam bdo rang tat ca cac thanh phan dudc cung cap khong bi
hu hong vat ly. Bat ky thiét hai vat chat nao doi vdi thiét bi cling
c6 nguy cd gay hai.

= Trudc khi st dung hé théng, can kiém tra dé dam bao khong co
van dé gi nhu hu hong vét ly hodc cac bo phan bi long. Néu cb
bat ky hu hong nao c6 thé nhin thay, khong st dung san pham
va lién hé vdi nha san xuat hodc dai dién dia phudng ctia ban.
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242

= Kiém tra tay cam i600 va cac phu kién ctia thiét bj xem c6 canh
sdc khong.

= Khikhdng st dung, hé thdng i600 nén dugc dat trén gia dé ban
hodc gia treo tudng.

= Khong [3p gié dé ban trén bé mat nghiéng.

= Khong dat bat ky vat thé nao trén hé thong i600.

= Khong dat hé thong i600 trén bat ky bé mat nao da dudc lam
néng hodc &m udt.

= Khdng chan cac 16 thong hai & phia sau clia hé théng i600.
Néu thiét bi qua néng, hé thdng i600 co thé hoat dong sai hodc
ngtling hoat dong.

= Khong lam do bat ky chat long nao [én hé thong i600.

= Taycam i600 va cac thanh phan di kem khac dudc lam bang
cac linh kién dién tu. Khong cho phép bat ky loai chat long hodc
vat thé la nao lot vao.

= Khong kéo hodc bé cong cap két ndi véi hé thong i600.

= S3pxép can than tat ca cac day cap dé ban hodc bénh nhan
clia ban khong bi vap hodc vudng vao day cép. Bat ky luc kéo
nao trén day cap déu cé thé gdy hong hé théng i600.

= Ludn dét phich cdm clia day ngudn hé thng i600 & vi tri dé tiép can.

= Ludn theo ddi san pham va bénh nhan ctia ban trong khi stf
dung san pham dé kiém tra cac bat thusng.

= Tién hanh hiéu chudn, [am sach, khii tring va tiét trung theo
dlng ndi dung clia hudng dan st dung.

= Néu ban lam rai dau mat i600 trén san, dung cd st dung lai no.
VUt bo dau mut ngay [8p tdc vi ¢b nguy cd gudng gan vdi dau
mut c6 thé d& bi bong ra.

Do tinh chat dé v, cac dau mit clia i600 can dugc xdf ly can
than. Dé tranh lam hong dau mdt va gudng bén trong clia nd,
héy can than tranh tiép xtc véi rdng hodc do phuc hinh cta
bénh nhan.

Néu hé thong i600 bi rai trén san hodc néu thiét bi bj va dap, no
phai dudc hiéu chuan trudc khi st dung. Néu thiét bi khdng thé
két ndi vai phan mém, hdy tham khao y kién ctia nha san xuét
hodc cac dai ly dudc Gy quyén.

Néu thiét bi khong hoat ddng binh thudng, chdng han nhu c6
van dé vé do chinh xac, hdy ngling st dung san pham va lién hé
Vi nha san xuét hodc dai ly dugc y quyén.

Chi cai dét va st dung cac chudng trinh da dugdc phé duyét dé
dam bao chiic néng thich hgp ctia hé théng i600.

Trong trudng hgp xay ra tai nan nghiém trong lién quan dén hé
théng 1600, hdy thong bao cho nha san xudt va bao cao cho ¢
quan quéc gia c6 tham quyén & ngi ngudi dung va bénh nhan
cutrd.

Néu mdy tinh ca nhan dudc cai dat phan mém khéng cd phan
mém bao méat hodc néu ¢ nguy cd bi ma doc xam nhép vao
mang, thi may tinh c6 thé bi xdm nhap bdi phan mém doc hai
(phan mém ddc hai nhu vi-rdt hodc sdu may tinh [am hong may
tinh ctia ban).

