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SW.US-TALENT*Pro-Aes Instructions For

The user of this device must sufficiently understand its functions and the

precautions that must be observed for its safe use and stable performance.

For the safe use and post management of the device, be sure to thoroughly
understand the details of the Instructions For Use before using the device. This

is essential to guaranteeing the safe use and stable performance of the device.

The Instructions For Use provides a guide to the efficient use of the SALUS-
TALENT-Pro-Aes. For clinical definitions, pathological effects etc., of its

functions, refer to the related medical publications.

As the Instructions For Use has been arranged in independent chapters, some

of the descriptions have been duplicated.

If you encounter any problems during operation of the equipment, stop its use
immediately, and contact the customer service center of REMED (Refer to

chapter 13).

Copyright

This Instructions For Use is protected by the Copyright REMED.

Transferring or storing all or part of the contents of the Instructions For Use to another media through translation,
copying, scanning, photography, etc. is prohibited without the prior written approval of REMED.

The Instructions For Use may include editing errors. In addition, technical changes to improve performance may be
made to this device after this manual has been published, without any prior notice.
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SALUS-KMANT-Pro-Aes Instructions For

1. Information on safety

1.1 Definitions of symbols

_| When there is specific information in the Instructions For Use that needs to be
emphasized for safety, the following terms and symbols are indicated. All warnings
and precautions shall always be observed.

_|I The manufacturer or agent of the product is not responsible for any personal/material
damage caused by erroneous use, operation for purposes other than its intended
objective and negligence of product maintenance.

Warning

Caution
No pushing
No sitting

BF Type

Instructions
for use.

SN Serial number

Manufacturer

Date of
manufacture

M Do not stack

[IFU-T-Pa(EN)]
& 000 LUPMM &7 INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU

“Warning" symbol is used to indicate a life-threatening risk to the
operator if the warning is disregarded.

“Caution” symbol is used to indicate that injury or damage can
be caused if the caution is disregarded.

To prohibit pushing against an object

To prohibit sitting on a surface

Applied part BF type {Transducer, Transducer cable)

Follow instructions for use

Serial number

Manufacturer

Date of manufacture

To indicate that the items shall not be vertically stacked, either
because of the nature of the transport packaging or because of the
nature of the items themselves.

6/44 2021.01.04 Rev.3



SALUS-TALENT-Pro-Aes Instructions For

Keep away
from rain

Fragile

| t This way up

Recycling

“OFF” (Power)

“ON” (Power)

Alternating
current

WEEE

Temperature
limitation

Humidity

%
° Limitation

Atmospheric
pressure
limitation

Warning
Electricity

Operating
m instructions

[IFU-T-Pa(EN)]
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To indicate that the transport package shall be kept away from rain
and in dry conditions.

To indicate that the contents of the transport package are fragile
and the package shall be handled with care.

To indicate correct upright position of the transport package.

To indicate the location of a recycling bin or container.

To indicate disconnection from the mains, at least for mains
switches or their positions, and all those cases where safety is
involved.

To indicate connection to the mains, at least for mains switches or
their positions, and all those cases where safety is involved.

To indicate on the rating plate that the equipment is suitable for
alternating current only to identify relevant terminals.

Indicates that when the end-user wishes to discard this product,m it
must be sent to separate collection facilities for recovery and
recycling.

To indicate the maximum and minimum temperature limits at which
the item shall be stord, transported or used.

To indicate the acceptable upper and lower limits of relative
humidity for transport and storage.

To indicate the acceptable upper and lower limits of atmospheric
pressure for transport and storage.

To warn of electricity.

To identify the location where the operator's manual is stored or to
identify information that relates to the operating instructions.

7144 2021.01.04 Rev.3
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1.2 Requirements for safety
1.2.1 Precautions for electrical safety

O The rated power for this equipment is AC 230 V.

_| Confirm that all the connecting sections (power line or peripheral equipment) are
adequately connected to the equipment.

_1 Confirm that the equipment is completely grounded.

_| Repair, expansion, and installation of equipment shall not be performed by anyone
other than the specialized personnel authorized by the manufacturer. Arbitrary
disassembling/assembling of equipment by the user is absolutely prohibited.

_| Before connecting other equipment that is not specified in the Instructions For Use,
be sure to inform this company or the agency with authority over product marketing.

To avoid electrical noise during use, the equipment shall be installed at a significant

distance from any generator, X-ray equipment, broadcasting device, mobile electric wire,
and so forth.

_| Needs attention due to potential electromagnetic or other interference between ME
EQUIPMENT and other devices.

_|I An independent power circuit is essentially required, and sharing of power with other
electronic devices is not recommended.

J Do not place the ME EQUIPMENT in a location where it is difficult to disconnect the
power plug or other detachable plug.

1.2.2 Classifications
J Protection type and level for electric shock: Class |, BF Type

J Electromagnetic compatibility (EMC) test standard: class A

[IFU-T-Pa(EN)] 8/44 2021.01.04 Rev.3
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SALUS-TALENT-Pro-Aes Instnjctons For

1.3 Precautions during operation

_| Installation and re-installation of equipment shall always be performed by
specialized personnel authorized by the manufacturer

_1 Installed equipment shall be subject to regular safety inspections from specialized
personnel authorized by the manufacturer.

sPLEASE MAKE SURE THAT PATIENT IS NOT WEARING ANYTHING WITH
METALLIC OBJECTS DURING TREATMENT FAILURE TO DO SO MAY
RESULT IN SERIOUS SKIN BURN!"

_i Repair or installation of equipment shall only be performed by the specialized
personnel authorized by the manufacturer, and as such, all arbitrary
disassembly/assembly of equipment by the user is absolutely prohibited.

J For electrical safety, equipment shall always be connected to a safely grounded
power supply for operation.

_| The operator and manager of equipment shall thoroughly understand the Instructions
For Use, and it must be kept in the close proximity of the equipment.

J To prevent safety accidents and ensure adequate maintenance, place the safety
marks, guide phrases and regular inspection table provided with the equipment at
an easily visible location near the equipment.

_| As a fan is installed in the body of the equipment for air circulation, remove curtains
or any other objects which can block the flow of air from near the equipment.

J From the surroundings of the location where equipment is installed, remove water,
alcohol, flammable materials, and so forth.

J As astrong magnetic field is generated around the magnetic field generating section,
equipment operation technicians, assistants, and patients must not hold any items
which can be affected by the magnetic field.

Items such as wristwatches. mobile phones may be damaged
Note by magnetic fields, so please be careful and keep them
separately.

_| When equipment is operated, do not use any mobile phones, radio sets, mobile
radio transmitters, wireless toys, etc. in the proximity of the equipment.

J During the operation of the equipment, the patient shall not take drinks, water, etc.
which can influence the equipment.

J Do not use the equipment near flammable anesthetic or solvent.

J Do not place items that can cause danger to the equipment, such as oils, chemicals

etc. near the equipment.

[IFU-T-Pa(EN)] 9/44 2021.01.04 Rev.3
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SALUS-TALENT-Pro-Aes Instructions For

1.4 Do and Don’t
J Do not use the equipment in parallel with other electronic medical equipment.
_| Be careful to ensure that magnetic stimulation does not penetrate the heart region.

J Simultaneous connection of the patient to the high-frequency surgical instrument
may cause burns atthe stimulator electrode connection site, so do not use together.

_|I Ingeneral, patients in the following categories cannot be treated with this equipment.

Prior to any treatment with this equipment, permission of the doctor in charge must
be obtained.

Patient with high fever, pregnant women and the elderly and children
Patient with a history or status of epilepsy or seizure disability

Patient with suspected status of epilepsy on the basis of
electroencephalography

Patient with evidence of external wound at brain and neck

Patient with cardiac pacemakers, drug injecting pumps or hearing aids
Patient with cranial implants

1.5 Abnormal reaction

_| During the operation of the equipment, if the patient experiences any abnormal
symptoms, the operator must stop the treatment immediately, and contact the
doctor in charge.

1.6 General warnings

[

Be sure to use the equipment in accordance with the Instructions For Use.

(&}

In the Instructions For Use, the method for the correct use of the equipment is
described. Read the Instructions For Use carefully.

J The equipment shall be operated under the supervision of a person who has completed
specialized medical education.

(&

This company Is not responsible for any disadvantages / damages related to the
operation of equipment by a person without a medical education.

(&}

This equipment shall not be altered, remodeled, or used for any purpose other than
the intended objective.

[IFU-T-Pa(EN)] 10/44 2021,01.04 Rev.3 14 >
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2. High intensity pulsed electromagnetic field

2.1 Mechanism

+ +
+ Cell
+ +
utt
PEMF + - +
-+ -
+ +
3 \
Io \
DiOxtOe

Figure 1. Cells and electromagnetic field

Every tissue in the body is made up of cells, and all the functions are based on the activity of
the cells. Each cell is surrounded by a cell membrane and protected. Since ions in a ceil have
a charge, the cell membrane also has charge, which supplies oxygen or nutrients and removes
unnecessary things in the cell. Membrane charge of healthy cells is higher than that of diseased
or aged cells, including bacteria, viruses, and cancer cells. For example, cancer cells have a
membrane charge of about 15 mV lower than healthy cells. When the cell membrane charge is
low, the cell has too little energy to perform its normal function. So, the cell needs energy, and
electromagnetic field stimulation is known to increase the energy of the cell and optimize the
function of the cell. Electromagnetic fields can pass through cells, tissues, organs and bones
without any deformation or loss, activate the electrochemistry of tissues, and improve cell and
cell membrane function. PEMF procedures can be used for the following purposes:

(1) Inflammation
The electromagnetic field reduces inflammation by recharging the cell surface. This
recharge prevents the chain of inflammation inside the cell, reducing pain and swelling
associated with inflammation. In addition, it supplies blood and oxygen to the wound area,
and it is said to help the quick recovery.

(2) Bone and Cartilage
The PEMF applied to the fractured area maximizes the electric polarity. This naturally
helps to heal fractured parts and promotes fracture recovery. Healthy bones maintain
a dynamic balance of positive and negative charges, while broken or fractured bones
show equilibrium breakdown and negative electrical environment. At this time, the

(IFU-T-Pa(EN)] 11/44 2021.01.04 Rev.3
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body's natural healing begins at the fracture site, and many studies have shown that
PEMF affects this natural healing.

(3) Pain

PEMF has been used to treat pain since the late 20th century. PEMF is known to enhance
the metabolism of fibroblasts, chondrocytes, osteoblasts, and the effects of hormones and
neurotransmitters on the receptors of various cells. A number of studies have shown that
patients who have not had an effect on surgery, medication, or physical therapy are less
likely to have PEMF treatment. PEMF is used for the treatment of various pain such as
back pain, neck pain, shoulder disease, knee osteoarthritis, postherpetic neuralgia, pelvic
pain, multiple sclerosis, neuropathic pain.

(4) Osteoporosis
PEMF promotes the formation of bone and helps to treat osteoporosis. Previously
published studies have shown that the bone mineral density of 20 osteoporotic patients
treated with PEMF increased by an average of 5.6% after 6 weeks of treatment.

(5) Fibromyalgia, Arthritis, Chronic Fatigue
PEMF is known to have immediate pain relief in treating pain in patients with fibromyalgia,
arthritis, and chronic fatigue. PEMF also affects the delivery of calcium ions, promotes the
uptake of calcium in the bone, and helps in the synthesis of cartilage cells.

2.2 Intended use

An electromagnetic stimulator is an electrically powered device intended for medical purposes
that repeatedly contracts muscles by passing electrical currents through electrodes non-
contacting the affected body area. And, in addition, the electromagnetic stimulator is
intended to provide entirely non-invasive electromagnetic stimulation of pelvic floor
musculature for the purpose of rehabilitation of weak pelvic muscles and restoration of
neuromuscular control for the treatment of urinary incontinence in human.

[IFU-T-Pa(EN)] 12/44 2021.01.04 Rev.3
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SALUS-TALEr*-Pro-Aes Instructions For

3. Installation

3.1 Components

Main body with transducer Power cable

Figure 2. Main components

3.2 Electrical installation condition

j Input power 1230 50 Hz

J Power consunnption ; Max. 2.8 kVA

3.3 Environmental condition

3.3.1 Operation environment

_| Temperature 10-28 °C (50-82.4 T)
O Humidity 30 - 85 % RH
-1 Pressure 70 - 106 kPa

3.3.2 Transport and Storage environment

O Temperature :-10-60 °C (14-140 “F)
O Humidity : 80 % RH max
J Pressure .70 - 106 kPa

[IFU-T-Pa(EN)] 13/44
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SALUS-TALEf>rr-Pro-Aes Instructions For

3.4 Installation method

3.4.1 Precautions during installation
O Install the equipment on a flat surface.
J Confirm that the power is connected.

_| Operate the SALUS-TALENT-Pro-Aes within the ambient temperature range of 10
- 28°C, and a humidity between 30 - 85%.
_| Install the equipment in a location with appropriate ambient temperature and

humidity, and do not install in a location where it will be exposed to dust or
flammable materials.

_| Be careful not to damage the equipment by excessive shock.

J Do not place the ME EQUIPMENT in a location where it is difficult to disconnect the
power plug or other detachable plug.

3.4.2 Connection of power

_| Confirm that power socket and power cable are grounded before operating the
machine.

J Plug the power cable into the power terminal of the SALUS-TALENT-Pro-Aes as
shown in below.

_i Confirm that the power cable is properly connected to the power terminal and power
socket. If the connection is incorrect, unexpected problems can occur.

_| Do not connect several devices to one power outlet.
_| In particular, do not use a power cable that generates connection noise.
J When the power switch is turned on, the machine is ready for operation.

_l If you want to shut down after using the device, simply turn off the switch on the back
of the device.

L
POWER I

Figure 3. Power cable connection / Power Switch

(IFU-T-Pa(EN)] 14/44 2021.01.04 Rev.3
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SALUS-TALENT-ProAes Instructons For

To prevent the danger of electrical shock, connection shall be made to a
protected and grounded pov”er supply.

3.4.3 Moving and fixing of equipment

| Before moving the equipment, remove the connected power cable and the
connection cables for peripheral equipment.

_1 When moving the equipment, place the transporting wheel at the lower section in
the “loose” position.

_|I When the movement is completed, prevent the equipment from shaking by placing
the transporting wheel in the “locked” position.

_| If the equipment is moved while the wheel is in the “locked” position, it will damage
the wheel, so please be careful.

Figure 4. Transporting wheel in 'Loose’ (Left) and in 'Locked’ (right)

3.4,4 Transducer

U The SALUS-TALENT-Pro-Aes is equipment that generates a magnetic field by
applying a strong current to a transducer. As heat is generated from the transducer
due to the strong current used to create the magnetic field, cooling is performed by
circulating the cooling oil inside the transducer. If the transducer is used while in a
tilted position, the cooling oil will not reach all sections of the transducer, and injury
or stoppage of operation due to overheating of the transducer can result. For this
reason, it is recommended to place the transducer in a horizontal position as much
as possible.

& Caution Maintaining the transducer in a horizontal position is recommended.

[1FU-T-Pa(EN)] 15/44 2021.01.04 Rev.3
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4. Product description

4.1 External view

4.1.1 Front view

4.1.2 Rear view

[IFU-T-Pa(EN)]
& 000 LIMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Control Panel

Figure 5. Front view

Transducer connector

Power Switch

------- Power input terminal

Figure 6. Rear view

16/44
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4.2 Controls

(IFU-T-Pa(EN)]
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5. Preparations for operation

5.1 Moving and fixing equipment

O Before moving the equipment, remove the connected power cable and the
connection cables for peripheral equipment.

_| When moving the equipment, place the transporting wheel at the lower section in
the “loose” position.

_| When the movement is completed, prevent the equipment from shaking by placing
the transporting wheel in the “locked” position.

J Ifthe equipment is moved while the wheel is in the “locked” position, it will damage
the wheel, so please be careful.

5.2 Power connection

_| Confirm that power socket and power cable are grounded before operating the
machine.

_| Plug the power cable into the power terminal of the SALUS-TALENT-Pro-Aes, and
connect the other end to a grounded power socket.

_| Confirm thatthe power cable is properly connected to the power terminal and power
socket. If the connection is incorrect, unexpected problems can occur.

_| Do not connect several devices to one power outlet.

j In particular, do not use a power cable that generates connection noise.

[IFU-T-Pa(EN)] 18/44 2021.01.04 Rev.3 LIIIT\l/IK
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6. Operation instructions

6.1 Patient Preparation

Please prepare some fabric towels to be placed on the treatment area of patient body for hygine
purpose. We recommend cotton towles or covering materials to be applied before treatment

starts.

Fabric towel

Figure 8. Patient Preparation

(IFU-T-Pa(EN)] 19/44 2021.01.04 Rev.3
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6.2 Applications
The system can be used to different ares of the body for treatment purpose. The following
photos show the use of the most common applications.

o
Abdomen (2CH) Abdomen (1CH)
‘A
Thigh
f9
s
/ /
Calf Arm
Figure 9. Various applications for muscle toning
[IFU-T-Pa(EN)I 20/44 2021.01.04 Rev.3
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6.3 Operation mode

Turn on the power switch located on the back of the equipment. When the power is turned
on, the screen of the control panel is turned on as shown below, and the REMED logo
screen appears for a moment, then it switches to the main screen.

Talent Pro

Figure 10. REMED logo Figure 11. SALUS-TALENT-Pro-Aes initial screen

The compositions of the main screen are as follows.

Total operation time Configuration

. . icon
Time remaining

Magnetic Stimulation

Mode selected

Information
window
Magnetic field
intensity
Mode
selection

Nl 1 IHz ~

ILAHOOMEN (?0:00)

Application of modes

Channel selection

Figure 12. Man! screen

The operating mode has Autol, Auto2, User Modes. While the Autol and Auto2 modes provide
machine factory set values of the parameter, users can set their own parameters up to 1 in the
Specialist mode. Select and press the mode users want to implement.

[IFU-T-Pa(EN)] 21/44 2021.01.04 Rev.3 1 *
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6.3.1 Auto mode

This mode has Autol-1- Autol-4 sub-modes which include the frequency, train duration,
inter train interval set in factory. The waveform of selected mode is applied repeatedly for
operating time by users. Pease see ‘8. Treatment protocols’. The ways of operation for Autol
mode are like the following.

Magnetic StanuiaWn (a) By using a touch screen, choose
Autol mode and turn an encoder
to choose the mode. The selected
mode is presented upper and
lower stage of a display.

(b) Select CH 1 and/or CH 2. The
button of the selected channel is
dimmed and activated. Users
can activate one or both
applicators respectively.

MagneM SMnuiacon O (c) Please set the time by turning the
~ oD encoder to set the total operation
re.  AML timing.

Hirals <%
n m
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MagnMic Stimulation (d) If the Start button is pressed, the
equipment works at the intensity
of magnetic field set by turning the
encoder. Intensity of the magnetic
field can be also shown in the
section of intensity. After the
operation is finished, press the
stop button to stop printing.

(IFU-T-Pa{EN)] 23/44 2021.01.04 Rev.3
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6.3.2 Auto2 Mode

This mode has Auto2-1'- Auto2-5 sub-modes which also include the frequency, train
duration, inter train interval set by factory. The waveform of selected mode is applied
repeatedly for operating time by users. Pease see ‘8. Treatment protocols’. The ways of
operation for Auto2 mode are like the following.

Mearaoc Strrmijlabon 3 (a) By using a touch screen, choose
Auto2 mode and turn an encoder to
choose the mode. The selected mode
is presented upper and lower stage of

a display.
Magnetic StimuMion (b) Select CH 1and/or CH 2. The button
MCEE of the selected channel is dimmed

and activated. Users can activate
one or both applicators respectively.

KN
@ Myex (c) Please set the time by turning the
encoder to set the total operation
timing.
[IFU-T-Pa(EN)] 24/44 2021.01.04 Rev.3
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Magnetic StmuMion (d) If the Start button is pressed, the
equipment works at the intensity of
magnetic field set by turning the
encoder. Intensity of the magnetic
field can be also shown in the section
of intensity. After the operation is
finished, press the stop button to stop
printing.

(IFU-T-Pa(EN)] 25/44 2021.01.04 Rev.3
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6.3.3 User Mode

User Mode can set parameter values from 1Hz to 50Hz. Each parameter setting range

provides the following below:

Freq(Hz) On Time(sec) Off Time(sec)
continuous

1-5
6-10
11-15
16-20
21-25
26-30
31-35
36-40
45-50

10

A A OO N N O

o1 o1 o1 o1 01 o1 O1 O1

Strength(%)
100
100
100
100
100
100
90
70
60

Please refer to the below instructions to implement Specialist Mode

Megneuc SbmuietKin

MBQn—c Semulaeon

[IFU-T-Pa(EN)]
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(a) By using a touch screen, choose User

mode and turn an encoder to choose
the  frequency. The selected
frequency is presented upper and
lower stage of a display.

(b) Select CH 1 and/or CH 2. The

button of the selected channel is
dimmed and activated. Users can
activate one or both applicators
respectively.

2021.01.04 Rev.3
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Mare(K Sortvim 3 (c) Please set the time by turning the
encoder to set the total operation
timing.

(d) If the Start button is pressed, the
equipment works at the intensity of
magnetic field set by turning the
encoder. Intensity of the magnetic
field can be also shown in the section
of intensity. After the operation is
finished, press the stop button to stop
printing.

[IFU-T-Pa{EN)I 27/44 2021.01.04 Rev.3 1
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6.4 Environment setting

The brightness of screen and volume can be adjusted and setting instructions are like the
following.

U (a) Press environment setting at the right
! top of the screen by using touch
screen.

(b) After the environment setting screen
appears, adjust the brightness of
screen and the volume by using the
left and right arrows. After finishing
all  the  settings, close the
environment setting screen by
pressing a closing window mark at
the top right of the screen.

x
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7. Messages

7.1 Over Temperature

The SALUS-TALENT-Pro-Aes is an equipment that generates a magnetic field by applying
a high current to a transducer. As heat is generated from the transducer using the high
current used to create the magnetic field, cooling is performed by circulating the cooling oll
inside the transducer. If the transducer is used in a tilted position, the cooling oil will not
reach all sections of the transducer, and injury or stoppage of operation can occur. Because
of this, it is recommended to place the transducer in a horizontal position. When transducer
is overheated, the operation istemporarily suspended and the “Over Temperature” message
as shown in Figure 13 is displayed. When this message is displayed, put the transducer
away from the patient for a while (Do not turn off the equipment) until the message
disappears and the equipment returns to a normal state.

Over Temperature

This message will disappear

within a few minutes.

Don't turn off power switch.

Figure 13. Over temperature message

[IFU-T-Pa(EN)] 29/44 2021.01.04 Rev.3
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7.2 Transducer Cooling

The SALUS-TALENT-Pro-Aes measures the temperature of the transducer at regular
intervals, and if the temperature is above the specified temperature, the user will be alerted
by the warning and sound as shown in Figure 14.

Transducer Cooling

This message wilt disappear
within a minute.

Figure 14. Transducer cooling message
7.3 Transducer Error

The SALUS-TALENT-Pro-Aes always checks the connection of the transducer cable.
If the cable is disconnected or damaged, the message is shown, Figure 15. In this case,

equipment cannot be used anymore, and the user must contact authorized personnel
of our local distributor maintenance.

Transducer Error

Please contact service center
or sales manager.

Figure 15. Transducer error message

The equipment always checks the connection state of the cable connected
to the transducer.

Note

[IFU-T-Pa(EN)] 30/44 2021.01.04 Rev.3
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8. Technical specifications

8.1 Size and weight

O Size ;468 (L) X502 (W) x 997 (H) mm
0O Weight : Approx, 60 kg
8.2 Power
O Input power :230 V--, 50 Hz
_| Power consumption ; Max 2.8 kVA

8.3 Magnetic field strength

_ICH1 ;3.0T - pp (x20%)
0O CH2 :3.0T - pp (£20%)
8.4 Modes

_| Autol Mode ; Autol-1 ~ Autol1”
_| Auto2 Mode : Auto2-1 ~ Auto2-5

N User Mode :1Hz~50Hz

(IFU-T-Pa(EN)I 31/44 2021.01.04 Rev.3
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9. EMC emissions and immunity

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The SALUS-TALENT-Pro-Aes System is intended for use in the electromagnetic environment
specified below. The customer or the user of the equipment should assure that it is used in such

an environment.

Emission Test Compliance

RF emissions
EN55011

RF emissions

EN55011 Class A

Harmonic
Emissions
I[EC 61000-3-2

Complies

Voltage
fluctuations/ flicker
emissions

IEC 61000-3-3

Complies

[IFU-T-Pa(EN)]
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Electromagnetic environment - guidance

The SALUS-TALENT-Pro-Aes system is
intentionally generated and/or used conductively
coupled radio-frequency energy which is
necessary for the internal functioning of the
equipment itself.

The SALUS-TALENT-Pro-Aes system is suitable
for use in all establishments other than domestic
and those directly connected to the public low
voltage power supply network that supplies
buildings used for domestic purposes.

2021.01.04 Rev.3
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The SALUS-TALENT-Pro-Aes System is intended for use in the electromagnetic environment
specified below. The customer or the user of the equipment should assure that it is used in

such an environment.

Immunity Test IEC
60601

Electrostatic
discharge (ESD)
IEC 61000-4-2

Electrical fast
Transient/ burst
IEC 61000-4-4

Surge
EC 61000-4-5

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines.

IEC 61000-4-11

Power Frequency
(50/60HZ)
Magnetic Field

IEC 61000-4-8

[IFU-T-Pa(EN)]

IEC 60601 Test
Level

+8 contact
+15 air

+2 kV for power
supply lines

+ 1 kV differential
mode

+ 2 kV common
mode

<5 % LtT
(>95 % dip in Uj)
for 0,5 cycle

40 % UT
(60 % dip in UT)
for 5 cycles

70 % UT

(30 % dip in UT)
for 25 cycles

<5 % UT

(>95 % dip in UT)

for 5 sec

3A/m

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Compliance Level

+8 contact
+15 air

+2 kV for power
supply lines

+ 1 kV differential
mode

+ 2 kV common
mode

<5 % UT
(>95 % dip in UT)
for 0,5 cycle

40 % UT
(60 % dip in UT)
for 5 cycles

70 % UT
(30 % dip in UT)
for 25 cycles

<5 % UT

(>95 % dip in UT)

for 5 sec

3 A/m

33/44

Electromagnetic
environment -
guidance

Floors should be wood,
concrete or ceramic tile. If
floors are covered with
synthetic material, the
relative humidity should be
at least 30%.

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

Anti-surge protection needs
to be incorporated into the
main supply to the
equipment if surge
protection is to be
guaranteed.

Mains power quality should
be that of a typical
commercial or hospital
environment. If the user of
the SALUS-TALENT-Pro-
Aes System requires
continued operation during
power interruptions, it is
recommended that the
SALUS-TALENT-Pro-Aes
System be powered from
an interruptible power

supply.

Power frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical
commercial or hospital

2021.01.04 Rev.3 “ar
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environment

Radiated RF 180 MHz-2.5 GHz Equipment should only be

Immunity 2Hz 80% amplitude , used in the vicinity of other

EN61000-4-3 ; modulation equipment compliant viith

1 EN60601-1-2.

Conducted RF '0.15 MHz-80 Equipment should only be

Immunity MHz 2Hz 80% used in the vicinity of other

EN61000-4-6 amplitude equipment compliant with
modulation i EN60601-1-2.

NOTE Uj is the a.c. mains voltage prior to application of the test level

(IFU-T-Pa(EN)]
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The SALUS-TALENT-Pro-Aes System is intended for use in the electromagnetic environment
specified below. The customer or the user of the equipment should assure that it is used in such
an environment.

. IEC 60601 Compliance Electromagnetic
Immunity Test Test Level Level environment - guidance
Conducted RF IEC 61000-4-6 3 Vims 3 Vims Portable and mobile RF

150 kHz-80 communications equipment
Radiated RF IEC 61000-4-3 should be used no closer to

3V/m any part of the SALUS-

80 MHz-2.5 3V/m TALENT-Pro-Aes System,

including cables, than the
recommended separation
distance calculated from

the equation applicable to
the frequency transmitter.

Recommended separation
distance

35
d-= Vp

d= r3.5 Vi
g7 "
80 MHz-800 MHz

7
d= Vp

800 MHz-2.5 GHz

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

Field Strengths from fixed
RF transmitters, as
determined by an

electromagnetic site survey"
should be less than the
compliance level in each
frequency range”.

[IFU-T-Pa(EN)] 35/44 2021.01.04 Rev.3 i*
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Interference may occur in
the vicinity of equipment
marked with the following
symbol:

(Q),

NOTE 1 At 80 MHz and 800 MHz, 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.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/ cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due
to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured
filed strength in the location in which the SALUS-TALENT-Pro-Aes System is used exceeds the
applicable RF compliance level above, the SALUS-TALENT-Pro-Aes System should be observed
to verify normal operation. If abnormal performance is observed, additional measures may be
necessary, such as re- orienting or relocating the SALUS-TALENT-Pro-Aes System

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than [Vi] V/m.

[IFU-T-Pa(EN)] 36/44 2021.01.04 Rev.3
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The SALUS-TALENT-Pro-Aes System is intended for use in an electromagnetic environment in
v~hich radiated RF disturbances are controlled. The customer or the user of the SALUS-TALENT-
Pro-Aes System can help prevent electromagnetic interference by maintaining a minimum
distance between portable and mobile RF communications equipment (transmitters) and the
SALUS-TALENT-Pro-Aes System as recommended below, according to the maximum output
power of the communications

Separation distance according to frequency of transmitter

150 kHz-80 MHz 80 MHz - 800 MHz 800 MHz-2.5 GHz
Rated maximum
output power of _ 35 _ 135 _ 7
. d= d= | v d= \Y,
transmitter, W Ve E7 P P
Where W = 3 Where Ei = 3 Where E, = 3
0.01 0.117 0.117 0.233
0.1 0.369 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be estimated using the equation applicable to the frequency of the
transmitter, where Pis the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

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

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

Q1) Can it be used for the area of the body with artificial joints or plate pins?
A) Due to the nature of the magnetic field deep heat will be generated, which may cause

deep-seated burns.

Q2) Is itthe same effect to use on clothes?
A) One of the characteristics of a magnetic field is that it is permeable with a similar

therapeutic effect. Therefore, it can be used on clothes.

Q3) Are there any precautions when using on clothes?
A) If there is a metallic decoration on the clothes, the magnetic field may cause burns on the
surface of the skin, (e.g., bra strap rings, underwear metal ornaments, metal-containing

fibers).

[IFU-T-Pa(EN)] 38/44 2021.01.04 Rev.3
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11. Maintenance

11.1 Cleaning procedure

_| Cleanliness of the SALUS-TALENT-Pro-Aes and accessories can be maintained
through various methods. Avoid damage or contamination of the equipment using
the following recommended methods.

Periodically clean the equipment’s exterior surface, transducer and touch screen
with a soft cloth moistened with alcohol. Do not use abrasives, lacquers, thinners,
ethylene, or oxides, as these materials may cause permanent damage to the
equipment.

J Do not submerge any section of equipment into liquid or detergent. In addition, no
liquid must be allowed to enter the equipment or accessories.

_iWhen the operation for one patient is completed, clean the surface of the transducer
with alcohol and smooth cloth.

11.2 Routine inspection of equipment

_|I The covering of power line of equipment, transducer connecting line, etc. shall not
be peeled off and internal lines shall not be exposed, and shall not be damaged by
impact from outside.

J There shall be no trace of oil leakage from transducer.
J Wash the outside of equipment so that there is no foreign material.
_|I The button for equipment operation, etc. must not shake.

_| The various parts attached to equipment must not shake.
J If any of the above occur, contact customer service for help.

11.3 Safety inspection

O In order to ensure safe use, internal cleaning should be performed once per year by
a person authorized by this company.

J In order to ensure safe use, be sure to check the equipment including internal
components and output voltage from the person who has been given authorization
from the company once per year.

J Please clean the transducer before storing it

_I When storing the product for a long period of time, be sure to check the product before
using it

_J Please note the followings regarding storage conditions.
- Keep out of water

[IFU-T-Pa(EN)] 39/44 2021.01.04 Rev.3
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- Keep away from direct sunlight
- Do not store near heaters

- Avoid locations subject to excessive shock or vibration, exposure to chemicals or
explosive gases.

11.4 Troubleshooting

If the equipment does not operate normally during use, please check the items listed in the
table below before requesting service. If none of the following problems apply, or if the
following remedies do not help, turn off the power to the equipment and contact the REMED
Customer Service Center.

References in the Instructions

Symptom What to do For Use

Check if the power connector of
the equipment is properly
connected.

* 3.4.2 Figure 3. Power cable
connection

Che.ck i the. power switch of *4.1.2 Figure 6. Rear view
equipment is turned on..

Equipment does

not turn on. Confirm if the Key Lock switch

ON. *4.1.1 Figure 5. Front view

Confirm if the emergency button on
the equipment is pressed. Ifitis
pressed, turn it to the right to
release it

«4.1.1 Figures. Front view

Confirm if the LCD displays an
Magnetic field is ERROR message.
not generated
from equipment

*7. Messages

Check if the output strength is set
by turning the encoder after *6.3.1 Auto mode - (d)
pressing the Start button.

If transducer is in an upright
position, it is easy for the
transducer to overheat. Maintain a <7. Messages
horizontal position as much as
Over Temperature possible.
message is

_ If the room temperature is too
displayed.

high, disorder can be caused in
the cooling. Maintain the room «3.3 Environment condition

temperature at less than 25°C as
much as possible.
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References in the Instructions

Symptom What to do For Use

Wheel does not
roll when moving
the equipment.

Move the equipment by placing the 3.4.3 Figure 4. Transporting
wheel in the "Loose” position.. wheel in “Loose’and ‘Locked’.

In the following cases, stop the operation by cutting off the power to the equipment,
and contact the service center.

N The main power switch spontaneously turns off.

N The LCD screen of operation panel does not illuminate when power is turned off and
then turned on again.

~ When stimulation is not generated by transducer, even after intensity is increased.

N The temperature icon on the screen blinks and the equipment is not operated.

Table 1. Self-troubleshooting
11.5 Regular inspection for performance maintenance

In order to ensure safe use, be sure to do regular inspection from the person who has
been given authorization from the company once per year.

11.6 Warranty

_| This product is manufactured through an intensive quality control and inspection process.

J Compensation for repair and exchange of the product will be in accordance with the
“Consumer Injury Compensation Rule”announced by the Economy Planning Board.

J The warranty period for this equipment is 1 year.

_| If a failure occurs during the warranty period under normal operating conditions, the
equipment will be repaired free of charge by our service center.

_| If a problem with the equipment occurs during the warranty period, prepare the
following customer service request to report to our company.

-1 At the end of the expected service period, disposal of medical devices and accessories
is determined according to the policy of each country.
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12. Applied standards
EN 1041:2008/A1; 2013, Information supplied by the manufacturer of medical devices

EN 1SO 13485:2016, Medical devices - Quality management systems - Requirements for regulatory

purpose
EN ISO 14971:2012. Medical devices - Application of risk management to medical devices

EN ISO 15223-1:2016, Medical devices - Symbols to be used with medical device labels, labelling and

information to be supplied - Part 1. General requirements

EN 60601-1: 2006/A1:2013, Medical electrical equipment - Part 1. General requirements for safety and

essential performance

EN 60601-1-6:2010/A1:2015. Medical electrical equipment - Part 1-6: General requirements for basic

safety and essential performance - Collateral Standard: Usability

IEC 60601-2-10:2012, Medical electrical equipment - Part 2: Particular requirements for the basic safety

and essential performance of nerve and muscle stimulators

EN 60601-1-2: 2015, Medical electrical equipment - Part 1. General requirements for safety - Collateral

standard: Electromagnetic compatibility - Requirements and tests
EN 62304:2006+AMD1:2015. Medical device software - Software life-cycle processes
EN 62366-1:2015. Medical devices - Application of usability engineering to medical devices

MEDDEYV 2.7.1 Rev.4, Clinical evaluation: a guide for manufacturers and notified bodies

[IFU-T-Pa(EN)] 42/44 2021.01.04 Rev.3
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Customer Service Request Form

The purpose of this form is to obtain information that will enable us to expeditiously process
your service request. Please describe the fault or abnormality in as much detail as possible.

1. User information

- Name of hospital:

- Address of hospital:

- User name/telephone number: (Tel: )

2. Information on the equipment in use

- Name of model : SALUS-TALENT-Pro-Aes
- Date of purchase

- Serial number of product

3. Description of technical problems (Describe as much detail as possible.)
4. User checklist

If it is impossible to answer the question yes or no, please add information in the remarks
column. Ifyou are unsure of the answer, you can leave the item blank.

Number Inspection item Evaluation resultRemarks
1 Is.use of the equipment impossible due to the current ves/No
failure?
When the power switch of the equipment is turned on,
2 does the display function, or any part of the equipment Yes/No
function?
3 Is output generated by the equipment? Yes/No
Is the strength of the output from equipment
conspicuously different from when it was first installed?
4 . . Yes/No
If so, how would you rank the difference in performance,
in terms of a percentage?
5 Can you percglve a _chan_ge of output if the output ves/No |
strength of equipment is adjusted?
6 Is there any leakage of liquid from equipment? Yes/No
i ?
7 Is there any damaged part in the external appearance? ves/No

Describe this in the remarks column.

After completely filling in the form, please return it to us.
Telephone 1 +(82) 42-934-5560
FAX : +(82) 42-934-5562
E-mail - service@remed.kr
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13. Contact information

J Purchasing of product and technical inquiry
Address . 4th FL, SiliconPark A, 35, Pangyo-ro 255 beon-gil, Bundang-gu,
Seongnam-si, Gyeonggi-do, 13486, Republic of Korea

Telephone ; +{82) 1588-7395
Fax ; +(82)31-696-4877

_| Customer support

Address ; #301-'303, Migun Techno World Il, 187, Techno 2-ro, Yuseong-gu,
Daejeon, 34025, Republic of Korea

Telephone ; +(82) 42-934-5560
Fax 1 +(82) 42-934-5562

J European Representative

Obelis s.a.