Phan mém cho san phdm nay phai dugc st dung tudn theo ludt
bao vé thong tin ca nhan vay té.
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4.2 Dao Tao Tiéu Chuan 4.3 Trong Trudng Hdp Thiét Bi Bj Loi

Hay bit dau vdi i600 Ché db thc hanh A\ CANH BiO

Néu hé thong i600 cta ban khéng hoat dong binh thudng hodc néu
ban nghi ngd rang c6 van deé vdi thiét bi:

= L&y thiét bj ra khoi miéng bénh nhan va ngting st dung ngay

lap tuc.
= Ngdt két noi thiét bi khoi mdy tinh va kiém tra 16i.
Hay quét md QR nay. Hay quét m3 QR nay. = Lién hé vdi nha san xuat hodc dai ly dugc ty quyeén.

= Ludt phdp nghiém cam cac stfa déi doi véi hé théng i600 vi

. ) chiing cé thé anh hudng dén su an toan ctia ngudi dung, bénh
A\ cAnH BiO nhin hosc bén the ba.
Trudc khi st dung hé thong i600 cho cac bénh nhan cta ban:
= Ban phai dudc dao tao dé st dung hé thong hodc doc va hiéu 44 V& sinh
day du Hudng dan st dung nay. ACANH BAO
= Bannén lam quen vdi viéc stf dung an toan hé thong i600, nhu A N . R R R
duige trinh by chitié trong Huéng din sif dung nay. Defo diéu klen lam viée sachﬁse vaan Fﬁ)an cho bénh nhan, LUON
= Trudc khi st dung hodc sau khi thay doi bat ky cai dat nao, LUON deo gang tay phau thuat sach khi:
ngudi dung nén kiém tra xem hinh anh tryc tiép c6 dudc hién * XUlyvathay thé dau mit.
thi dlng trong muc xem trudc clia méy anh chugng trinh hay *  SUdunghé théng i600 trén bénh nhan.
khong. = Chamvao hé théng i600.
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A\ cAnH BAO

Hé thong 600 va clfa s6 quang hoc ctia n6 phai ludn dudc gill sach

s&. Trudc khi st dung hé théng i600 cho bénh nhan, hdy dam bao:

= KhU tring hé thdng i600 nhu dugc mo ta trong phan “3.2 Quy
trinh Lam sach, Sat khuan, Tiét tring.”

= St dung mot dau da dudc khit trung.

4.5 An Toan Dién

A\ CAnH BiO

= Héthongi600 la thiét bj loai I.

= DEétranh bj dién giat, hé thdng i600 chi dugc két ndi véi ngudn
dién c6 két noi bao vé. Néu ban khdng thé cdm phich cdm do
1600 cung cap vao 6 cam chinh, hdy lién hé véi thg dién cd
chuyén mén dé thay thé phich cdm hodc 6 cdm. Khong phd v3
cac nguyén tac an toan nay.

= Khong st dung phich cam loai tiép dat dugc két ndi véi hé
thong 1600 cho bat ky muc dich nao khac ngoai muc dich st
dung.

= Héthdngi600 chi st dung nang lugng qua sdng vo tuyén bén
trong. Lugng buic xa sdng v tuyén thap va khong gy nhiéu bic
xa dién tU xung quanh.

= Bancd nguy g bj dién gidt néu co gang truy cap vao bén trong
hé théng i600. Chi nhan vién dich vu ¢é trinh d6 mdi dudc truy
cép vao hé théng.

Khong két n6i hé théng i600 véi dai dién thong thudng hodc
déy ndi dai, vi nhiing két néi nay khdng an toan nhu 6 cdm ndi
dat. Viéc khdng tudn thi cac nguyén tac an toan nay cé thé dan
dén cac nguy cd sau:
»  Tongdong dién ngdn mach clia tat ca thiét bj dugc
két ndi o thé vugt qua gidi han quy dinh trong EN/IEC
60601-1.
»  Trd khang cta két ndi dat c6 thé vugt qua gidi han quy
dinh trong EN/IEC 60601-1.
Khong dét chat long nhu d6 udng gan hé théng i600 va tranh
[am d6 bat ky chat long nao [én hé thong.
Khong bao gig lam do chét long dudi bat ky hinh thiic nao [én
hé thong i600.
Su ngung tu do thay d6i nhiét d hodc d6 am c thé gay ra
sy tich tu hai bén trong hé théng i600 va cé thé lam hong hé
théng. Trude khi két n6i hé théng i600 véi ngudn dién, hdy dam
bao gill hé thong i600 & nhiét do phong trong it nhat hai gic dé
tranh hién tugng ngung tu hai nudc. Néu cd thé nhin thay hai
nudc ngung tu trén bé mat san pham, hé thdng 600 nén dugc
dé & nhiét do phong trong han 8 gid.
Ban chi nén ngat két néi hé théng i600 khoi ngudn dién bang
day nguon.
Khi ngat két néi nguon dién, hay gilt 8y & cdm dé rit day ra.
Trudce khi ngdt két ndi, hdy dam bao da tat ngudn thiét bi bang
cong tac ngudn trén tay cam.
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Céc d3c tinh PHAT XA cta thiét bi ph hdp dé st dung trong
cac khu cong nghiép va bénh vién (CISPR 11 Class A). Néu dugc
st dung trong méi trudng dan cu (ma CISPR 11 Loai B thudng
dudc yéu cau), thiét bj nay c6 thé khdng cung cap day du sy
bao toan cho cac dich vu lién lac tan s6 vo tuyén.

Chi st dung pin dudc cung cap dé st dung vai i600. Cac loai pin
khac c6 thé lam hong hé théng i600.

Tranh kéo cap truyén thong, cap nguon, etc. dugc st dung véi
hé thong i600.

Chi st dung cac bd diéu chinh y té dudc cung cap dé st dung
Vi 600. Cac bd diu chinh khéc cd thé lam hong hé thong i600.
Khong cham vao céc dau ndi cua thiét bi va bénh nhan vao
cling mot lGc.

46 Oryggiaugna

A\ CANH BAO

Hé thdng 1600 chiéu anh sang chéi tr dau mdt trong qua trinh quét.
Anh séng chéi chiéu ra tlr dau dén ctia 600 khdng gay hai cho
mét. Tuy nhién, ban khong nén nhin thdng vao dén sang cling
nhu khdng hudng chum séng vao mat ngudi khac. Nhin chung,
cac ngudn sang cudng dd cao co thé khién mat trg nén dé ton
thudng va kha nang bi phai nhiém th cap cao. Cling nhu khi
tiép xUc véi ngudn anh sang cudng dd cao khac, ban cd thé bj
giam thi luc tam thdi, dau, khé chiu hodc suy giam thi luc, tat ca
déu lam tang nguy cd tai nan th(f phat.

Tuyén bo tUf chdi trach nhiém déi véi nhiing ri ro lién quan dén
bénh nhan bi dong kinh

Medit i600 khéng nén dugc stf dung cho bénh nhén da dudc
chan doan mac bénh dong kinh do nguy cd co gidt va chan
thuong. Vi ly do tuong tu, nhan vién nha khoa da dudc chan
doan mac bénh dong kinh khéng nén van hanh Medit i600.
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4.7 Nguy Cd Gay N

A\ ciNH BAO

= Hé thdng i600 khong dugc thiét ké dé st dung gan chét 1dng,
khi gy chay hodc trong méi trudng c6 nong do oxy cao.

= Conguy cd nd néu ban st dung hé thdng i600 gan céc loai
thudc gdy mé dé chay.

4.8 May Tao Nhip Va Rui Ro Nhiéu ICD

A\ CANH BAO

= Maykht rung tim cdy ghép (ICD) va mdy tao nhip tim c6 thé b
nhiéu do mét s6 thiét bi.

= Duy tri khoang cach vifa phai vdi ICD hodc méy tao nhip tim clia
bénh nhan khi st dung hé thong i600.

= DEDbiét thém thong tin vé cac thiét bi ngoai vi dugc st dung véi
1600, hdy xem hudng dan st dung clia nha san xuat tuong dng.

4.9

An toan an ninh mang

Néu xay ra su ¢4 an ninh mang, hdy ngting st dung may quét va
phan mém ngay ap tdc. Tat ngudn may quét va dang xudt khoi
phan mém.