Address : Boulevard General Wahis 53, 1030 Brussels, BELGIUM
Telephone ; +(32) 2 - 732-59-54
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Notarial Certificate

JANG MYEONG SU attorney—in—fact of
REMED CO., LTD.
CEO / Eun—Hyun Koh & Sang Yong Lee

appeared before me and admitted said principal's
subscription to the attached

DECLARATION.

This is hereby };ested on this
7th day of Jul. §023-at -thiy office.

ARSEs

(R ]

Ay

Daehan Law Firm & Notary Office Inc.
Belong to Seoul Central District
Prosecutors' Office

DaeGwang B/D 3F, 36 Dongjak—daero.
Seocho—gu, Seoul, Korea

Attorney—at—law

HAHN BONG KYOO

This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public since
January 6, 2010 under Law No. 11823
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Mut (3aseutens): PEMEN Ko., Jita. (REMED Co., Ltd.)

HacTosimM TOPKECTBEHHO H HCKPEHBE 3aJBSCM:

1. Yrto npunaraemsiii (-sie) aokymeHt (-bi): [[FU-T-Pa (EN)) SALUS-TALENT-Pro-Aes
Huctpyxuus no npumenennio (Pen. 3)_21.01.15 (OBELIS)

E snngeTcH (EBASIOTCA) AOCTOBEPHBIM H KOPPEKTHBIM.
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xopeiickoMm a3bixe, J0GpocoBecTHO nojtarad, YTO OH A0CTOBEPEH K KOPPEKTeH.
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SALUS-TALENT-Pro-Aes MHCTPYKUMA NO NPMMEHEHNIO , {

fgv‘nmme
n 0BaTeNb ITOTO YCTPOACTBA AOMKEN B AOCTATOMHON CTENEHN NOHNMATL €10 GYHKUMU M MEPBI NPEAOCTOPOMKOCTH,
KoTOpbie Heobxoanmo cobnoaaTh Ann ero 5e30NacHOT0 UCNOABLIOBAHKA U cTabunbHol pabotet.

B uennx 6e30NacHOro MCNOAL30BAHUA K NOCACAYIOWErS OGPALEHNA C YCTPORCTBOM, 06A3aTENLHO BHUMATEALHO H3YuHTe
MHCTPYKLMK NO SKCIAYATaLUMK Nepea, ero NpumeHeHnem. 310 HeoBxoaumo ann obecneuenns 6€30NacHOTO HCNOABIOBAHKUA
n ctabuncHoi paboTul yCTROKCTSA.

MHCTPYKMK NO NPAMEHEHWIO COALPHAT PYROBOACTBO NO 3PPEKTUBHOMY MCNONLIOBIHKWIO SALUS-TALENT-Pro-Aes. Ann
KAMHUNECKMX ONPeAeNneHHI, NATONOTHYECKUX NOCASACTBUIA WK APYrUX CBeaeHHi ero dyHKunil, obpaTurecs K
COOTBETCTBYIOWMM MEAULMWHCKUM NybauKaumam.

Nockonbky UHCTPYKUMA NO NPpUmeHEHNIO pa3tnTa Ha OTAENbHBIE FAaBbi, HEKOTOPBIE ONUCaHNA AYGANPYIOTCA.

ECAM y 83C BO3HUKHYT Kakue-nu60 npobnembl 80 Bpema paboThl 060PYA0BEHNA, HEMEANEHHO NPEKpaTHTE ero
MCnonu3osanne u obpaturech B CepBUCHBLINH LeHTp PEMEA {CmoTpure Masy 13).

FICILT Da/CAN19 /44 1INt Ad Dan 2
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SALUS-TALENT-Pro-Aes MKCTPYKUMA NO NPHMEHEHWIO .
1. Undopmaumna no rexHuie GesonacHocTH

1.1 Onpeasnenun cumeonos

QOKorga 8 MHCTPYKUMAX N0 3KCNAYSTAUMH COREPIUTCR 0C06aa HHDOPMaUMA, HOTOPYI0 HEOBXOAUMO NOQHEPKHYTL ©
uenax 6Ge30NACHOCTH, UCNOABSYIOTCA CREAYIOWME TepMUHB W CUMBOAL. Bce npeaynpemaeHns W mepul
NPEAOCTOPOHOCTH ACMKHY BCeFAa COBNINAATLCR.

ONpou3soauTens MAM areHT NPOAYKTa HE HECeT OTBETCTBRHHOCTM 3a MOBOH nuuxbii/matepnansHbil ywepb,
BbI3BAHHLIA HENPABUNLHBIM HCNIONLIOBAHUEM, IKCIAYATAUMER HE NO HASHAYEHNIO U HEOPEKHBIM OTHOWEHHEM K

o6CAYKMBaHHIO NPOAYKTA.

NpeaynpexxaeHue Cumeon <lpeaynpexaeHme® WCTIONL3YETCA AAA  OGOSHaueHuA
ONACcCHOCTW ANA KH3HW ONEpPaTtopa B CAYNae UTHOPMPOBAHMA
NPEAYNPEMARHHUA.

Ocropomno! CumBon «OCTOPOMHO» UCNOMLIYETCA ANA OBOSHAYENMA TOrO, YTO
HecobnioAeHHE 3TOTO NPEAYNPEXRAEHUA MOMET NPUSECTH K TPABMAM
WK NOBPRIKACHUIO.

He Tonkath 3anper Tonxanua obbexTa

He cnpets 3anpeTuT CHALTL Ha NOBEPXHOCTH

Tun BF Pabouan yacre TMna BF {(npeobpasosarens, kabeab npeobpaszosarenn)

UHCTPYRUAH NO NPHMEHEHUIO. Chegyiite HHCTPYRUMAM MO MCRONL30BAHWIO

LSO ®®> P

s" CepuitHBIN Homep CepnitHolil Homep
NpoussoanTens Nponasoautenb
- Aara nponsBoacTsa Jara nponsBoacTea
F
He cknanpinath YiagsaHue Ha TO, YTO NPEaMeThl He A0MKHB WTabeanposaTecn

BEPTHKAALHO AMBO M3-3a xapaxTepa TPAHCMOPTHOW ynaKoBku, nnbo
¥3-38 XapaNTepa CamMmux NPeaMETos

X

FMALT-Da/{FANIR/44 2101 N4 Dan 2
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NPUMEHEHUIO

’ .

«d Bepeub oT AOKAA YKazaHue Ha TO, 4TO TPaHCNOPTHAA YNaKoBKa AO/MKHA 6biTb 3almweHa
OT AOMAA U HAXOAMUTCA B CyXUX YCNOBUAX.
XpynKkni YKasaHue Ha TO, YTO COAEPXKUMOE TPAHCNOPTHON YNaKOBKK XPYNKOE U C

yNaxkoBKoM cneayeT 06pallaTbCa OCTOPOMKHO.

JTOM CTOpPOHOIA BBEPX

[nA yKa3aHua NPaBUAbLHOTO BEPTUKANLHOIO NONOKEHWUA TPAHCNOPTHOW

YNaKOBKMU.

MNepepaborka

s yKazaHua MeCToNoNOEeHNA MyCOPHOTO BEAPa UNU KOHTeHepa.

«BbIKN» (Nutanne)

[na 0603HaUEHNA OTKNIOUEHHMA OT CETH, NO KpaiHeH mepe, ANA ceTeBbiX
BbIKAIOYATENEN MAN UX NONOXKEHNIA, 3 TAKIKE BO BCEX TEX CNYYanX, KOTA

peub naet o 6esonacHocTu.

«BK/1» (Mutanue)

Ana 0603HaYEHMA NOAKNIOUEHUA K CeTH, NO KpaiHeil Mmepe, ANA
CeTeBbiX BbIKNIONATENEH MAW UX NONOXKEHWH, 3 TaKke BO BCex Tex

cnyyanx, Koraa peus naet o 6esonacHocTw.

NepemeHHbIA TOK

YKasaHue Ha NacnopTHo#i Tabnuuke, uto 060pyaOBaHUE NOAXOANT ANA
NEPeMEeHHOr0 TOKa, TOAbKO ANR O6GO3HAUEeHMA COOTBETCTBYIOLMX

KAemm.

Awpexktuea EC 06 omxopax
3NEKTPUMECKOTO 7

aneKkTpoHHOro obopyaosaHua

YKa3biBaeT Ha TO, 4TO, KOrA3 KOHEYHbId MOoNb30BaTeNb Kenaer
YTUAK3MPOBaTL 3TOT NPOAYKT, €r0 HEO6X0AUMO OTNPABUTL B OTAENbHBIE

NyHKTbI cBopa ANA BOCCTAHOBNAEHUA U NepepaboTku.

OrpaHnyeHue TemnepaTtypbl

YKa3atb MaKkCMmanbHbie ¥ MUHUMaNbHbIE Npeaensl Temnepatypbl, Npu

KOTOPbIX ndnenune A0NKHO XpaHUTbCA, NePeBO3UTLCA U UCNONB30BATHLCA.

OrpaHuyeHmne No BNANKHOCTH

YKa3aTb AONYCTUMbIE BEPXHUN U HWKHWIA Npeaenbl OTHOCUTENbHOW

BNAXXHOCTU NPU TPAHCNOPTUPOBKE U XPAaHEHNUN.

Orpanuuenne atmocdepHoro

AaBNEHUA

YKa3aTb AONYCTUMbIE BEpPXHUA W HWKHWI nNpeaenbt aTMOCHepHOro

AaBNAEHUA NPU TPAHCNOPTUPOBAHUU U XPAaHEHUMN.

BHumanue! InekTpuuecrso

Mpeaynpexaexue 06 anekTpuuecTse.

=P8 sIH (| -] OFIE e

MHCTPYKUMA NO IKCNNYyaTauum

[na onpepeneHna mecTa XpaHeHWs PYKOBOACTBA ONepaTtopa UAu AnA

onpeaenexHus MHOOPMaAUUK, OTHOCAWEHCA K  WHCTPYKUMM NO

aKCNAyaTauuu.

FFII-T-Pa(FNY17/44

202101 04 pan 2
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SALUS-TALENT-Pro-Aes MHCTRYKUMA NO NPHUMEHEHUIO

1.2 TpeGosanmn No TexHuKe Ge30nacHOCTH
1.2.1 Mepht NpeaocTopOXHOCTH 8 OTHOUWEHUW INeKTPo6e30nacHoCTH
O HomuHanbHan MOWHOCTE AN 3TOro 060pyA0BaHKHA cocTasnneT 230 B nepemeHHOro Toka.

O Y6eantecn, YTO BCe COBANHMTEALHBIE YHACTKW (AMHMA NUTAHKA naKu nepudeprniinoe 06OPYAOBAHNE) HAANSKALNM
06pasom noARMONEHbI K 06OPYA0BIHMIO.

0 Yéeputeck, 4To 060pyAOBaHUE NONHOCTLIO 3338MACHO.

O PemOHT, pacwimpeHne W YCTAHOBKA ODOpPYAOBaHMA HE AOMKHLI  BLINOAHATHCA  Kem-Anbo, xpome
CNELMANN3UPOBAHHOTO MNEPCOHaNa, YNOJHOMOMEHHOTO npoW3sogutenem. CamosonbHan pasabopka/cGopka
obopyaosatua NONH30OBATENEM KATEFOPHMECKH 3anpeleHa.

O Nepea noaknioveHuem APYroro 060pYACBAHNA, KOTOPOE He YKa3aHO 8 MHCTPYKUNKM NO IKCNAYaTauMK, 06A3aTenbHo
coobuyure 06 3TOM ITOH KOMNAHWUW KAM ATEHTCTBY, MEIOLIEMY NOMHOMOUYHA NO MAPKETHHIY NPOAYKTa.

OBo u3bexaHue SNeKTPHYECKMX NOMEX NPU HCNONL30BaHWM, 0OOpyaveaHHe AOMKHO OwmiTh yCTaHoenNeHO Ha
SHAUMTENBHOM PACCTOAHWK OT AGOTO reHepaTopa, PEHTTEHOBCKOTO 0BopyapeaHna, NepeaalnwLtiero YCTpoiicTea,
MOGHNBLHOrO 2AEKTPONPOBOA3 U T. A.

Q Tpebyer BHUMAHWA W3-33 NOTEHLMANLHLIX SNEKTPOMATHUTHLIX WAKW APYTWX nomex memay MEAULIUHCKUM
OBOPYAOBAHUEM v ApyrMmu yCTpOHCTBaMU.

O No cywectsy TpefyeTca HEIABMCMMBA LENbL NHUTAHWA, W HE PEHOMEHAYETCH COBMECTHOR NHUTaHHe C APYIMMW

NEXTPOHHBIMK YCTPOACTBIMK.
QO He pasmewaiite MEQULIWHCKOE OBOPYJOBAHMUE B mecrax, rae GyaeT TPyAHO OTCOSAMHMTE BMAKY NUTAHKA WAW

APYTYIO CHEMHYIO BHAKY.

1.2.2 Knaccudmuraumm
O Tun v ypoBeHs 33Tl OT NOPANKEHUA INEKTPHYECKUM TOKOM: kaacc |, Tun BF

D CraHaapT HENbITaHUi Ha INEKTPOMATHUTHYIO COBMECTHMOCTD (IMC): wnacc A

PICILT_Da/CAN19/44  HOIA1 Ad Dan2
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SALUS-TALENT-Pro-Aes UHCTPYXUMA NO NPUMEHEHUIO

1.3 Mepb! NPEACCTOPONHOCTH NPH FHCNAYITAUMNMW

O Ycranoska u nepeyctaHosKka OBOPYAOBAHMA BCEIAA AODHHB  BLINOAHATHCH KBANUPHUMPOBAHHBIM NMEPCOHANOM,

YNOAHOMOMEHHBIM NPON3BOAUTENEM,
QO YcranosnenHoe obopyaosanue AOMKHO NOABEPTaTLCA PeryaapHeiM npomepkam GeazonacHoCTW KsanudrUMPOBAHHLIM
NEPCOHAN0M, YNONHOMOULHHLIM NPOUIBOAUTENEM.

NPEAMETOB BC BPEMA NEYEHUA.HEBLINOAHEHUE 3TOTO MOMET MNPUBECTU K

j OcropoxHo! «NOWANYIACTA, YBEAWTECb, NTO MNAUMERT HE HOCUT METANIMYECKUX
CEPbE3HbLIM OXOTAM KOXWi»

0O Pemont wan ycraHoska o6opyaoBaHNWs AOMKHDI  BLHINOAHATLCA TOALHD KBANUPKMLUPOBAKHLIM NEPCOHANOM,
YNONHOMOMEHHBIM NPON3BOAMTENSM, NOITOMY M06an CaMOBONBHAR PAa3BOPKa/cOopka 0BOPYAOBAHNA NOALIOBATENEM
KATErOPHIECKH SanpeLieHa.

<l B yensx anextpofesonacHoctu, oSopyaoceatne ana paboThl BCEFAa ADMKHO GbiTe NOAKNIONEHO K HAABIKHO 333EMACHHOMY
UCTOHHUKY NUTAHNA.

D Onepatop » ynpasnaioumii o6opyacsaHuem SOMAKHB NOAHOCTLIO NOHATL UHCTRYKUMIO NO IKCAAYATALUMK, W OHA AC/HKHI
XPaHKTLCA B HenocpeacTeenHoi Banaoctu or c6opyaocsanma.

Q Yr06m NpeACTBPATHTE HECYACTHBIE CAYSAW M OBECNEeuHTL HAANENKAWEE TEXHUYECKOE OGCAYIKHBAHME, PASMECTHTE
NpeayNPEeNEAIOLME 3HAKH, HanpasaRiowme $Pasul 1 TabAuLY PeryNapHEX NPOBEpoX, Npuaaraemee kK 06opyaosanmio, B
XOPOLLO BHAHOM MECTe PAAOM ¢ 0BopyAOBaHMEM.

0O Nocxonbiy ANR UMPKYAAUMK BO3AYX3 B Kopnyce OGOPYAOBAHNMA YCTaHOBNEH BEHTHAATOP, yOepuTe WTopy wan aobue
ADYTHE NPeAMETD], KOTOPHIE MOTYT RPENATCTBOBATL NOTOKY BO3Ayxa, 86Auan obopyacsaxna.

Q Yaannre 8ogy, CAWPT, NEFKOBOCTAAMEHAIOUWMECA MATEPUA/N W T. N1, U3 3OHLI YCTIHOBKH 060PYA0BIHNKA.

| fIpumevanue Takue npeameTH, KaK HapyuHbie 4ack, mobunbHuie Tenedouvl, moryT Owitb
NOBPEKACHD MATHUTHBIMU NONAMK, NOITOMY OyaLTe OCTOPOMHBI M XPaHMTE MX
[ OTAGNLHO,

0O Bo epems pabotei 0GOpPYAOBaHMA HE NOALIYHTECH MOBHALHBIMH TenedoHamMH, PAAMONPUEMHUKAMH, MOBMABHLIMKU
paanonepeaatinkamu, GECNPOBOAHBIMK NIPYWKamK 1 7. 4. 86au3n 0Bopyaoeatua.

Q Bo spemn pabotul 060PYROBAHNHA NAUMEHT HE ACMAKEH NPUHUMATL HANWUTKY, BOAY M T. A., KOTOPLIE MOTYT NOBAKHATL Ha
paboty obopyaoBannn.

O He ucnonbayitte 060pYAOBAHNE PAAOM C ASTKOBOCNNGMEHAIOWMMUCH AHECTETMKAMM WKW PACTBOPHTENAMM.

QO He pasmelwwaiive npeameTl, KOTOPHIE MOTYT NPEACTABNATL ONACHOCTL ANA OGOPYAOBAHNA, TAKME KK MICNA, XHMHKATHI M T.
A.. PAROM C cBopyposaHnem.

1.4 flenaTs v He faenath

FICILT Da/CMA10/84 OA91N1 Ad Dama
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NPUMEHEHHIO * 3

He ucnoabayiiTe NPHBOP NAPaNNRALHO C ADYIMM INEKTPOHHBIM MEAHUMHCKUM 0BOPYA0BIHHNEM.
0 Y6eantecs, 4TO MATHMTHAR CTHMYNALNA He MPOHUKaeT B 06NaCTb Cepaua.
QO OaHoBpemeHHOE NOAKAINEHWE NAUMWEHTA K BHICOKONACTOTHOMY XMPYPTHHECKOMY WHCTPYMEHTY MOXET Bbi38aTh OO 6
MECTE NOANNICHEHNA SNEKTPOAR CTUMYAATOPA, NOITOMY HE HCNONLIYIATE MX BMeCTe.
0O Kak npasmno, 310 060pyAOBaAHHE HE MOMET WCNOALSOBATECA AR NEUEHUA NALMEHTOB CHeAYIOWMX KaTeropui. Mepen
NOBLIM NeveHHEM ¢ NOMOLLBIO 3TOFO 060PYA0BAHMA HEOOXOANMO NONYYHTE PaspelieHHe ASHALLLro Bpava.,
- MaLUeHTH € BLICOKDH TEMNEPATYPOH, HEPEMEHHBIS MEHILWHDI, NOXUALIE NI0AN U ACTH
« flaunenT ¢ anunencHeil B aHaMHe3e AW CTAaTYCOM WIH CYA0PONHON MHBANUAHOCTBIO
- TTaUMEHT C NOAO3PEHHEM Ha ANHAENCHIO HA OCHOBIHKK AAHHBIX NeKTposHUedanorpadum
- MayuenT ¢ NpUaNaKkamu BHEIWHEH PaHbl FOAOBHOIO MO3Ta W L.
- MaumEHT: ¢ KAPANOCTUMYAATOPaMK, NIOMNAMM AR HHHEKUNH HAPKOTHKOB MAW CAYXOBbIMY aNNapaTamu

- [TauUeHT C YepenHbIMH KMANAHTATAMU

1.5 AnomanbHan peasumna

O Ecnm 80 spemna pabotl 060pyAOBEHHA ¥ NALMEHTA BOZHHKAIOT KAKNE-AHGO AHOMANLHBIE CHMRTOME), ONEPATOP ACMNEH
HEMEANEHHO NPEKPATHTL AEUYEHNE N CBA3ATHON € NGHALLMM BPIUOM.