Bdo cdo su viéc ngay cho nhém hé trg ctia chliing toi qua email,
dién thoai hodc cac phuong thic lién hé san ¢ khéc. Xem trang
cudi clia Hudng dan st dung dé biét thong tin lién hé.

Khi bdo cdo su g, vui long cung cap thong tin cang chi tiét
cang t6t, bao gom thdi gian xay ra va moi hanh vi bat thudng
ma ban nhan thay. Thong tin nay sé gidip ching toi giai quyét
su ¢6 nhanh chéng.
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5 Théng Tin Tudng Thich Pién Tu

5.1 Khithai dién tif

Hé thong 1600 dudc thiét ké dé st dung trong mai trudng dién tuf theo
cac quy dinh bén dudi. Khach hang hodc ngudi st dung hé théng i600
phai dam bao rang thiét bj dugdc sif dung trong méi trudng nhui vay.

Hudng dan va bio co tif nha san xuat - Phat xa dién tif

Kiém traphdtxa  Tuadnthlquydinh Mai trudng dién ti - Hudng dan

i600 chi stf dung nang lugng RF
cho chic ndng bén trong cta
thiét bi. Do dé, phét xa RF cta nd

Phat xa RF CISPR 11 Nhom 1 rat thap va khong cé kha nang
gay nhiéu cho cac thiét bj dién tu
gan do.

Phat xa RF CISPR 11 Loai A

Hé thng i600 phu hgp dé suf
dung trong tat ca cac khu vyc.
Diéu nay bao gom cac khu viic
trong va cac khu vuc dudc két noi

Phat xa sdng hai

IEC 61000-3-2 Loal & trufc tiép véi mang lUsi cap dién
ha &p cong cdng, cung cap cho
o cac toa nha st dung cho muc
Dao dong diénap / Tudn thi dich sinh hoat.
Phat xa méo

A\ CANH BiO

Hé thong 600 nay chi danh cho cac chuyén gia cham sdc suc khoe.
Thiét bi/hé théng nay c6 thé gay nhiéu séng vd tuyén hodc c6 thé lam
gian doan hoat dong cla thiét bj gan dé. C6 thé can phai thuc hién
cac bién phap giam thiéu, chang han nhu xem xét lai hodc di chuyén
i600 hay che chan vi tri ¢ mdy méc.

5.2 Mién Dich bién Tif

*  Hudngdan1l
Hé thong 600 dudc thiét ké dé st dung trong mai trudng dién
tUf theo cac quy dinh bén dudi. Khach hang hodc ngudi st dung
hé thang i600 phai dam bao rang thiét bi dugc st dung trong
moi trudng nhu vay.

Leidbeiningar og yfirlysing framleidanda - Rafsegulénami

IEC 60601
Préfstig

Rafsegulumhverfi -

SEMIEIESE Leidbeiningar

Onaemisprof

San nha nén dugc
déng bang g6, bé

Tiép diém = 8 kv Tiép diém + gy Onghodc gach men.

PROnBdiEn oMy kaky,  tokv,taky, Neusannhadide

finh dién (ESD) E8K.EI5KY  + 8K+ 15KV pﬁhu bangvatheﬂu =

IEC 61000-4-2 Knéng khi khéng khi tong hap, khuyén VE
khich d6 am tuang o
déi g muc it nhat la
30%.
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Chét lugng nguon

TU trudng tan s6 dién
phai & muc tuong

Dién nhanh ;ué:vggl \éiln :ué:vsg Z?J‘n dién Ui nén tucng
chuyén tiép cip digén yeung cip digén YN hich véi loai dién cla
JBUSHIEC 5\ chodudng % 1kvchodubng ™0 u0ng thudng
61000-4-4 d3uvao/da o mai hodc moi trudng
auvao/daura dauvao/daura bénh vien tieu chuan.
Ché do vi sai Ché d vi sai Chat lugng nguon
05k, £1kv  £05kv, £ 1kv diénludinén tuong
Téng ap thich véi loai dién clia
IEC6100045 (15 d6 chung Ché db chung méli trufmg tAhlUGn\g
05K, 1KY, +05kV,+ 1Ky, Maihodcmoitiutng
+okv +oky bénh vién tiéu chuan.
Chat lugng nguon
dién (Ui nén tucng
thich véi loai dién
Sutgiamdien 0% Ut (giam 0% Ut (giam o d:“";;ﬁlgéc .
ap,ngdtquang 100% UT) trong  100% Ur) trong i gbéhh vién tiéu
nganvasy 0,5/1 chu ky 0,5/1 chu ky o 5ng NEU naUdi
thaydéidien  70% Ut (giam  70% U (giam d.“ s thﬂ 8 o
aptréndudng  30% UT) trong 309% UT) trong 1ng 1t thong | hoat
daydauvao  25/30 chu ky 25/30 chu ky geiu cou tiep rt]uc 0
clianguon 0% Ut (giam 0% UT (giam ong trg.rlg tb'dlig,\an
dién 100% Ut) trong ~ 100% UT) trong gguonth‘lehnh t!h gian
IEC610004-11 250/300chuky  250/300chuky — ooar Mthethong

1600 nén chuan bi
ngudn cung ti nguon
dién lién tuc hodc
pin.

ggzggntltggh thich déc trung
g 30A/m 30 A/m nhuu vi trf trong méi
(50/60Hz) IEC : !
61000-4-8 trudng tpuong mai
hodc mdi trudng
bénh vién dién hinh.
8A/m 8A/m
Diu ché30kHz  Diéu ché 30 kHz . P
aw w Kha ndng chéng lai
Trudng tir tinh tUf trudng dé dudc
gan tiong dai 65 A/m 65 A/m thi nghlem,va Eh\ ap
tan s6 9 kHz dung cho cac bé mdt
2 134,2 kHz 1342 kHz c 2, <
dén 13,56 MHz clia vo boc hodc phu
o PM 2,1 kHz PM 2,1 kHz A i
Mién dich kién cd thé tiép can
IEC 61000-4-39 75 A/m 75 A/m S&Icéi;rong qua trinh
13,56 MHz 13,56 MHz ane:
PM 50 kHz PM 50 kHz

LUU Y: Ut (4 dién &p chinh (AC) trudc khi dp dung mdc thit nghiém.
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= Hudngdan2

Khoang cach ngan cach ly tudng giifa thiét bi di lién lac
di déng va dién thoai va i600

Khoang cich tach biét theo tan s6 phat [M]

= Hudngdan3
Heé théng 1600 dudc thiét ké dé st dung trong mai trudng dién tl
nhu bén dudi. Khach hang hodc ngugi st dung hé théng i600 phai
dam bao rdng thiét bi dudc st dung trong méi trudng nhu vy.

Hudng dan va bao céo tif nha san xuat - Mién dich dién ti

Kiémtrakha  Mufc thit

Cong suat
dau ra dinh
mic t6i da IEC 60601-1-2:2014
ctia mdy phat
w] 150 kHz dén 80 MHz 80 MHz to0 2,7 GHz
d=12/P d=2,0/P
0,01 0,12 0,20
01 0,38 0,63
1 12 2,0
10 38 6,3
100 12 20

Dai véi may phét cd mic cong suét dau ra [6n nhat khdng dugc liét ké & trén,
khoang céch tach biét ly tudng d tinh bang mét (m) c thé dugc udc tinh bang
cach st dung phuang trinh &p dung cho tan s6 ctia may phat, trong d6 P la
cdng suat dau ra |6n nhét clia may phét tinh bang watt (W) theo nha san xudt
may phat.

LUU Y 1: G miic 80 MHz va 800 MHz, 4p dung khodng cach tach biét cho dai tan
s6 cao han.

LUU ¥ 2: Nhiing huéng dan nay c6 thé khéng &p dung trong moi tinh huéng.
Su lan truyén dién t bj anh hudng bdi sy hap thu va phan xa tl cac cdu tric,
vat thé va con ngudi.