1.6 OGune npeaynpemaeHRA

A O6a3aarenpHo ucnoab3aydive 0BOpyACBaNne B COOTBETCTBHM C UHCTPYKUMAMM NO IKCNAYITAUMHK.

0 B UHCTPYKUMM NO IKCRAYATALUM ONUCAH METOA NPABMABLHOTO NCNONLIOBAHMA 06OPYACBaAHNA., BHMMATEALHO npouTHTe
UHCTpYRUUIO NO MpmeneHnIo,

Q Sxcnnyatauna 0G0PYACBAHMA AQNKHE OCYWECTBAATLCR NOA HABNIOACHWEM NMUA, WMEIOWEND NPOPUALHOE MEAHUNHCKOS
obpazobanue.

QO AanHan KOMNAHMA HE HECET OTBETCTBEHHOCTHM 33 Mbbie HEAOCTATKH/NOBPEXAEHMA, CBAZAHHLIE C JKCNAYaTauMen
obopyaosanns auuom 6ea meauumuckoro obpasoBanmn.

0O 3anpewaeTon HIMEHATL, NEPEAENbIBATL MAKN HCNOAB3IOBATL ITO OBOPYAOBAHUE ANA KaKMX-AWBO WHLIX uenel, Kpome

NPEAYCMOTPE@HHDBIX.

2. UMNYABCHOR BAGKTPOMATHHTHOR NONR BLICOKONW HHTEHCHBHOCTH

PN P A SFANYT4A Jaa AARIAYL AL a_ _
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SALUS-TALENT-Pro-Aes MHCTRYKUMA NO NPUMEHEHHIO (€

| Kucnopop,
Mutateavhbie i

®oro3AC !

Pucyrou 1. KRetkn n IneHTPOMITHNTHOE NOAS

Kamaan TKanb B OPFaHM3IMe COCTOMT M3 RAETOK, M BCe PYHKUMK OCHOBAHLI Ha BKTWBHOCTM KNeToK. Kampan wnetka
OKPYMEHAKNETONRON MemBpanoi 1 sawmuiena. MTOCKONbKY HOHDI B KICTKE WMEKOT 3aPAj, KNeTouHan MemGpaHa Takme uMeer
3apAA, KOTOPLIA NOCTABARET KMCAOPOA WAM NUTATEALHLIE BEUIECTEA M YAANAET HEHYIKHLIE BELLECTBa M3 KneTit. MembBpanHnbii
3apAS JAOPOSHIX KNETOK Bbille, Yem Y GONbHBIX AW CTAPHIX KNETOK, BRAIDHAA GAKTEPHH, BHPYCH 1 PaKOBLIE KNeTKW.Hanpumep,
PAKOBBIE KAETKM MMEIOT 33pAA MemGpan npumepHOo Ha 15 MB HHXKe, yem 320poBbie KNeTRK. KOraa 33apAg KASTONHOR membpaHy
HU3KNH, KNETKA UMEET CAWIIKOM MaNo 3HEPIMM ANA BLINOAHEHWA CBOEH HOPMAABHON GYHKUMK. UTAK, KNETKA HymA3eTcs 8
BHEPIUN, W MIBECTHO, YTO CTHMYAALMA INEKTPOMATHHTHHIM NOAEM YBENHYMBAELT IHEPTMIO KACTKU W ONTUMMUIHPYET GYHKUMIO
KNETKU, INEKTPOMArHWTHBIE NONA MOTYT MPOXOAHTD YEPE3 KACTKH, TKAHH, OPraHbl U KOocTH Ge3 kakoit-nubo aedopmaunin uau
NOTEPH, AKTUBMPOBATL SACKTPOXMMMID THAHEH W YAYMWATD GYHKUWMIO KNETOK M KAETOMHbIX Membpan. Npoueaypw
doTosREKTPOABMIKYLIEH SACMOTYT MCNONBIOBATLCR ANA CAEAYIOWNX Uenei:

1) Bocnanenne

INEKTPOMATrHUTHOE TNONE YMEHLWALT BOCNANEHME, NEPE3BPAMAA KACTOUHYIO OBEPXHOCTE. ITa NEpe3apAaxa
NPEAOTBPAIALT UeNb BOCNANEHUA BHYTPM KAETKM, yMeHbiuaa 60b U OTEK, CBAsaHHLIE ¢ BOCNanekuem. Kpome Toro, oHo
CHAGaeT KPOBLIO M KMCAOPOAOM CBAACTD PaHB M, KAK FOBOPAT, CNOCOBCTBYET HHICTPOMY BHI3AOPOBACHHIO,

(2) Kocrn » xpawm

DOTOMEKTPOASHNYUIAA IACBO3AHCTBYIONAN Ha OBASCTL NEPEAOMA, MAKCHMHUSUDYET INEKTPMYECKYIO NOAAPHOCTL. 370,
ECTECTERHHO, NOMOrAEY 3aNCYUTL CAOMEHNDI 4acTH M CNOCODCTBYET BOCCTAHOBAGHMIO NOCAE NEpenoMa. 340pPOBtie KOCTH
NOAAECPKRHBAIOT ANHIMUUECKIA GANIHC NONOKMTENBHDIX W OTPHUATeABHLIX 33PAA0B, 8 TO BPEMA KaK CHOMAHHDBIE KOCTH
AEMOHCTPHUPYIOT HaPYWEHWUE PABHOBECHA M HEFATHBHOE INEKTPHUECKOE OKPYIEHUE.B 3TO BpeMA HAYMHIETCA eCTECTBeHHOE
32KUBACHHE TENA B MECTE NEPEAOMa, H MHOTHE MCCASROBAHMA NOKA3ANW, YTO GOTOINEKTROABUKYILAA SACBANURET HA 3TO
ECTECTBEHNOE SAMuBACHUE.,

(3) Bone

FIFIL-T-PafFAN111/44 209100 Nd Dana
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SALUS-TALENT-Pro-Aes UHCTPYKLUMA NO NPUMEHEHWIO %

®OTOMEKTPOABIIKYWAN SACUCNONLIYETCR Ana AeveHun 60an ¢ KoHUA 20 sexa. U3BECTHO, 4T0 GOTOINEKTPOABIKYINAR CHAA

nansaer metabonusm dubpobnacros, XOHAPOLUMTOS, OCTEOBAACTOB, @ TAKKE NMPOMCXOANTL BOSALHCTBME FOPMOHOS M
HeHPOTPAHCMHTTEPOS H3 PELSNTOPH PAZAKUHDLIX KAETOK. PRG MCCNSA0BAHWA NOKASAN, YTO NALMEHTSI, ¥ KOTOPHIX He Bbino
3dPexTa OT XMPYPrHMECKOND BMELWATENBbCTEA, NEKAPCTE WK GHIUOTEPANHN, C MeHbWEH BEPOATHOCTHIO GyAayT NpoxoauTL
nevenne dotToanexTpoasRyuleil cunoil. OHa MCIIONB3YETCR ANA NGMEHWA PasnuHbIX Bonell, Taknx kak Soau 8 cnune, Gonu
8 wee, Sonesuu naeu, OCTEOAPTPUTA KOAGHHOID CYCTaga, NOCITePneTHYecKod Hespanrmu, Tasosol Goau, pacceanHoro

CKACPO32 ¥ HEBPONaTHYLCKOR Ganu.

{#4) Ocreonopos

DOTOINSKTPOABIKYLAA IAC CNOCOGCTBYET 06PA30BAKNIO KOCTEH W NOMOTAET ACMUTL OCTEONOPO3. Panee onyGankosanHbie
WCCAGADBANMA NOKAIAAM, NTO MUHEPanbHaR NACTHOCTE KOCTHW ¥y 20 NauMeHTos C OCTEONOPO3OM, NOAYHABLIWX
$OTOANEKTPOABMKYLLYIO IAC, YBEAHYNNACH 8 CpeaHem Ha 5,6% nocae 6 Hepenb NeNeHNA.

{5) ©ubpormnanrun, ApTpuT, XpoHusecxkan Yeranocrs

WUssecTHO, YTO GOTOINEKTPOABHKYLLAA 3AC oGecneunBaeT HemeaneHHoe obnervenie 60/ y nawentos ¢ pnbpomuantued,
BPTPHTOM M XPONWMECKOM YCTANOCTBIO. OHa TAKKE BAMAET HA AOCTABKY HOHOB KANLUMA, CNOCOGCTBYET YCBOGHHIO KNBUNA
KOCTAMM W NOMOTBET B8 CHHTE3E XPALLEBLIX KAETOK.

2.2 Llenesoe ucnionbiosanne

INEKTPOMATHUTHLIA CTUMYAATOP npeacTasaneT coGOid YCTPONCTBO € INEKTPUMECKMM NPUBOAOM, NPEAHAIHAYEHHOE AnA
MEAMUMHCKMX Lyenieil, KOTOPOE MHOTOKPaTHO COXpawlaeT Muitilihi, NPONYCKAA INEKTPUUECKWE TOKM “epe3 INEKTPOab!, He
CONPMKAcanch € MOPAKEHHDIM YMACTKOM Tena. M, KpoMe TOrOo, BNEKTPOMATHHTHLIA CTMMYAATOP NpeaxasHavuen ans
obecneveHns NOAHOCTBIO HENHBAUBHONW SNEKTPOMATHUTHON CTHMYNALMH MYCHYASTYPH TasoBOIC AHE C  UeALIo
2eabMAMTALMK CNaBLIX MbILIL, TA3a W BOCCTAHOBAGHMA HEPBHO-MLILIEYHOTD KOHTPOAA ANA NEUECHHA HEACPKAHWA MOYW ¥

qyenosexa.
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NRHMEHEHNIO
3. C6opxa
2.1 CocraBHbie YacTH

VNCTPYRUMNM NO NPHMEHEHWIO

Ocnoswoii xopnyc ¢ npeolpasosareaem Cunosoil xabemv

PFEMER Ko, ATA

7

Pucyrion 2. OCHOBNDIE KOMIIOHEHTD
“.2 COCTOAHKE INEKTPOYCTAHOBRN

2 BxoaHan mowmHocTs: 230 B~, S0 Ny

O Notpebaneman MOWIHOCTD: MAKC. 2,8 KBA

3.3 SxoN0rMNeCKNEe YCAOBNS
3.3.1 PaBouan cpena
O TemnepaTypa: 10-28 °C (50-82,4 T)
D BaaxHOCTL: 3085 % OTHOCHTENLHON BAAKHOCTH

O Dasnenne: 70-106 klla

3.3.2 YcRonsA TPAHCHOPTHPORKN M XPAHEHMNA
0O Temnepatypa: ov-10 40 60 °C (ov 14 20140 T)
O Bramwocts: 80 % oTHOCUTEALMOR BABKHOCTY MAKC.

Q Aasaenne: 70-106 xMNa

3.4 MeToa YCTaHOBKK

TTFILT-PafFAN112/44 209101 0d Dan 2
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SALUS-TALENT-Pro-Aes MHCTPYRLMA NO NPUMEHEHUIO (8
Bumumanue AnA NPeACTBPALEHNA ONACHOCTH NOPAKEHUR INEKTPHHECKUM TOROM NOAKAIOYEHHE

AC/UKHO BHINOAHATLCA K 33WMHLLIEHHOMY W 3ASEMACHHOMY NCTOHHHKY NUTAHKA.

3.4.3 Napemeyeinie ¥ YCTANOBKa OBOPYROBIHNUN
O Nepea nepemewwennem oGOpPyACSAHMA OTRAICUNTE NOAKAIONEHHLIR Kabenb NUTAHKUA K CoeaUHUTeNLHUIE Kabenn

nepudpepuitHoro obopyA0BaHNA.

Q Npu nepemenienun 0B0PYAOBARNA YCTAHOBUTE TPAHCTIOPTHPOBOYHOR KONECO 8 HIMKHEN YacTH B xcaobogHoer
nonOMEHHe.

0 Mo 3asepuieHnn NEPEMEWEHNA NPEAOTBPATHTE TPACKY 0GOPYAOBAHHA, YCTAHOBME TPAHCNOPTMPOBOUHOR KONeCo B
nonomexne x3aGnoKMposaHo».

Q Ecan oSopynosBanne NEPEMEILALTCR, KOTAS KONRCO HAXOANTCA B 3a6A0KMPOBAHHOMY® NOIONEHNW, 3TO MOXKET

NPUBECTH K NOBPENALHHIO KONECA, NOITOMY GyabTe OCTOPOMHDI.

4 - ™\ 4 ‘ T \

Puc. 4. TPAHCNOPTHPOSONHOE KONECO B «CBOBOAHOMY (CAesa) u x3a6A0KHMPOBAHHOM? (CNPABA) COCTORHNN.

3.4.4 Npeofipazosarens
O SALUS-TALENT-Pro-Aes — 310 080pyAOBaNME, KDTOPOE MEHEPUPYET MATHUTHOS® NOAE NYTEM NOHAYM CHABHOM TOKA
Ha npeobpasoeatenb. MNockonbky Npeobpaiosatent BLIGEAAET TENAO M3-33 CHABHOTO TOKA, MCNOALIYEMOTO AAR
COBAAHNUA MArHUTHOTO NONA, OXADKAEHWE OCYILECTBARETCA 33 CHET LUPKYNALMN OXNKAIOWETD MACAA BRYTPH
Aarumka. Ecan npeobpasosatent HCNONBIYETCA B HAKNOHHOM NOMOKEHWH, OXANKAAIOWLE MACNO HE JOCTHIHET
BCEX YACTEH AATHMKA, HTO MOMNET NPUBECTH K TPaBMe WK OCTanoBxe paboThi M3-3a neperpesa npeobpasosarens.

No 370/ NPHYMHE PEKOMENIYETCR PACNONAraTL NPeobpalosarent KaK MOXHO Ganee ropHIOHTaNLHO.

OcropomHol PexomeHAaYeTeR gepaTh AaTUMK B TOPUSOHTANBHOM NONOMEHNN.

rFefat P A_ /AN TAF f44 AARAAAY AL -
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SALUS-TALENT-Pro-Aes UHCTPYKUMA MO NPUMEHEHNIO
4. Onucanne npagyxra

1.1 BHewnni supg

4.1.1 Bup cnepean

CH1 MNpeobpasosarens

4.1.2 Bup caagn

4.2 IneMenTN yNpasnieHna
FEFML ¥ DN Tees faa AMMBINT Nl . _ A
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Mavens yNpabBneHun

CH2NpeoGpasosatens

Pucynion 5. Bua cnepean

~—-  Pagwem npeolpasosarenn

Boiwmouarens

“1 BOAHONR TEPMUNHAN NUTAHKA

PucyHox 6. Bupg caaau



SALUS-TALENT-Pro-Aes VHCTpyKUMA MO NPYMEHEHNIO

O6bLee BpeMs paboTbl 3Ha4oK
HaCTPOWiKM

OcTasLLieecs Bpems
1

Mignf«cSwni.«ion

BbI6paHbIii
pexum
WHhopmaymo
NHOE OKHO
MHTEHCUBHOCTb

MarHUTHOro nons
Boi6op
pPeXnumos

1 1 IHz
\\.TTM™

MPYMEHEHVE PEXUMOB

Bbi6op KaHa0B CH1TemnepaTypa npeo6pasoBartens

CH2 Temnepatypa npeobpasoBarens

PUCYHOK 7. 9neMeHTbI ynpaBieHus

5. MNogroToBka K paboTe.
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SALUS-TALENT-Pro-Aes MHCTPYKUMA NO NPUMEHEHNIO - o
5.1 Nepememenne n puxcayun obSopynosanmn

Q nNepen nepemewennem o6OpPYAOBaHMA OTCORAVHWTE Kabenb NUTAHUMA W coeauHUTeNnbHuie Kabenn
nepudpepnitHoro 06OpyAOBaIHHA.

Q Npu nepemewerun oSOPYAOBAHNA YCTAHOBHTE TPAHCTIOPTHPOBONHOE KONECO 8 HIwHel yacth B «caobogroer
NOAOKEHNE,

Q No 3asepweHnn ABWKEHUA NPSACTBPATUTE TPACKY 00OPYAOBAHKA, YCTAHOBUS TPAHCNOPTHPCBOHHOE KONECOo B
NONONEHNE «3aBNOKNPOBAHOA.

O Ecam obopyaosaHue NepemeiaeTen, KOTA3 KONECO HAXOAUTCA B «3a0NOKMPOBAIHHOM» NONOKEHHUM, ITO MOMET

NPUBECTH K NOBPEXAEHKIO KONECA, NCITOMY GyabTe OCTOPOHHEL.

5.2 NogxnioueHne NUTaHNUA

O Nepea axcniayaraumedi mautuHo! yGeauvech, 4TO po3eTKa K kabeab nuTaHun sasemaeHbl.
O Noaxniounte xabenb nuTaHua K pasvemy nutanwua SALUS-TALENT-Pro-Aes, a apyroit kosen nogwmounrte K
323eMNEeHHON CeTeBOMl poseTke.
O YGeauTech, yT0 Kabenb NUTAHUA NPABUALHO NOAKNICHEH K Pasbemy NMHTaNWA W posetke. Ecam coeannenne
HENPaBUALHOR, MOTYT BO3HHKHYTL HeNnpeaBuAeHHbIE npobaembl.
O He nagrntovaiiTe HECKONBRO YCTPOHCTB K OAHOK poseTke.

O B 4acTHOCTH, He HCNoNLIyiHTe KaGenb NUTAKMA, KOTOPLIA CO3AAET NOMEXN NPH NOAKAIOMEHNN,

U. AHCTPYKLMN MO SKCNAYaTaUWun

6.1 Noarovosxa naunenta
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SALUS-TALENT-Pro-Aes WHCTPYKLXA NO MPUMEHEHWNIO

Moxanyiicta, NOArOTOBbTE HECKOJ/IbKO TKAHEBbIX MOMOTEHeLl, KOTopble 6yAyT NMoMelu,eHbl Ha o6pa6aTbiBaeMyto 061acTh
Tena nayueHTa B TUTMEHUYECKUX ULensax. Mbl pekoMeHAyeM XjondatobymaxHble MofoTeHUa WAW HakpbliBalwmne

MaTepuanbl nepen Hadyaaom neyeHunAa.

w 1w '

y.A

TkaHeBoe MosoTeHLe

PucyHok 8. MoaroToska MaLwveHTa

MpwnoxkeHna

Cuctema MOXeT 6blTb UCMONb30BaHA A1 NeYEeHUs pa3/IMUHbIX y4acTKOB Tesa. Ha cnegywwmnx gotorpaduax nokasaHo
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SALUS-TALENT-Pro-Aes VHCTpyKUuA MO NPUMEHEHUIO

ncnonb3oBaHMe Hambonee pacnpocTpaHeHHbIX I'IpVIl'IO)KeHVIVI.