Tz et Mdic dd M@i trugng dién tir -
dich |EC 60601 tuan tha Hudng dan
Khong nén st dung thiét bj
truyén thong RF di dong va dién
thoai gan bat ky b6 phan nao
clia Hé thong siéu dm, bao gom
ca day cap, han khoang cach
tach biét dugc khuyén nghi.
Diéu nay dudc tinh todn bang
3\/rm§ 150 cach stf dung phuang trinh tinh
X aa kHz dén 80 P NP
RF dan dién todn &p dung cho tan s6 clia
MHz 2 .
IEC A . 3Vrms may phat.
Bén ngoai
61000-46 tan séng ISM
Bangs Khoang cach duy tri dugc
deé xuét (d):
d=124/P

IEC 60601-1-2:2007

d=1,2 P80 MHz dén 800 MHz
d =234 P80 MHz dén 2,5 GHz

IEC 60601-1-2:2014

d=2,0/ P80 MHz dén 2,7 GHz

=
3
z
]
=
=

Intraoral Scanner i600 249



6Vrms 150
kHz dén 80
MHz 6Vims Trong d6 P [a dinh mUc cong
Trong tan sudt dau ra 18n nhat cia méay
s6ngISM phét tinh bang watt (W) theo
Bands nha san xudt may phat, d 3
khoang cach tach biét dugc
khuyén nghi tinh bang mét (m).
Cudng do trudng ti may phét
RF ¢6 dinh, dudc xac dinh bang
khao st vi tri dién tif phai nho
hon mdc tuén tha trong moi dai
tan so.
C6 thé xdy ra nhiéu & ving [an
RFbldcxa 3 V/m 80 MHz 3v/m cén cla thiét bi dugc danh dau
IEC61000-4-3  dén 2,7 GHz bang ky hiéu sau:
(e)
()

=  Hudngdan4

Hé théng 600 dugc thiét ké dé st dung trong moi trudng dién
tUi trong d6 nhiéu séng RF buic xa dugc kiém soat. Thiét bj lién
lac RF di déng khdng dudc st dung gan han 30 ecm (12 inch) doi
vdi bat ky bo phan nao clia hé thong i600. Néu khong, hiéu suat

clia thiét bj cd thé bj suy giam.

Hudng dan va bao céo tif nha san xuat - Mién dich dién ti

LUU ¥ 1: & miic 80 MHz va 800 MHz, 4p dung dai tan s6 cao han.

LUU Y 2: Nhiing huéng dan nay c6 thé khong &p dung trong moi tinh huéng. Su
lan truyén dién tuf b anh hudng bdi su hap thu va phan xa tif cac cau tric, vét
thé va con ngudi.

Luu y 3: Dai ISM (Cang nghiép, Khoa hoc va Y té) trong khoang tir 150 kHz dén 80
MHz la 6,765 MHz dén 6,795 MHz; 13,553 MHz dén 13,567 MHz; 26,957 MHz dén
27,283 MHz; va 40,66 MHz dén 40,70 MHz.

Kiém tra Bing Miic thit Milc 46
kha ndng tn? Dich vy” Dieuché  nghiém tu3n thi
mién dich IEC 60601
380- Diéu ché
390 TETRA 400 27V/m 27V/m
xung 18 Hz
MHz
430 - . FM %5 kHz
a0 OMRS40 o lech BV/m  28V/m
FRS 460 .
Trudnglan  MHz 1kHzsine
can tU Truyén
théng khéng 704 - I
S R
61000-4-3 MHz ’
GSM 800:900;
800-  TETRA800; Picu ché
960 iDEN 820; xung 18 Hz 28 V/m 28V/m
MHz CDMA 850;
LTE Dai 5
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GSM 1800;
CDMA 1900;
1700-  GSM 1900; Didy ché
1990 DECT; xung 217 Hz 28 V/m 28 V/m
MHz LTE Dai
1,3,4,25
UMTS
Bluetooth;
2400-  WLAN iy ché
2570 802,11b/g/n; wung 217 Hz 28V/m 28V/m
MHz  RFID 2450; €
LTE Dai 7
5100 - . P
WLAN Diéu ché
iAB}—?S 802,11a/n xung 217 Hz 9V/m 9V/m

LUU Y Nhitng huéng dan nay cé thé khong ap dung trong moi tinh huéng. Su
lan truyén dién tu bi anh hudng bdi sy hap thu va phan xa tif cac cau tric, vét

thé va con ngudi.