Vipa Horv Pyia

PycyHOK 9. PaznnyHb e MPWIOXKEHVA /151 MbILLEYHOTO TOHYCa

=AM SKCIUTyaTaLmm

BknwouynTe BblKNKYaTenb nuTtaHus, paCHOﬂO)KeHHbIIz Ha 3a,qu|7| naHenun O60py,CI'OBaHI/IFI. |_|pl/l BK/IOYEHNN NUNTaHNA 3KpaH
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SALUS-TALENT-Pro-Aes VHCTpYKLMA N0 NPUMEHEHNIO Y Q

naHesn ynpasJ/ieHUsA BKJAlOYaeTCsd, Kak NokasaHO HWUXe, W HAa MTHOBEHMe noaBngeTca akpaH c¢c norotunom PEME/M, 3atem OH

hekntoyaeTca Ha rnaBHbI 3KpaH.

Talent Pro

PucyHok 10. Jlorotvin PEVE/], PucyHok 11. HauarnbHbI akpaH SALUS- TALENT-Pro*Aes

KOMMO3MLM [11aBHOMO SKpaHa BbINSAAT C/IEAYHOLLM 06Pa3oM.

Total <4=eratkn time Con59ui'aik>n
<on

Mode detected

tnformation
WIntbw o
~  Magnetic fieid

intensity

CHI TransduCTf tempefatuie
CH2 Transducef tempecatuie

o
Pve. 12. meBHLI 3KpaH

Pexunm paboTbl mmeeT ABTO 1, ABTO 2, lNonb3oBaTenbckme Pexumbl. B To Bpemsa kKak B pexummax ABTo 1 u ABTO 2 3apgalTcs

3aBOACKME 3HAaYeHWs NapameTpa, NOAb30OBaTeNn MOFYyT ycTaHaBnMBaTb CBOM COGCTBEHHble nmapaMeTpbl BNAOTb A0 1 B pexume

CneunanucTt. Boibepute n HAXMNUTE PEXUM, KOTOprVI XOTAT peasnn3oBatb nosnb3oBatenn.

6.3.1 ABTOMATUHECKIIA PEXXNM

3TOT pexXum mmeeT nogpexmmbl ABTOol-1~ ABTO1l-4, KOTOpPble BK/AOYAKT 4acTOTy, NMPOLOJ/IKNTENbHOCTb LMUKNa, WUHTepBan

FMICI1 T DA/ENNINA /AA 2N21N1 NA DAR2
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SALUS-TALENT-Pro-Aes VHCTpyKUMSA MO NPUMEHEHNIO

Mexnay uuknamu, ycTaHOBJ/IEHHble Ha 3aBoge. CurHan BbIGpPaHHOro pexmma MNOBTOPHO NMPUMeHAeTCA NoNb3oBaTensaMu B
eyeHue BpemeHU paboTbl. [oxanyiicta, cmMoTpuTte «8. TMPOTOKONbI feyeHUa». Cnocobbl pa6boTbl B pexume ABTO1

cnepytowue.

(a) Mcnonb3ya ceHCOpPHbIV 3kpaH, Bbibepute pexnm Autol
N NMoBepHUTe Kodep, 4TOObl BbiGpaTb pexXxuM. BoibpaHHbI

pexunm npeancrtasneH BerHeI‘;I N HUXHel yacTblo ancnnes.

(6) Bbibepute «kKaHan 1 w/wnn KaHan 2. KHonNka
BbI6pPaHHOro KaHana 6yaeT 3aTeMHeHa W akTuBUpoOBaHa.
Monb3oBaTenn MOFYyT akTuBuMposBaTb OAUH wnnm oba

annamkKkatTopa COOTBeTCTBEHHO.

(B) Moxanyiicta, yctaHOBUTe BpemMs, MNOBepHYB Koaep,

4yTO6bl YCTAHOBUTbL 06U ee BpeMsa paboThl.
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SALUS-TALENT-Pro-Aes MHCTPYKLMA NO NPUMEHEHWKIO

(r) Ecnn vamara xHonka «Craprs, obopyaosanne pabortaer
€ HANPAMEHHOCTLI0 MArHUTHOID NOAR, YCTAHOBNEHHOMH
NOBOPOTOM KOAEpa. HanpAXEHHOCTL MarHWUTHOTO NOAR
TaKkMe MomeT GbiTh NOKAJaHA B paaene HaNPAMEHHOCTH.
Mocne 3asepleHuA  ONEPAUNN  HDKMNATE  KHONKY

OCTaHOBKH, YTOObI OCTAHOBMTE NEUATL.

FAFL T D, /EM\1A2 /24 ANNINTG Ad n__ 4
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SALUS-TALENT-Pro-Aes MHCTPYKLMNA NO NPUMEHEHUNIO
N5

6.3.2 Pexum ABTO2
*TOT pPeXum wumeeT noapexmmbl ABTO2-1~ ABTO02-5, KOTOpble TakXe BK/AWYawT B cebda 4acToTy, NMPOAO/IKUTENbHOCTL
nepepayn, WHTepBan Mexay nepegayamMmu, ycTaHOB/NeHHble Ha 3aBoge. CurHan BblGpaHHOro pexwuma MNOBTOPHO
npuMeHseTcAa NOMb30BaTeNAMN B TeueHNe BpeMeHWN paboTbl. Moxanyiicta, cmoTpute «8. NPpOTOKONbl NevyeHuUsa». Cnocobel
paboTbl B pexnme ABTO2 cneayrouime.
|:| (a) icnonb3ys CEHCOPHbLIN 3KpaH, BblbepuTe pexmm ABTO2
uix4

N NOBEPHUTE KOoAep, UTOOGbLl BbiGpaTh peXum. BolbpaHHbI’

pexum npegcrtaBneH BerHeI\;I N HUXHEN yacTblo gucnnes.

(6) BbibepuTte «kKaHan 1 wn/wnn KaHan 2. KHonka
BblIGpaHHOro kKaHana 6ypeT 3aTeMHeHa M aKTMBUpOBaHa.
Monb3oBaTenu MOryT akTuBMmpoBaTb OAUMH wunm o06a

annanmKatTopa COOTBETCTBEHHO.

(r) MoxanyiicTa, ycTaHOBUTe Bpems, MNOBEPHYB Koaep,

4yTO6bl YyCTAHOBUTH ObLW,ee BpeMsa paboThbl.

MCI LT_Da/ERNIDA/AA 209101 NA Dan 2
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SALUS-TALENT-Pro-Aes VHCTPYKUMA NO NPUMEHEHHID

4

{r} Ecamn waxkara knonka «CraprTe, obopyaosanue paboTaer
€ HANPAKEHHOCTLIO MarHWTHOTO NOAA, YCTAHOBAEHHOW
NOBOPOTOM KOAEPa. HanpRKEHHOCTL MArHUTHOTO fOAA
TaKKe moet GuiTh NOKA3aHa B PA3AENe HANPAMEHHOCTH.
Mocne sapeplieHHA ONECPAUMM  HAMMWTE  KHONKY

OCTAHOBKM, YTOOM OCTAHOBNTDL NeYaTh.

nYAr taa nRaAd Al
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SALUS-TALENT-Pro-Aes UHCTPYKUUA NO NPUMEHEHUIO

6.3.3 Nonb3osarenbckuii pexxum

4

14

Nonb30BaTeNBCKUIA PEXXUM MOXKET YCTaHaBAMBATL 3HaUeHUA napameTpos oT 1 My Ao 50 Mu. Kakabii Anana3oHn HaCTPOMKK

napametpa obecneunsaer cneayioulee:

Yacrora (M) Bpemn sikniouenus (cex) | Bpemsa otkniouenms (cex) Cuna({%)
1~5
6710 10 5 100
11~15 8 5 100
16~20 7 5 100
21~25 7 5 100
26~30 6 5 100
31~35 6 5 90
36~40 4 5 70
45~50 4 5 60

Noxanyiicta, 06paTUTECh K NPUBEACHHBIM HUXKE UHCTPYKUMAM ANR peanusaunn Pexuma Cneunanucra.

a) WNcnonb3yAa CEHCOpHbLIA 3KpaH, Bbibepute pexum
NONL30BaTeNA M nOBepHUTE Koaep, 4ToOL BbLIGPaTL
vacroty. BuibpaHHas yacTota otob6paxaeTca Ha BepxHeM U

HWKHEM YPOBHAX AuCNAen.

(6) Bwbepure kawan 1 wu/wnn xanan 2. KHONKa
8bI6paHHOro KaHana GyAeT 3aTemMHEHa M aKTUBMPOBAHA.
Monb3osatenu MOFyT aKTMBUPOBATL OAUH uan  oba

annankatopa COOTBETCTBEHHO.

FICIL.T_Da/CAMN12R /AA

IMN21N1 NA Dan 2
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NPUMEHEHWIO

¢

{(s) NMowanyiicta, ycTaHOBUTE BpemA, NOBEPHYB KOAEP,

yrobbl ycraHosuTe 061ee spema paboTe.

{r) Ecan HaXaTa kHonKa «CrapT», oBopyaosanne paboraer
C HaNPAXEHHOCTLIO MArHUTHOTO NOAA, YCTAHOBAEGHHONR
NOBOPOTOM KoAEpa. HanpAKEHHOCTE MArHMTHOTO NONA
TalKe MOMET GuiTh NOKA3aHa B PAINENE HANPAKEHHOCTH.
Nocne 33BEPWEHMA  ONEPaLMH  HAKMUTE  KHONKY

OCTAHOBKH, YTOGBI OCTAHOBMTL NENATD.

Famis w W Iman vam taa mAmnana AE -
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SALUS-TALENT-Pro-Aes UHCTPYKUNA N0 NPUMEHEHHIO
6.4 NapameTpdl cpegb

APKOCTL IKPAHA ¥ FPOMKOCTE MOMHO PEryANpPoBaTL. MHCTPYKUMK MO HACTPOWKE NPUBLACHBI HUIKE.

{a) Haxmute Ha HacTpoOilKy cpeabl B Npasoi BepxHeH

4aCTH IKPaHa C NOMOILIO CEHCOPHOTO IKPaHa.

{6) Nocne TOro, KAK NOABUTCA BKPAH HACTPOUKM Cpeas,
OTperyanpyiiTe APKOCTL 3KPAHa M MPOMKOCTL € NOMOWLLIO
cTpenok eneso u Bnpaso. MNocne 3aBepuwieHnA BCex
HaCTPOEK 3aKpOHTE IKPaH HACTPOeK CPebl, HANAB 3HAMOK

3aKPLITHA OKHE B NPABOM BEPXHEM YIAY 3KPaHa.

@ 000 LPMH (&) INFO@CIRMIRU €@ WWW.GOSZDRAVNADZOR RU
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SALUS-TALENT-Pro-Aes NHCTPYKLUMNA NO MPUMEHEHUIO

7. CoobLUeHus

Meperpes

SALUS-TALENT-Pro-Aes — 3T0 ob6opypoBaHue, KOTOpOe reHepupyeT MarHUTHOe MNose NyTeM nNogdayn CUAbHOro TOoKa Ha
npeo6pa3osaTenib. [MOCKONbKY Tenno BblpabaTbiBaeTcs npeob6pa3oBaTtenemM C MCNOMb30BaHUEM CUNBHOTO TOKa, UCMONb3yeMOro
ANS  C€O3[4aHMA MarHUTHOro MNoNs, OoXjnaxheHwue ocyuwecTBnfeTcs 3a CYeT LUMPKYAaUMM oxnaxpgawlwero mwmacna BHYTPHM
npeob6pasosaTens. Echn npeob6pasosBaTtenb UCMNOMb3yeTCA B HAK/IOHHOM MOMIOXEHUU, OXNaxjallwee Macio He JOCTUTHET BCeX
yacTten npeobpa3oBaTens, YTO MOXET NMPUBECTN K TpaBMe UAN OCTaHOBKe paboTbl. B cBA3M C 3TMM pekOmMeHAyeTCH pa3mew,aTb

npeo6pa3oBaTesib B FTOPNU3OHTA/IbHOM MOMTOXEHUN.

MNeperpes
970 coobLeHNe NcHE3HET Yepes HECKO/IbKO
MUHYT.
He BbIK/1t0OYaTe KHOMKY NUTaHNS

Pvc. 13. Coo0LLIEHVE O reperpese

OcTOopoOXHO! PekomeHAayeTcsa AepXaTb AaTUYUMK B TOPU3OHTA/IbHOM MOJIOXEHUMN.

7.2 OxnaxgeHve nNpeobpasoBaTess
@ 000 LMPMH [ INFO@CIRMLRU & WWW GOSZDRAVNADZOR RU
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SALUS-TALENT-Pro-Aes UHCTPYKUUA NO NPUMEHEHUIO R ~

SALUS-TALENT-Pro-Aes u3amepaeT vemnepaTypy npeobpa3oBaTena uepes peryiapHbie NPOMEXYTKU BPEMEHU, U ecnu
2paTypa npeBbiWaeT yKasaHHyI0 Temnepatypy, nonb3osarens 6yaer onoseuweH npeaynpexaeHnem U 3ByKOBbIM CUFHANOM,

KaK NOKa3aHo Ha pucyHke 14.

Puc. 14. Coobwenne 06 oxnaxaennn npeobpasosarenn

7.3 Ounbka npeobpasosarenn

SALUS-TALENT-Pro-Aes sceraa nposepaeT coeauHeHue kabens npeobpasoearens. Ecnu kabenb otcoeauHeH unu NOBPEXKAEH,
orobpamaerca coobwenue, puc. 15. B 3tom cnyvae obopyaosanue 6onbuwe HeNb3A HCNONb30BaTb, M NONL3OBATENb AO/IKEH

06paTHTLCA K YNONHOMOYEHHOMY NEPCOHaNy HaWwero MecTHOro AMCcTpubobioTopa No o6cnyXuBaHuUIO.

Pucynok 15. Coobuienune 06 owmnbke npeobpasosarenn

’ Npumeyanne O6opyaoBawue  BCeraa  NPOBEpPRET  COCTOAHME  coeAuHeHua  Kabens,

| NOACOEANHEHHOTO K NpeobpasosaTtento.

8. TexHUUECKME XapaKTePUCTHKN

FIrIl Y N_/FANTANA /22 AANINY AL
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NPUMEHEHWIO

O Pasmep: 468 (A1) * S02 {1L1) * 997 (B) mm

O Bec: npuba. 60 kr

8.2 MowHocTs

O BxogHaa moutHocTs: 230 B, S0 My,

Q Notpebaneman MoOWHOCTL: MaKe., 2,8 kBA

8.3 Cuna MariuTHOTO Noan

Q Kanana 1: 3,0 Ta = nn (£20%)

Q Kanana 2: 3,0 Tn - nn (£20%)

2 Pexum Astol: Astol-1 ~ Asrol-4
Q Peum Aero2: Asto2-1 ~ ABT02-5

D Nonvaosatenscruis pewnm: 1 fy ~ 50 Ny

9. IMC-uzAYIEHNE N NOMEXOYCTORINBOCTL

Pyxosoacrso u flexnapayun MponssoauTenn — Inexrpomariurioe Uanywenue

Frea v B /EvN 191 /44 AMNAIAY NA faa
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SALUS-TALENT-Pro-Aes UHCTPYKUMA NO NPHMEHEHWUIO

Cncrema SALUS-TALENT-Pro-Aes npepHasHaueHa ANR UCNONLIOBAHHA B ONUCAHHON HUME INEKTPOMArHWTHOR cpeae.
3aK3a3WNK HAW NOAb30OBaTENL OBOPYADBAHNA SOMKEN YOLAUTLCA, YTO OHO HCNIONB3YETCA B TAKHX YCAOBUAX.

w3nyuenna IEC 61000-3-3

Tecr na soibpoch Coomsercrene NGKTPOMATHMTHAR CPEAS - PYKOBOALTEO

PY-uanyuyenne EN55011 fpyonal Cucrema SALUS-TALENT-Pro-Aes HamepeHno
reHepupyetT  u/MaM  NCNOABSYET  KOHAYKTHBHO
CBA3BHHYID PAAMOMACTOTHYIO 3HEPruI0, KOTOPaR
HeoOXOANMA ANA BHYTPEHHErD GYHKLUWOHWPOBAHKA
camoro obopyaoBsanmna.

PY-uanyuenne EN55011 Knacc A Cuctema  SALUS-TALENT-Pro-Aes noaxoawr Ana
WCNONL30BAHUA BO BCEX YHPEMACHHAX, KPOME IKHABIX

Fapmonmnueckue nsnyyenus IEC CooreeTcrayer W TEX, NKOTOpble HANPAMYID NOAKAINEHM K

61000-3-2 o5EeCTBEHHOW CETH INEKTPOCHAOIKEHWR HUIKOro

KoneGanwn nanpmwennn/ mepuanioume | Coor HANPANEHMA, NUTAIOWEH IAZHUA, HCROAbIYEMBIE AR

6LITOBLIX HYKA,.

PywosoacTso u fleknapauun Nipoussogurenn — nexTpomarinrioe Uanyuenue

FIFIL.T-Da /EM 12% /44 20101 NA ban 2
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SALUS-TALENT-Pro-Aes NHCTPYKUMA NO NPUMEHEHWO

Cucrema SALUS-TALENT-Pro-Aes npeaHasHaueHa ana HCNONLIGBAHUA B ONHCAHHONW HMME INEXTROMATHWTHOR cpeae.
3aKasuNK MM NONBL30BaTENL OBOPYAOBAHNA AOMNKEH YORANTLCA, UTO OHO UCNOALIYETCA B TaKUX YCNOBHAX.

KnLITANNE HA Tecrosuiit Yposens IEC yposenn ANEATPOMATHHTHEN CPEnA -
MomexoycroRuNsocT> 60601 Cooteercrenn PYNOSOALTBO
IEC 60601
dnexrpocTaTHueckni 18 KOHTaKT 18 KoHvaxT Moast AonwHu GuiTh  ACPEBAHHBIMM,
paspaa (ESD) IEC +1S atmocdep 15 atmocep GeTOHHLIMH  WAM M3  KePRMHUECKOM
61000-4-2 NAUTKN, Ecau nons NOKPbLITLY
CHHTETHYECKUM marepuancm,
OTHOCHTENLHAA BAAKHOCTL A0AMHA GoiTy
He menee 30%.
InexTpuvecKne 2 B AnR AMHKIA 12 kB AN AuHniA KauecTso ceTv SNEKTPONMTAHKUA HOMKHO
GuicTphie nepexoaHbie anexTponepenav anexTponepesaay COOTBETCTBOBATL THIRYHBIM
NPOLECCH)/ UMNYALCHI KoMMepueckum  unM  BONLHUYHLIM
1000-4-4 YCNOBMAM.
-: iepeHanpawenne [EC | £1 uB anddeperymanchuii | 1 k8 3amTa OT NEepeHanpAmeHHi AOMKHA
61000-4-5 peXuM anddeperunanshtiit | GuiTb BCTPOEHAE B OCHOBHONW MCTOYHMK
1 2 uB, oM pexmm pemmm fUTaHUA obopynosanna, ecnM
1 2 xB, oSwmit pexum HeoBX0AWMO rapaHTHPOBATL JALMTY OT
NepeHanpAMeHus.
Nposanei HanpskeHnn, | <5 % UT (nagexne >95 % <5 % UT (napenHue KauectBO  3NEKTPONWTAHWA  AOMKHO
KPaTKOBPEMEHHDLIE UT) 3a 0,5 yukna >95 9% UT) 33 0,5 unkna | COOTRETCTBOBATETHMIIMMHDIM
nepe6on n koneGanna | 40 % UT (nagenue 60 % UT) | 40 % UT {napgenne 60 9% | xommepueckum  HAM  GONbHIMHLIM
HANPAEHUA Ha 3a 5 ynxnos UT) 3a S yurnos ycaosuam. ECan nans3osatenio cucremel
BXOAHBIX AMHUAX 70 % UT (nagenne UT va 70 % UT (nagenue UT va | SALUS-TALENT-Pro-Aes Tpebyercn
aneKTpocHabeHuA, 309%)3a 25 uwknos 30%)33 25 uuKknob HenpepuisHaa pabora Bo  epems
IEC 61000-4-11. <5 % UT (nagenne >95 % <5 % UT {nagenne NepepnBos B NOAAYE 3NEKTPOIHEPIUM,
UT} 3a 5 cex >95 % UT) 3a 5 cex pexomeHayeTca, Y16 CHCTEMA
SALUS-TALENT-Pro-Aes  nutanaco OF
nerouHuka 6ecnepeboliHOro NUTaHuA.
Yacrora cetw (50/60 M) 3A/m 3A/m MariuTHbie NOAR  NPOMbIWANEHHON
MarsurHoe none yacrotel A0MKHD ObiTh Ha ypoeHe,
IEC 61000-4-8 XAPAKTEPHOM ANA  TUNUMHOIO MECTa
THIMUHBIX KOMMEPHECKHX WAM
GOALHUUHDBIX YCAOBMAM.
YCToRMUBOCTD k|80 MIy — 25 My, 2 Iy OGopyaosaHne QOMKHC WCNONLIOBATLCR
HOYACTOTHOMY AMnAauTYAHanA TOABKO PAAOM C APYIMM 0GOpYAOBaHNEM,
uanyuermnio EN61000-4-3 | mogynsumn 80 % COOTBETCTBYIOWMM CTaHAAPTY ENGDG01-1-2

M0 T D /EMY 129 /44

M2IN1 Nd e =
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SALUS-TALENT-Pro-Aes WHCTPYKUMA NO NPUMEHEHHIO

3WUMUWEHHOCTD OT 0,15 My -80MlMy 2y, O6Gopyaosanue A[OMKHO WCNCALIOBATHCA
KOHAYKTUBHOrO AMNANTYAHAA TOALKO PAAOM € Apyrum oSopyaosaHnem,
F QMACTOTHOTO mogynauun 80 % COOTBETCTBYIOWMNM CTaHAAPTY ENSOG01-1-2.

uanyuexnn EN61000-4-6

NMPUMEYAHMUE: Ut - 370 HanpaKeHre CETH NEPEMEeHHON0 TORa A0 NPHMEHENNA TECTOBOTO YPOBKA.

| Pyxosoacteo u flexnapaunn Nponasoaurenn — IAEKTPOMArHuTHoe HanyueHne

crema SALUS-TALENT-Pro-Aes npeaHasHaVeHa ANA MCNOAL3OBAHKA B ONUCAHHOW HUE SNEKTPOMArHWTHOW cpeae.
l 3aKa3YNK HAK NOAL3OBATEND OGOPYAOBAHNA A0NKEH YOEAUTHLCR, YTO OHO HCNONLIYETCA B TaKMX YCAOBUAX.

MCILT_Da(CM124/44 207101 N4 Dan 2
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SALUS-TALENT-Pro-Aes MHCTRPYKUMA NO NPUMEHEHWIO

Menbitanne Ha NoMexoycToiunaocty | Tecrosuiil Yposens Yposeno INSHTPOMETHUTHARN CPEAD -
IEC 60601 Cooreercrsus PYXOSOALTBO
BOAHON PAgNOMACTOTHBNIA IEC 3 B cpepnexs. 3 B cpeanexs. MNopratTueHoe ®u  mobBuavHoe
61000-4-6 150 iy - 80 3B/m obopyaoBanne pPaguOHMACTOTHON
PaauouacroTHoe uanyyerme IEC 3B/m CBAIN HE ACMKHO UCNONL3OBATLCA
61000-4-3 8oMMy-2,5 6ane k MmoGoit vactu cHcTemol

SALUS-TALENT-Pro-Aes, skmouan
rabenn, uyem pexomeHgyemoe
PACCTOAHUE, PACCUNTAHHOE NO
YPABHEHNIO, NPHMEHUMOMY K
HaCTOTHOMY NEPEAITINKY.
PekomeHgyemoe pasaenvurensHoe
PACCTOAHKE

a=v‘vﬁ

d= [%]JF

80 Mfu - 800 My

a= %]JF

800 MMy -2,5 My

lae P —  makcumansHan
HOMUWHANLHEA BLIXOAHAA
MOUHOCTL NEepeaaTyuKa B BaTTax
(BT), yrasanHan npomsBoguTenem
NepeaaTINKA, a d -
PEKOMEHAYEMOe paccroaHue B
metpax {m).

HanpseHHOCTD nona or
CTaUMOHaPHBIX PY-nepeaaTunkos,
onpeaeneHHan

ANEXTPOMATHHTHDIM
obcneposannem yqacTia®,
AoMKHA Obitb meHbWwe YPOBHA
COOTBETCTBNA s KamQoM
YACTOTHOM Amanasone®.

Fofia  h_ /PN 1aP 144 AAARAAY AL =
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SALUS-TALENT-Pro-Aes UHCTPYKUMA RO NPHMEHEHNID b (
Momexu MOoryT BOSHUKaTL B6GAN3IM

obopyaosannn, NOMEYEHHOmo

CABAYIOUIM CHMBONOM:

NPUMEYAHME 1. Npu 80 My » 800 MTy npumenseTca Gonee SHICOKMA HACTOTHBIR AHANAIOH.
NPUMEMAHUE 2. 3T PEeXOMEHAALMH MOTYT MPUMEHATECA HE BO BCex cutyaumax. Ha pacnpocTpaseHne anexTpoOMarHHTHOMN
MSAYYEHNA BANACT NOMOLIHUE W OTPAXKEHHME OT KOHCTPYKUMH, OODEKTOB 4 MoaeH.

a. HanpamenHOCTL NONA OT CTAUMOHAPHLIX NEPEAATMMKOB, TaKMX Kax G6asosbie CTAHUMM ANR  paguoTenedoHos
{covoBLix/6ecnposogHbix) W Hazemubix MOBMALHLIX PaaUOCTaHUWi, niobnrensckoro paawo, AM- n FM-paguoseluanns «
TENeBUIUOHHOIO BEWAHNA, HEBOIMONHO TEOPETUYECKH NPEACKASaTh C TONHOCTBI). [INA OUSHKH 3NEKTPOMarHMTHON 0B6CTasoBKK
[ 1 CTRLMOHAPHBIX PAAUONEPEAATMUKOB CEAYET PACCMOTPETL INEKTROMArHWTHOE obCneaosanne yyacTka. Ecan namepennan
CUA2 NDNA B MECTe, TAE MCNONLIYETCA cucTema SALUS-TALENT-Pro-Aes, NpesuiiaeT NPUMEHMMBIH YPOBEHbL COOTBETCTBMA
PaAnoONacTOTaM, yKasaMHuiil Buiwe, cnepyer Habnoaate 3a cuctemoild SALUS-TALENT-Pro-Aes, urobei yGeantocn & ee
Hopmanbhoil pabote. Mpu OGHAPYIEHMM OTIAOHEHWH OT HOPMBI MOTYT NOTPEBOBATLCA AONOAHWUTENBHLIE MEPL), TAKME KIK
NEPEeOPUEHTIUMA HAM NepemewieHne cucTembl SALUS-TALENT-Pro-Aes.

6. B ananasone yacrot ot 150 My 40 80 MIu, HANPAKEHHOCTL NOAA AOMKHA GbiTh meree [V1] B/m.

FICILT Da/CainN192 /44 MNMNiNt Ad A~
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SALUS-TALENT-Pro-Aes MHCTRYKUMA NO NPUMEHEHMIO
Pyxosoactso n flexnapaunn Mpoussoautenn — INEKTPOMarHuTHoe Usaywenue
Curtema SALUS-TALENT-Pro-Aes npesHazHaueHa AAn MCNOALIOGAHWMA B INEKTPOMArHUTHOR cpeae, & KoOTOpOH

TPOAMPYIOTCA  W3NYN3EMDBIE PAAMOMACTOTHMIE nomexw. MNoxynatens WAM  NOALIOBATEAL  CHCTEMBI
SALUS-TALENT-Pro-Aes MOXET NOMOMb NPEAOTBPaTHTL JNEKTPOMATHWTHLIE nomexu, cobAwaan MUHMManbHoe
PacCTOARNE MEXAY NOPTATHBHLIM W MODMALHLIM PaaUONacTOTHBIM OOOpYAOBaHWeM CBASKH (NepenaTunKamu) «
cncremoit  SALUS-TALENT-Pro-Aes, KaKk PeKOMEHAOSIHO HIKE, B COOTBETCTBUM C K MAKCMMANLHOR BLIXOAHON
MOWHOCTBIO KOMMYHMKALMA.

HOMMHAALHEA  MAKCHMBNDHAN PasaeauTEALHOE PACCTORHNE B 3ABMCHMOCTH OT HACTOTH! NEPEAITYNNA
BbixogHan MOWMHOCT 150 xfy, - 80 MMy, 80 MIiy - 800 My, 800MIuy- 2.5My
By 7
nepssariac, = B]e | o= a- [T
A\ /A E,
0.01 0.117 0.117 0.233
0.1 0.369 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

ONR NepeaaTINKOS C MAKCHMANLHOR BHIXOAHON MOWHOCTLIO, HE YKA3aHHON Bbiwe, peHoMeHAYemoe paccTonnne d 8 meTpax (m)
MOMHO OUEHNTL C NOMOILLIO YPABHEHHA, NPHMEHMMOID K 4acToTeé NEpeaaTMKa, TAe P — MANCHMANDbHAA HOMKHANBHAR
BLIXOAMAR MOLIHOCTL NEPEAATUNKA B BaTTax ( W) B COOTBETCTENM C NPON3BOANTEACM NEPLAATINKA.

MPMMEYAHUE 1. Ha yacrotax 80 My, w 800 MY NPUMEHRETCA PACCTOAHKUE PASHOCA ANN ANaNa3oHa Gonee BLICOKUX YacToT.
NPUMEYAHUE 2. OTU PEKOMEHAALMH MOMYT NPUMEHATLCA HE 80 BCeX CHTYAUUAX. Ha pacnpPOCTPaHEHUE SAEKTROMAarHUTHOM
M3NYIEHHA BAUACT NOTMNOWEHNE M OTPANEHUE OT KOHCTPYKUMA, oGbexToB 1 Moaei.

FYEN T Do /A 197 /44 nABANT NA .. -
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SALUS-TALENT-Pro-Aes UHCTPYKLHA NO NPUMEHEHNID

I lacro 3sanasaembie BONPOCH

81) MOXHO A1 €ro HCNONLIOBITH AR OGNACTU TRAA C MCKYCLTERHHBIMM CYCTABAMMW MAK NASCTUHYATHIMMK WTHdTAMKU?
A) W3-3a xapaKTepa mardMTHOrO NoAA GyAeT reHepUPOBATLCA MYGOKOE TEeNNOo, KOTOPOE MOMET Bbi3BaTL IMYBGOKHE OO,
B2) Tor e cambiii 3P HEKT MONHO MCNOALIOSATD HA ogemae?

A) OAHON U3 XapaKTEPUCTHK MArHUTHOTO MONA ABARETCA &0 NPOMWLUAEMOCTb C BHANOTUMHBIM TePaneBTUYECKHM 3ddeKxTom.
Moatomy ero MOXKHO HCNONLIOBATL H3 OAEKAL.

B3) CywiecTeyior im Kakse-nuGo Mepbl NPEACCTOPOINHOCTM NPX HCNOALIOBAHNM Ha opexae?

I, WM Ha OAeNAR €CTb METANNMYECKDE YKPALIEHWUE, MAarTHUTHOS NONE MOMET BLI3BATL OMOMM HA MOBEPXHOCTU KOMKM.
{(Hanpumep, KoNLLUA ANA NAMOK SIOCITANLTRPS, METANANMECKHE YKDALEHNA HIWKHETO GenbR, METANNOCoARPKaLLME BONOKHE).
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SALUS-TALENT-Pro-Aes MHCTPYKUMA N0 NPUMEHEHUIO

11. Texuuuecxoe obcaymusanue

11.1 Npoueaypa oUNCTKW

O Yucrotry SALUS-TALENT-Pro-Aes W NPHMHAANEKHOCTER MOMHO NOGAEPMWBATL PASAHUHBLIMKH cnocobamn. Wsberaiite
NOBPEMACHNA MK 33rPASHEHUA OBOPYAOBAHUA, HCNIONB3YA CCAYIOWMNE PEKOMEHAYEMBIE METOAN.

O Mepuognueckn NPOTHPARTE BHELIHIOW MNOBEPXHOCTL OOOPYAOBIHNA, OATUNK W CEHCOPHBIA IKPAH MATKOW TKAHBIO,
CMOUEHHOW chupTom. He mcnonsnayiite abpasnei, NakM, pasbasutenn, STMAEH WAM OKCHAD), TaK KaK 3TH MAaTEPHaNbl

MOTYT NPHUBECTH K HEOBPaTUMOMY NOBPEKALHNIO 06OPYAODBaHNA.
0 He norpyxaiite kaKy0-an6o Yyactb 0OOPYAOBAHUA B IUAKOCTL AW MolOLliee cpeacTeo. Kpome TOro, Heabss A0NYCKaTh
NOTIAAAHNA MHAKOCTH HA 06OPYACBaHHE HAN NPUHAANEIKHOCTH.
Q Koraa onepauyna AnA OAHOMO NAUMEHTA 3ABEPUICHA, OYMCTHTE NOBEPXHOCTL SATYNKA CIMPTOM W TAAKOH TKIHBIO.

14 2 Perynnpan npodepxa o5opyaosaHmwa

Q Nokpoitne AMKUM NUTaRKA OBOPYAOBAaHUA, COBANHUTENDHON AMRMK NPeobpalosartens u T. A. He AOMKHO OTCAAUBATLCR,
3 BHYTPEHHUE IMHMM HE AO/KHBI OFONATHCA U HE AOANKHE NOBPEMAATLCA NPH YAAPE HIBHE,

QO He aonwko GuiTh CAeA0S YyTeuKH macna us npeobpasosarTena.

Q Bowmolite o6opyaceaHue CHapyHu, YTOOH HA HEM HE OCTANIOCH NOCTOPOHHKUX NPEAMETOS.

O Knonka ynpasnennn cGopyaosakmuem u 1. A. He KOMKHA TPACTUC.

QO PasnuyHbie YacTH, NPUKPENIEHHbIE K 060PYAOBAHUIO, HE ACHMHL TPACTHCS.

D Ecan npomzoiiger 4To-mnBo U3 BoILENEPEUNCACHHOIO, OOPATHTECH 33 NOMOWLIO B CAYXKGY NOAABPIKKW KAMEHTOS.

11.3 Npoaepxa Gezonackoct™

QO Ann obecneuenna 6e3aoNaCHOIO UCTIONB3OBAHWA BHYTPEHHAA OUMCTKA AO/KHA BHINOAHATLCA OAMH pPas B rop AUUOMm,
YNONHOMOMEHHDIM 3TOH KOMIAHMEH.

D Yrobu obecneunrs Gesonacnoe ucnonv3osanue, obasatensHo npoaepalite obopyaoBaHWe, BKAIYAA BHYTPEHHME
KOMMOMEHTH ¥ BHIXOAHOE HANPANKEHNE, Y M3, NOAYIMBLIETO Paspelierne OT KOMNAHUMW, QAMH Pa3 B roa,

O Nepea xpaneHnem OHUCTHTE AATHUK.

QOfpy xpanennu NPOAYKTa B TEUGHHE AAMTENLHOTO NEPHOAD OPEMEHN OORSaTeNLHO nNpoBepRiiTe ero nepea
MCONLIOBAHHEM.,

O O6paTute BHUMAHUE HaA CACAYIOLME YCNOBUA XPAHEHUA,

- Bepeun oT BOAM
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SALUS-TALENT-Pro-Aes UHCTPYXUMA MO NPUMEHEHHIO

- Bepeub OT NPAMbIX CONHENHBIX AYYEH

- He xpanuThL pAgom c oborpesaTtenamu

- Usberalite MecT, NOABEPKEHHLIX CUABHBIM YAIPaM HAN BHBPaUNK, BO3ASHCTBMIO XMMHKITOB UAKW B3PLIBOONACHBIX
rasoe.

11.4 NONCK ¥ YCTPAHEHWE HENCNIPAsHOCTEH

Ecan oSopyaosanne He paboTaeT HOPMAIbHO BO BPEMA UCTIONBIOBANUA, NOXKANYACTS, NPOBEPLTE NYHKTLI, NEPEMUCAEHHbIE B
Tabauue HioKe, npexae yem o6palaThea B CEPBUCHBIA UEHTP. ECAN HM OAHB US CheayIomX Nnpobaem He BOSHUKAET HAK ecnn

cneayotme cnocobbl YCTpaHeHNA HE NOMOTAIOT, OTKAIONKHTE nuTaHne obopyaosatna n obGpaturech 8 LieHTp o6cayxneanns

wnnenTos PEMEZ,
Mpossnexne Yro penare Coninnm B UHCTRYKMM NO
Mpumesennio
-uwpyaoaanue He BXAIOMAETCA. MposepbTe  NPaBUALHOCTD  NOAKAIOYEHUA | * 3.4.2 Pucynok 3. Noaxniouenne
pasbema nurakna oBopyaoBaHKA. CMNOBOTO Kabenn
Ybeautecn, 91O KHONKA nuTanun | © 4.1.2 Pucyrok 6. Bug, c3agn

obopyaosarHna BRAIOUEH,

Y6eaurecb, uto  GNOKMPOBKA

BRAIOYEHA,

+ 4.1.1 PncyHok 5. Bua cnepeaw

Y6eaureco, uTO
obopyaosannn Hamata. Ecaw oHa Hawara,
yrtobm ee

aBapuiHas HHONKA Ha

NOSEPHNTE ee  Bnpaso,

AebnoknposaTs.

® 4.1.1 PucyHok 5. Bug cnepean

MarunTHOe NoNne He reHepUpyeTca
obopyaosanuem

Y6epurece, uto Ha HMK-aucnnee otobpamaerca
coobwenue ERROR.

» 7. CoobweHma

Npoeepbre, YCTAHOBAEHA AK MOWHOCTL HA
BLIXOAE, NOBEPHYB KOAEP NOCAE HAMATHA
KHOMKW «CTapTH.