A\ cin BAO

= Tranh st dung 600 bén canh hodc trén thiét bi khac vi n6 co
thé dan dén hién tugng hoat déng khdng chinh xac. Néu viéc st
dung nay [a can thiét, ban nén quan sat thiét bj nay va thiét b
khac dé kiém tra xem thiét bi c6 dang hoat dong binh thudng
hay khong.

= Viéc st dung cac phu kién, b chuyén déi va cap khac véi nhiing
phu kién d& dudc Medit ctia 1600 chi dinh hodc cung cap c6 thé
dan dén phét xa dién tlr cao hodc giam kha ndng mién nhiém
dién U tu thiét bj nay va dan dén hoat dong khong chinh xac.
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z
]
=
=

1D&i v8i mot s6 dich vy, chi bao gom céc tan s6 uplink.
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6 Théng Tin Chi Tiét

Tén phu kién MD-1S0100

EMI

CE / FCC Loai B, Dan dién va Blic xa

Tén thudng mai 1600
Ban vi dong goi 1bo
Xép hang 9V=3A

Phén loai bao vé

B6 phan Ung dung hang |, loai BF

Céch bao vé

OVP (Ché db ty tat khi gié tri dién ap vugt qua mot
mdc dinh san)

SCP (Ngat tam thdi dé bao vé ngudn dién)

OVP (Ché db ty tat bao vé bd ngudn)

Bao vé chdng dién giat

Loai |

Ché dg van hanh

Duy tri

Céng cu hiéu chuan

Kich thudc

123,8x 54 mm (Cx @)

Can nang

20g

Piéu kién van hanh, bao quan va van chuyén

chong dién giat

* San pham nay & mot thiét bi y té.

Tay Cam

Kich thudc 2482 x 44 x 47,4 mm (Rx D x C)
Cén nang 241g

Hub nguén

Kich thudc 68,2x31x14,9mm (RxDxC)
Cén nang 19g

Bd chuyén déi DC

Tén phu kién

ATMO36T-P120

Diéu kién van hanh

Nhiét do 18 - 28°C (64,4 - 82,4°F)

DG am tuong doi 20 - 75%

B am (khong ngung tu)

Dién ap dau vao

Universal 100-240 Vac, dau vao 50-60 Hz,
khdng c6 bat ky cdng tac trugt nao

Paura

12V=3A

Céc loai trudng hgp

100 x50 x 33 mm (Rx D x C)

Ap suat

khéng khi 800 - 1.100 hPa

Nhiét do -5-45°C(23-113°F)

P63 D6 am tuong dai 20 - 80%
Pieu kién bao quan ©am (khéng ngung tu)

Ap suat

khéng khi 800 - 1.100 hPa
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Nhiét do -5-45°C (23-113°F)

Az .
D6 3m D6 am tudng doi 20 - 80%

Diéu kién van chuyén (khong ngung tu)

Apsust 6201200 hPa

khong khi .

z — 5 N Meditrial Srl
Gidi han phat thai cho moi mdi truéng Via Po 9 00198, Rome Italy
MGi trudng Mai trudng bénh vién
CH |REP

Phét xa RF dan o
xava bilc xa CISPRI11 Meditrial Europe Ltd

Banhofstrasse 23 6300 Zug, Switzerland

Meditrial UK Ltd
19 The Circle, Queen Elizabeth Street, London,
SE1 2JE, United Kingdom

sl Medit Corp.

F9, F10, F13, F14, F16, 8, Yangpyeong-ro 25-gil,
Yeongdeungpo-gu, Seoul, 07207, Republic of Korea
Tel: +82-02-2193-9600

=l
3
z
]
=
=

Contact for Product Support
Email: support@medit.com
Tel: +82-02-2193-9600
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