¢ 6.3.1 AsTOMaTHUECKUH peum —
{d)

Ovobpamaerca coobweHue o
neperpese.

npeobpasoBartent HaXOOMTCA B
BEPTUKANLHOM NONOKEHWUN, OH MOMKET AErKO
neperpetben. Coxpamriite ropuaoHTanbHoe
NONOMEHWE, HICKONBKO ITO BOIMOMHO.

Ecan

¢ 7. Coobuwenun

Echn Temnepatypa 8 MOMEWEHUN CHANWNKOM
BLICOKS, ITO MONET NPUBECTH K HAPYUIEHUIO
OXNAMALHUA. Mo BO3MOMHOCTH

NOAAGPMNBaHTE TEMNEPATYDY B NOMEWEHUH
Hume 25 °C.

¢ 3.3 Yenosua cpeas
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SALUS-TALENT-Pro-Aes MHCTPYKUMA NO NPUMEHEHHIO

NMpoasackie Yvo penae Ccoiarn 8 MuCTpyRuyan no
Npumenennn
Koneco He KaTuTch npy Nepemectute 0G0pYAOBAHKHE, YCTAHOBUD ® 3.4.3 Pucyrok 4.
nepemeiieHun oSopyAOBEHNHA. KONeco B nonowenue «CaobopgHos. TpaKcnopTMpoBKa KONeca B
«caobogHOM® U
«3a6N0KHPOBAHHOM» NONOKEHUN,

B enegyroup caydanx npexpatute paboty, OTKAIOWB Nuranne oBopyacsannn, n oBpaTwrecs B cepsucHbif LueHTP,

- MnasHbIk BLIKNIOYATENL NUTAHKA CAMONPON3BOALHO BHIKAIOYAETCA.

> WK-3KpaH NAHEAH YNPIBNEHUA HE 3aropaeTca, KOAa NUTAHWE BLIKNIOMAETCA, @ 3aTeM CHOBa BKAIOHIETAA.
= Koraa CTHMYNALIMA HE NENEPUPYETCA SATUHKOM, AANE NOCAE YBEAHUEHWA WHTEHCUBHOCTH.

<> 3Ha4YOK TEMNEpaTYPHl HE 3KpaHe muraet,  oSopyaosaHue He paboraer.

Talanmyd 1. CIMOCTORTRALIOR YCTRAHENHE HEMIOAMAOK

11.5 Perynaphbiit 0oCcMOTP AnA noaaspanua paborocnocobHocTi

Yyob obecneunts 6e3onacHoe HCNONLIOBaHKE, 0OAZATENLHO PA3 B rOf NPOBOAUTE PETYARPULIA OCMOTP ANLIOM, NOAYNHBLINM

paspewenne OT KOMNAHWK,

11.6 fapantua

D 370t npogyxT NPOM3BOAKTCA YEPe3 WHTEHCHBHLIR NPOUSCC KOHTPOAR KAYECTBA U NPOBEPKN.

0 Komnencauma 3a pemoNHT W 3aMeHy NpoayKTa GyAeT OCYu\ecTBnAATLCA B cooTseTcTenu C «lpasnaom Komnencauun

Notpebutenscroro Bpeaa», o6vasaeHHbM CoaeTOM NO M1A3HUPOBAHHIO SKOHOMWKN,

() fapanmniinbiii cpok Ha aannoe obopyaosanne coctasnaer 1 roa.

U Npw BOIHMKHOBEHMH NONOMKW B TEYEHWE [APIHTHHAHOrO CPOKA NPU HOPMAALHBLIX YCAOBHAX SHCNAYATALWM

obopyaosanne Gyget 6eCnNAaTHO OTPEMOHTMPOBAHO 8 HALlIeM CEPBUCHOM UEHTPe,

Q Ecam npobnema ¢ 060pya0BaHMEM BOSHWKAET 6 TeUEHWE FapaHTMHHOrO Nepuoaa, NOASOTOBLTE CNBAYIOWMA 3anpoC B

cayby noaaepRKU KAHEHTOS, STOOb CO0BILMTL 06 TOM Hawel KOMNAHWK.

U No oxoHuaHKK OMNAIEMOTO CPOKE CAYIKEL) YTMAMBALUA MEAUUMWHCKHX YCTPROKCTS M NPUHANSKHOCTEH ONPEACARETCA B

COOTBETUTEMM ¢ HONNTUKON KAMAOH CTPaHbl.

FICN_T _A. /AN 144 744 AANIAY Al n._ =
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SALUS-TALENT-Pro-Aes MHCTPYKLMA NO NPHMEHEHMIO g ,
12. NMpumexnembie cTaHRAPTHI

- EN 1041:2008/A1: 2013, Undopmaumn, NPEAOCTABAREMAA NPOUIBOAUTENEM MEAULNHCKNX YCTROACTB.

- EN ISO 13485:2016 MeauumHckMe YCTPORCTea. CucTems ynpasneHua kauectaom. Tpebosanna ans uenei
PEryNHpOBaHKA

- EN 1SO 14971:2012, MeauumHcKue ycTpoicrea. MpumeHenne ynpasneHna PHCKaMU K MSAENHAM MEANLIMHCKOID
Ha3HaYCHUA.

- EN I1SO 15223-1:2016, Meanumncrme YCTPoHcTBa. CHMBO/ILI, UCTIGNBIYEMBIE C STHKETKAMM MEAWLIMHCKIX YCTPOHACTS,
MapKUPOBHON W NpeaocTasntemoil nhdopmaumed. Yacrs 1. O6wme Tpebosannn.

- EN 60601-1: 2006/A1:2013, MeauumHCKoe anexTpudeckoe oSopyaosanue. Yacre 1. O6ume tpeSosanua k HeaonacHocTn
W OCHOBHBIM XAPAKTEPUCTUKAM.

- EN 60601-1-6:2010/A1:2015, MeanLMHCKOe 3neKTpuueckoe obopyaosanne. Yacts 1-6. O6ume tpeGosanus x Gasosoit
6€30NacHOCTY M OCHOBHLIM XapaKTeprcTHKam. fononHuTensHbil CTanaapT: Yaobcrso Ucnons3osanun.

- IEC 60601-2-10:2012, MeanumHcKoe anextpoobopyaosaHue. Hactb 2. YacTHuie Tpebosanun k 6330po# GesonacHocTH U
OCHOBHDLIM X2PAKTEPHCTHKAM HEPBHLIX M MBILLIEYHbIX CTHMYARTOPOS.

- EN 60601-1-2: 2015, MeauuuHCKoe aneKkTpudeckoe obopyaosanue. Yacts 1. Obwwme Tpebosannn 6€30NACHOCTH.
LonoAHUTeAbHBIN CTRHAAPT: INSKTPOMATHHTHAA COBMECTHMOCTL. TPeB0BaHNA H NCNbITaHKA.

- EN 62304:2006+AMD1:2015, Mporpammioe obecneuenue ans MeaNUMHCKMX YCTPOHCTS. NPOoUEecChl MHIHEHHOTO UUKNS
NPOrPaMMHONe oGecnedenus.

- EN 62366-1:2015, MeauLMHCKne yCTpoicTea. NpumeHeHue nHkeHepuu yAo6(TEa HCNOAB30BaAHKA K MEAWLIMHCKUM

yCTpoiicTeam.
- MEDDEV 2.7.1 Pea.4, KAMHWMECKAA OUEHKA: PYKOBOACTBO ANA NPOUIBOANTENEH W YNOAHOMOMEHHBIX OPraHos

FICIL.T Da fEM 149 /44 21N Nd Bnaa
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SALUS-TALENT-Pro-Aes UHCTRYKLIMA NO NPHMEHEHNIO ﬁ L
Sopma 3anpoca 06CAYIKWBAHNA KANEHTOR ‘

L‘lo 310l GOpMM ABMAETCA NoAyYeHWe WHPOPMaLMKM, KOTOPas NO3BOAMT HaM onepatueHO obpabotate saw 3anpoc Ha
obcnymmeanne. Noxanyicra, ONMILIKTE HEUCTIPABHOCTD UAK AHOMANKIO KAK MOKHO NopobHee.

1. UHPopmauua O nonbaosarene

- Hassanue SonbHWuUbI:

- Appec SonsHUUL:

- Uma nonvaosatenn/Homep Tenedona: (Tea.:)

2. Undopmarua 06 ncnonbsyemom oBopyaceaHnK
- Haszsanne mogenn: SALUS-TALENT-Pro-Aes

- DaTa nokynkm :

- Cepuitnmiilt Homep npoaykTa:

-. . McaHKe TexHu4eckux npobnem (OnuLIMTE KAK MOHO noapobuee.)
4. KOHTPONLHLINA CINCOK NoAb3OBaTeNneH

Ecau Ha BONPOC HEBOIMOKHO OTBRTUTL A3 MAK HET, NpocbBa A0GaBUTL HHPOPMaLMIO B rpady NpuMeuaHun. Ecau Bul He
yBepeHbl B OTBETE, Sbl MOXKETE OCTABUTL NYHKT NYCTbIM.

Homep MysKT nposepxn Pesynbrar ouewxn | NMpumeuannn
1 Henonsaosanne oGOPYAOBaHNS HEBOIMOKHO H3-33 TeKywero cbon? Aa/Her
2 Koraa suialouaTens NMTaHnA OGOPYAOBaHMA BKAI0MeH, pabotaer nn Aa/Her
anconed nnan kakan-nmbo vyacte obopyaosanun?
3 Fesepupyer nu 050PYROBAHHE BLIXOAHYD MOUWHOCTD Aa/Her
Cuna BbIXOAHOIO CHrHana OT ODOPYAOBAHMA 3AMETHO OTAMYAETCR OF Aa/Het

TOFO, KOTA3 OHO GLINOC BNEPBHIE YCTAHOBACHO?
Ecan A8, TO KaK Gbl Bbl OUEHMAM PA3HMLY 8 NPOUIBOAUTEALHOCTH B

npoUeHTax?

S MoMeTe AU Bb OLIYTUTD HM3MEHEHHE BLIXOAHOM MOWHOCTH, echu Aa/Het
OTPEryAMPOBaTh BLIXOAMYIO CHAY YCTPORCTBa?
ECTb AM YTeuKa MUAKOCTH #3 oBopyaosanua? Da/Her
Ecb nn Kkanne-nnbo NOBPEMAGHHLIE YACTH BO BHEWHem Buae? Da/Her

OnuwnTe 3TO B KOAOHKE NPUMEUAHUNA,

Nocae nONKOo 3anoAHERUA GOPMbI, NOMKANYIHCTA, BEPHUTE €8 Ham.
Tenedon: +(82) 42-934-5560
DAKC: +(82) 42-934-5562

KTpOHHAA noyTa: service@remed.kr.

fFILT-Pa(FiN142/44 2101 NA Dan 2
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SALUS-TALENT-Pro-Aes MHCTPYKUMAR NO NPUMEHEHNIO § 3
EcAan A3, TO KaKk Obi Bbi OUEHWAN PA3HRLY B NPOUIBOAUTEALHOCTH B

npoueHTax?
_5. MoXeTe AW Bbl OUYTUTL WIMEHEHHE BLIXOAHOW MOWHOCTH, ecnu Da/Her
OTPEryAMpPOBaTL BLIXOANYIO CHAY YCTPORCTBa?
Ecte nn yTeuxa muaxocm ua obopyposanua? Da/Her

Ecte nM kakme-nnbo nospemaeHHole 4acTM BO BHEWHeM Buae? Da/Her

OnuUILKTE 3T0 B KOAOHKE NPUMEYaHNA,

Mocne NOANOTo 3aNOAHERNA GOPMB), NOKANYHCTA, BEPHUTE e& Ham.
Tenedon: +(82) 42-934-5560

®AKC: +{82) 42-934-5562

3nexTpoHHaA novTa: service@remed.kr.

1”7 TOHTaKTHAA UHPOPMALMA

Q3akynka NpoAYKTa ¥ TEXHHYECKWA 3anpoc
Aapec: 4-i arax, Cuanxou Napx A,35, Nanrmo-po 255 Gon-rma, Bynganr-ry, Connam-cun, Kénrmao, 13486, Pecnybanka Kopen
Tenedon: +{82) 1588-7395
daxc: +(82) 31-696-4877
QCnymba nogaepmxn
Aapec: # 301 ~ 303, Muryu Texso Mup (I, 187, Texuo 2-po, I0con-ry, Tapmon, 34025, Pecniybinuka Kopen
Tenedon: +{82) 42-934-5560
daxc: +(82) 42-934-5562
UEsponeiickuil npeacrasnTens
JanHbie Obeauc
Anpec: bynosap fexepana Baxuca 53, 1030 Bpioccens, BEAAIUA.
1edoH: +{32) 2 - 732-59-54
dakc: +(32) 2 - 732-60-03
Noura: mail@obelis.net
QOnnalin nogaepxxa
http://www.remed.kr

C€

2797

ITepesod yxaaaunoz0 OOKYMERMA C QH2WMIICKO20 A3BIKA HA PYCCKUIl RIVIK Gwinoaner nepesoduuxom Huzpusnosoi IOruets
Anrexcandposnoii. lepecoo R6AREMCR NPABURLHEIM, MONHHIM ¥ NOAKBIM.

HELT T A/EANIAAZAA N1 NA Baw 2
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(MpunoxeHune gopma Ne 43)
A3xaH Jlo ®vpwm 3Ha HoTapy Odmc VHK.

PernctpaunoHHblin Homep 2023 - 9723
HOTAPNANBbHOE CBUAE/ILCTBO

AHI MbOHI™ CY, goBepeHHOe MU, BbiCcTynatoLlee ot umeHn PEME/, Ko., Jita. (REMED Co., Ltd.)
MeHepanbHbIN aupekTop blH-XéH, Ko (Eun-Hyun, Koh), Canr-oHr, /n (Sang-Yong, Lee)
B MOEM NPUCYTCTBUAM NOATBEPANIN NMOAMUCK YKA3aHHbIX JOBEPUTENEN, NMOCTaB/IEHHbIE Ha

OEKNAPALNN
3acBmaeTenbCTBOBaHO cerogHs, 07 nons 2023 rofa, B 3TOM KOHTOPE.

[OaxaH 1o dupm 3Hg Hotapu Oduc NHK.

OTHocuTCA K: CeynbCKOWN LIEHTPasIbHOW PaioHHONM NpoKypaTtype
[arsaHr bunguHr, 3 atax, 36 ToHOXKak-43po

Cevo-ry, Ceyn, Kopes

HoTapuyc
/Moanuce/
XAH BOHTI KO (HAHN BONG KYOQO)

Mevats: OaxaH Jlo ®vpm sHAa HoTtapyn Ognc UHK.

[aHHas HoTapuvasibHas KOHTOpa Moflyuynna paspelleHve MUHWUCTpa tocTuumm Pecnybnvkn  Kopes
BbICTYMaTb B Ka4eCTBe rocyapcTBeHHOro Hotapuyca ¢ 6 aHeaps 2010 roga B COOTBETCTBUM C 3aKOHOM

Ne 11823.
[OarsaHr BunguHr, 3 atax, 36 ToHmKaK-43po, Cevo-ry, Ceyn, Kopes 210MM X297MM
Ten. (02)590-0900, dakc: (02)3477-0957 [JonroseyHasa 6ymara (1 nuct) 70r/m”

MepeBod yKa3saHHOTO JOKYMEHTa C aHFINACKOTO U KOPENCKOTOo A3bIKOB Ha PYCCKMNIi 13bIK BbINONHEH NEPEBOAYNKOM
UunrpuHoBoii KO nneit AnekCaHApoOBHOI. MepeBos ABNAET CA NPABUNbHBIM, TOUYHbLIM U NOMHbLIM.
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Poccuiickaa depepayns
CaHkT-lMeTepbypr
[JBajuaTb WeCTOro nna ABe ThiCAYM ABaALATb TPETbero roja

A, Kaweesa AHHa HOpbeBHa, BPEMEHHO WCNOMHAKOWAA 0693aHHOCTK  HoTal
CaHkrt-leTepbypra apuHa Wrops BnagummupoBuya, CBUAETENLCTBYH MOANMHHOCTL NOj
nepesogunka YnrpuHosoi KOnum AnekcaHapOBHbI.

Moanwuck chenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnmcasLlero JOKYMeHT YCTaHOB/IEHA.

3aperncTpuposaHo B -2023-15-518.
YnnayeHo 3a cosepLue cteus: 600 py6. 00 Kon.
A.1O.KauyeeBa
BPWNO noTtap
KalleeBa
JlnHa KOp

#\bKiTccheHocree “3 o cacc'
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36 Jg & j-IEra bl -10[ TEL ; (02) 590-0900(ft)
fumymm s#) in »=1 w FAX : (02) 3477-0957

Registered No. 2023 9719

NOTARIAL CERTIFICATE

Daehan Law Firm & Notary Office Inc

DaeGwang B/D 3F, 36 Dongjak-daero.
Seocho-gu. Seoul. Korea

TEL : (02) 590-0900(11:)
FAX : (02) 3477-0957

210mm>'297mm
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DECLARATION

We (applicant) : REMED Co., Ltd.
do hereby solemnly and sincerely declare :

1. That the attached document(s) : Appendix to the Instruction Manual
Electromagnetic stimulator, mode! SALUS-TALENT-Pro-AES

v is(are) true and correct.

is(are) true translation for the text(s) originally written in the Korean
language conscientiously believing the same to be true and correct.

2023. 07. 05.
Remed Co., Ltd.

H ’j) \ @.}%{; ~

SRRTOT. S

Signature _| Zo: liyue, Koh— Sang-Yonsrbre- %“ﬁ" : (‘T 2l E
i N
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OKPD2 26.60.13.190 YTBEPXIAIO

Director
«REMED Co., Ltd»
Eun Hyun Koh, Sang Yong LEe

4 July 2023

Appendix to the Instruction Manual
Electromagnetic stimulator, model SALUS-TALENT-Pro-Aes

Manufacturer; REMED Co., Ltd (REMEDCo.. Ltd)
301-303, Migun Techno World IL 187, Techno 2-ro, Yuseong-gu. Daejeon, 34025 Republic of
Korea Republic of Korea

2023
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REMED i

Appendix to the Instruction Manual
Electromagnetic stimulator, model: SALUS-TALENT-Pro-Aes

(hereinafter referred to as the stimulator, product, device)

Before using this appliance, please read the instruction manual and this
appendix to the manual carefully and save it for future reference!
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REMED

tors Medict Comaany

SAFETY INSTRUCTIONS

ELECTRICAL SAFETY PRECAUTIONS:

e The nominal power supply voltage for the stimulator is 230 V AC;

e Make sure that all connecting parts (power cord) are properly connected to the
stimulator;

e Make sure the stimulator is fully grounded;

o Repair, expansion and installation of the stimulator must not be performed by anyone
other than specialized personnel authorized by the manufacturer. Arbitrary
disassembly / assembly of the stimulator by the user is strictly prohibited;

s Before connecting other equipment not listed in the instruction manual, be sure to
consult the manufacturer or an authorized representative of the manufacturer;

¢ To avoid electrical interference during use, the stimulator should be installed at a
considerable distance from the power source, any generator, X-ray equipment,
transmitting device, mobile electrical wire, etc.;

e Be careful due to possible electromagnetic or other interference between the
stimulator and other devices;

e As such, an independent power circuit is required and power sharing with other
electronic devices is not recommended;

¢ Do not place the stimulator in places where it is difficult to disconnect the power
plug or other detachable plug.

READ THE OPERATING MANUAL AND THIS APPLICATION BEFORE USING
THE APPLIANCE

WARNINGS AND PRECAUTIONS FOR USE:

o Installation and re-installation of the stimulator must always be performed by
specialized personnel authorized by the manufacturer.

e Attention! Make sure that the patient does not have any metal objects during the
procedure. Failure to comply with this condition during the procedure can lead to
serious skin burns!

e The installed stimulator is subject to regular safety checks by specialized personnel
authorized by the manufacturer.

e Repair or installation of the stimulator should only be carried out by specialized
personnel authorized by the manufacturer, and therefore any arbitrary
disassembly/assembly of the equipment by the user is strictly prohibited.

o For electrical safety, the stimulator must always be connected to a properly grounded
power source in order to operate.

3
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e The operator and manager of the stimulator must
fully understand the instruction manual and it must be kept in close proximity to the

equipment.

e To prevent safety-related accidents and to ensure proper maintenance, the safety
decals, instructions, and regular inspection chart supplied with the stimulator should
be posted in a prominent position near the stimulator,

e Since the stimulator is equipped with a fan to circulate air, you should remove
curtains or any other items that may block the airflow around the stimulator.

e Since a strong magnetic field is generated around the magnetic field generation
section, technicians, assistants, and patients should not hold any objects that may be
affected by the magnetic field in their hands.

Note: Magnetic fields can damage items such as watches and mobile phones, so be
careful and store them separately.

e Do not use mobile phones, radios, mobile radio transmitters, cordless toys, etc. while
using the stimulator. in close proximity to the stimulator.

¢ During the operation of the stimulator, the patient must not take drinks, water, etc.,
which may affect the operation of the stimulator.

Do not use the stimulant in any of the following places:
e in places where the temperature or humidity of the environment does not meet the
requirements;
e where corrosive or flammable gases may be present;
» in places subject to strong shock or vibration;
¢ in places directly exposed to wind and rain;
e in dusty areas.

When using the stimulator in the following places, take appropriate and sufficient protective
measures:
¢ in places subject to static electricity or any other interference;
¢ in places exposed to intense electric or magnetic fields;
o in places located near power lines.
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INTRODUCTION

The main purpose of the manual and this appendix to the instruction manual is to provide
the user with instructions for working with the electromagnetic stimulator, as well as information
regarding its repair and maintenance. The manual provides the specifications of the stimulator, its
installation, operation and maintenance, as well as safety information. Before use, the user must
carefully read the manual and this appendix to the instruction manual in order to operate the
stimulator correctly and without error, in order to achieve the specified safety standards and

operating parameters.
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1 PURPOSE AND CONTRAINDICATIONS

The electromagnetic stimulator, model: SALUS-TALENT-Pro-Aes, is designed for high-
intensity pulsed electromagnetic exposure.

The stimulator is suitable for professional use in hospitals and clinics by physiotherapists.

Application area:in hospitals and clinics.

Indications for use:

Pain syndromes: dorsalgia, cervicalgia, trigemenalgia, tension headaches,
occipital nerve compression syndrome, piriformis syndrome, intercostal neuralgia,
tunnel syndromes

Polyneuropathy

Paresis peripheral:paresis of the facial nerve, paresis of the peroneal nerve,
paresis of the radial nerve, paresis of the median nerve, paresis of the ulnar nerve,
paresis of the recurrent nerve.

Plexopathies

Intervertebral hernia

Paresis central:spinal injury, consequences of a stroke of the brain and spinal
cord, consequences of operations on the brain and spinal cord.

Dystonia

hypothesia

Rehabilitation after neurosurgical operations

Joint diseases:arthrosis, arthritis

Rehabilitation: after joint replacement, after arthroscopic surgery, after trauma
Pain syndromes: impigment syndrome, myofascial syndrome, epicondylitis,
plantar fasciitis, tibial tract syndrome, sacroiliac joint syndrome, trochanteritis,
temporomandibular joint pathology, Achilles tendon pathology, ligamentitis
Movement disorders: flat feet, scoliosis, dystonia, inactivity atrophy syndrome
Lymphedema

overactive bladder

erectile dysfunction

premature ejaculation

Syndrome of acute and chronic pelvic pain

Rehabilitation after prostate surgery

Hypotension of the bladder

Detrusor sphincter dyssynergia

Hypothesis of the head of the penis

Pudendal nerve pathology

stress urinary incontinence
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e irritable bowel o o syndrome
Dysphagia
Increased muscle tone:abdomen, gluteal region, shoulder, face
Decongestive therapy
Rehabilitation after MLS operations
Contraindications for use:

e do not use this equipment in parallel with other electronic medical equipment;
e care should be taken that the magnetic effect does not penetrate into the region
of the heart;
e patients with a fever above 37.0, pregnant women, the elderly over 85
years of age and children under 3 years of age;

e a patient with a history or diagnosis of epilepsy or convulsive
disability;
a patient with suspected epilepsy based on electroencephalography;
patient with signs of open wounds;
patients with pacemakers, drug injection pumps, or hearing aids;
patient with cranial implants use during magnetic resonance imaging,

Possible complications:

To avoid electrical noise during use, the product must be installed at a considerable distance
from any generators, X-ray equipment, broadcasting device, mobile electrical wire, etc.

Possible side effects:

With pulsed electromagnetic exposure of high intensity, subject to the conditions and rules
of transportation, storage and use, side effects have not been identified.
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2 GENERAL DESCRIPTION OF THE STIMULANT

The stimulator consists of a body and a power cord.

The body of the stimulator is equipped with a switch, an LCD touch screen (LCD-8") with
a joystick, rollers for movement with and without brakes, two large electromagnetic effect
transducers with hoses, transducer holders, as well as pre-installed software (SW). The display of
the stimulator is manufactured built into the body.
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3 DESIGN FEATURES AND APPEARANCE OF THE STIMULATOR

DESIGN FEATURES AND APPEARANCE OF THE STIMULATOR

Figure 1. Front view of the stimulator

* Powear input tarminal
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Figure 2. Back view of the stimulator
CHI Transducer-electromagnetic influence transducer;

CH2Transducer - electromagnetic effect converter;

Control panel - control panel;

Transducer connector - connectors for connecting transducers of electromagnetic
influence;

Power in put terminal - power cord connector with a holder bracket;

POWER

Figure 3. Power input terminal - power cord connector

Power Switch - pgwgr gwitch. -

Himihimmm

Figure 4 Power Switch

The body of the stimulator is equipped with rollers with and without a brake for
movement:
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Figure 5. Roller with brake open (left) and closed (right)

M agnetic field output

Figure 6. External view ofthe electromagnetic influence transducer

Magnetic field out put - surface of electromagnetic influence.

Figure 7. Dimensions ofthe body ofthe stimulator
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Figure 8. Appearance and dimensions of the waist cuff

750

220

Figure 9. Appearance and dimensions of the thigh cuff

550

220

Figure 10. Appearance and dimensions of the arm cuff
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Figure 11. Power cord

Figure 12. Dimensions CHl, CH2 Electromagnetic Influence Transducer

The stimulator has pre-installed closed software (hereinafter referred to as software). After
tuming on the product, the software starts automatically.
Table 1: Software details

Name of the Software Version number Digital software Software Digital | Software rxleasc
software identification name {identification number) identifier 1D Calculation date
of the software (checksum of the Algorithm
executable code)
SALUS- Software
TALEN .
Version 1.00.00
T-Pro- Master - - 04.09.2019
Aes S/W
Software 1.00.00
SALUS- Version - . 04.09.2019
TALEN Slave
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¢ Sofiware updates should only be carried out by an authorized representative.
The software is encrypted and cannot be modified by yourself.

EQUIPMENT:

Electromagnetic stimulator model: Salus-Talent-Pro-Aes - 1 pc;
Converter with cable 1 - 2pcs;

Power cord - 1 pc;

Waist cuff - 2 pcs;

Thigh cuff - 2 pes;

Arm cuff - 2 pes;

Cooling liquid for the cooling system - 1 pc;

Manual

15
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4 TECHNICAL DATA

The operational and technical characteristics of the stimulator correspond to table 2.

Table 2
Parameter name Value, norm
1 2

Overall dimensions of the stimulator (HxL*xW), mm

e SALUS-TALENT-Pro-Aes 997 x 468 x 997
Dimensions of the body of the stimulator (H x L x W), mm

e SALUS-TALENT-Pro-Aes 997 x 468 x 502
Roller diameter with brake, mm

s SALUS-TALENT-Pro-Aes 72
Number of rollers with brake, pcs

o SALUS-TALENT-Pro-Aes 2
Roller diameter without brake, mm

o SALUS-TALENT-Pro-Aes 72
Number of rollers without brake, pcs

o SALUS-TALENT-Pro-Aes 2
Stimulator case weight, kg

e SALUS-TALENT-Pro-Aes 60
The force required to move the product, N 118
Waist cuff dimensions (HxD), mm 260 X 1100
Weight, kg 1
Thigh cuff dimensions (HxD), mm 150 x 750
Weight, kg 0.5
Arm cuff dimensions (HxD), mm 150 X 550
Weight, kg 0.5
Converter dimensions (HxLxW), mm
SALUS-TALENT-Pro-Aes 36.5 X 330 X 161
Transmitter hose lengthSALUS-TALENT-Pro-Aes, mm

1650

SALUS-TALENT-Pro-Aes transducer holder dimensions
(HxLxW), mm 60 X 70 X 150

Transducer weight for model: SALUS-TALENT-Pro-Aes, kg
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Time of readiness for work after inclusion, min., no more

e SALUS-TALENT-Pro-Aes 0.17
Procedure time, min 1-30
Step 1
Pulse duration, s 0.00045
Magnetic field strength, T 3.0 - (=20%)
Maximum time of continuous operation, hours, not less than 0.5

e SALUS-TALENT-Pro-Aes
Power cord length, mm

e SALUS-TALENT-Pro-Aes 1500
Power cord weight, kg

s SALUS-TALENT-Pro-Aes 0.13
Rated supply voltage, V 230
Power consumption, kVA, no more

e SALUS-TALENT-Pro-Aes 35
Coolant liquid, ml thirty
Nominal value of the mains frequency, Hz 50
Display type

s SALUS-TALENT-Pro-Aes built-in
Output Requirements 220
Weight of the product without packaging / with packaging, kg 61.32/76.3

e SALUS-TALENT-Pro-Aes
Joystick dimensions (DiameterxHeight), mm 35X 15

e SALUS-TALENT-Pro-Acs

Display specifications:

Display type

e SALUS-TALENT-Pro-Aes LCD
Display diagonal size, inch

e SALUS-TALENT-Pro-Aes 8
Dimensions (LxW), mm

e SALUS-TALENT-Pro-Aes 105x180
Display screen resolution, pixels per inch

e SALUS-TALENT-Pro-Aes 800 X 480

N o t e - Tolerances for all characteristics - + 2.5%, unless otherwise indicated.

ke

The stimulator must remain operational at temperatures from +10°C to +28°C, relative air
humidity from 30 to 85% and atmospheric pressure from 70 to 106 kPa.

The mode of operation is long.

Protection class against electric shock: I, working part Type BF.

Protection against ingress of water and dust: IP X0.

Service life - 3 years.
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5 MATERIALS USED IN MANUFACTURING

In the manufacture of stimulants are used:
The stimulator is made from the following materials:

e Acrylonitrile butadiene styrene grade PA200, with the use of dye Urethane:
WHITE brand White PEARL manufactured by C&K, the country of South
Korea - body and body elements;

e Acrylonitrile butadiene styrene grade PA200, with the use of dye Urethane: BLUE
brand Samwha POWTON produced by C&K, South Korea - body and body
elements;

o Stainless steel grade PO L6T manufactured by «<HYUNDAI STEEL» country
South Korea, covered with polyurethane paint: WHITE brand White Samwha
POWTON - housings and housing elements;'

» Stainless steel grade PO 1.6T, manufactured by HYUNDAI STEEL, South Korea,
covered with polyurethane paint: BLUE, Samwha POWTON brand - housings and
housing elements

e Polyvinyl chloride brand Mediflex(L)-PU manufactured by Wooyang Advanced
material Co. Country South Korea, -transducer cable

e Polyvinyl chloride brand 60227 IEC 53 manufactured by Schuter, Switzerland, -
power cord

» Polycarbonate grade GN1002FC/KPA1 manufactured by LG Chem. (Republic of
Korea) - Converter

Cuffs:
1. Nylon 100% brandcomez band
2. Polyester 70%, polyurethane 30% brandcomez band

3. Polychloroprene 90%, Nylon 10% Neoprene brand

o
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Figure 7. Appearance and dimensions o fthe waist cuff

1. Nylon 100% brand Velcro
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2. Polyester 60%, monofilament (nylon) 40% brand Elastic band
3. Polychloroprene 90%, Nylon 10% Neoprene brand

750

rx
ra

Figure 8. Appearance and dimensions of the thigh cuff

1. Nylon 100% brand Velcro
2. Polyester 60%, monofilament (nylon) 40% brand Elastic band
3. Polychloroprene 90%, Nylon 10% Neoprene

550

tul

Figure 9. Appearance and dimensions of the arm cuff

Stimulants do not contain drugs, components of animal or human origin.
All color options are provided by mixing basic dyes.

Type and duration of contact with the human body: Short-term contact (no more than 24
hours) with the surface of intact skin.
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6 USING A STIMULANT
6.1 Unpacking and installation

Open the package in accordance with the symbols indicated on it, and carefully remove the
stimulator and its components:
e Check the stimulator and its components for any mechanical damage;
e In case of temperature difference, it is necessary that the stimulator be at room
temperature for at least 8 hours;
e If any problems are found, contact the manufacturer's authorized representative
immediately.

A Warning

o Save packing materials for future transport and storage;
¢ Disposal of packaging materials must be carried out in accordance with your local
regulations.

6.2 Preparing the stimulator for use
6.2.1 Installation method

When moving the stimulator, rollers on the body are used;

To move, set the braked castors to the open position (see Figure 4);

After moving, set the brake rollers to the closed position (see Figure 5);

Install the stimulator on a flat and level surface;

Install the stimulator in a place with suitable ambient temperature and humidity, and do not
install in a place where it will be exposed to dust or flammable materials. Operate at temperatures
from +10°C to +28°C and relative air humidity from 30 to 85%;

Connect the power cord to the body of the stimulator (see Figure 3);

Connect the power cord to a grounded socket;

Make sure the power cord is connected;

Before turning on the equipment, make sure that the socket and power cable are grounded;

Be careful not to damage the equipment with strong impacts;

Attach the large EMI transducer to the holder. When disconnecting the large transducer from
the holder, hold it with your hand so that when the holder lever is lifted with a gas shock absorber,
it does not fall;

Turn on the power switch located on the back of the stimulator (see Figure 4);

When the power is turned on, the manufacturer's logo will appear on the display of the
stimulator for a moment and then the “Main Screen™ appears, on which you can select the operation
option;

The patient is seated or laid down in front of the stimulator;

The transducer is placed over the desired area of the body depending on the pain;

Choose the necessary program or set the necessary parameters for the procedure;

During the procedure, the display shows data on the parameters of electromagnetic exposure,
as well as warnings;

The duration of the procedure depends on the selected parameters,

20
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6,2,2 Power connection

Please use the original power cord.

Figure 10. Power cord

Please make sure the AC power supply meets the following specification: AC 230(V),
50(Hz).

Connect the power cord to the power cord connector located on the back of the stimulator
case. Connect the opposite end of the power cord to an AC outlet suitable for use with medical
equipment, the outlet must be grounded. If you are in doubt about the availability of grounding,
contact the appropriate personnel in your healthcare facility.

Note

e Lack of grounding leads to a breakdown of static electricity and the failure of the
stimulator.

6,2.3 Switching on

After installing the stimulator, please follow the procedures below to turn it on:
» Before using the stimulator, carry out an appropriate safety check;
» Press the power switch on the back ofthe stimulator;
» The boot image will appear on the screen;
* After 12-15 seconds, the system will display "Home Screen™;
*  Now you can work with the stimulator using the control panel.

6.2.4 Shutdown

To turn offthe stimulator, please follow the procedures below:
e Press the power switch on the back of the stimulator.

21
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6.3 Patient preparation
Please prepare several cloth towels to be placed on the treated area ofthe patient's body

for hygienic purposes. We recommend cotton towels or covering materials before

starting treatment.

Fabric towel

Figure 11 Patient Preparation

Fabric towel - Fabric towel.

The stimulant can be used to treat various areas of the body. The following photos show the

use of the most common applications.

22
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Figure 12 Patientposition

Stomach

Hand
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6.4 Operating mode

Turn on the power switch located on the back of the equipment. When the power is turned
on, the control panel screen turns on as shown below, and the REMED logo screen appears

for a moment, then it switches to the main screen.

Figure 13. REMED logo Figure 14. Home screen

The home screen compositions are as follows.

Tota) opwrawon time

Mok setected
Magnetic fiew
tntensrty
it t IHz J
Adilictkin! wiHies
Channel selection Tfansducet tempefatute
e

Figure 15. Main screen

Information window - Information window
Mode selection - Mode selection
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Application of modes - Area of influence
Channel selection - Inductor selection

CH1/CH2 Transducer temperature

Magnetic field intensity - The intensity of the magnetic field
Start/Stop - Start/Stop

Mode Selected - Selected mode

Configuration icon

Total operation time - Total procedure time

Time remaining - Remaining time

6.5 Operating mode parameters

The operation mode has Auto 1, Auto 2, User Mode. While the Auto 1 and Auto 2 modes are
factory preset, users can set their own parameters up to 1 in Expert mode. Select and click the
mode that users want to implement.

6.5.1 Auto 1 mode

This mode has sub-modes Autol-1~ Autol-4 which include frequency, cycle time, interval
between cycles set at the factory. The signal of the selected mode is reapplied by users
during the operation time. The methods for operating in Autol mode are as follows.

(a) Using the touch screen, select the
Autol mode and tumn the encoder to
select the mode. The selected mode is
represented by the top and bottom of
the display.

{(b) Select Inductor 1 and/or Inductor 2.
The button for the selected inductor will
be dimmed and enabled. Users can
activate one or both inductors

respectively.

25
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(c) Please set the time by turning the
encoder to set the total running time.

(d) If the "Start” button is pressed, the
equipment operates with the magnetic
field strength set by turning the
encoder. The magnetic field strength
can also be shown in the strength
section. After the operation is
completed, press the stop button to
stop printing.

6.5.2 Auto 2 mode

This mode has sub-modes Auto2-1~ Auto2-5, which also include frequency, transmission
duration, interval between transmissions set at the factory. The signal of the selected mode
is reapplied by users during the operation time. The methods for operating in Auto2 mode

are as follows.

(a) Using the touch screen, select Auto2
mode and turn the encoder to select the
mode. The selected mode is represented
by the top and bottom of the display.
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(b) Select Inductor 1 and/or Inductor 2.
The selected channel button will be
dimmed and enabled. Users can activate
one or both inductors respectively.

(d) Please set the time by turning the
encoder to set the total running time.

(e) If the "Start" button is pressed, the
equipment operates with the magnetic
field strength set by turning the encoder.
The magnetic field strength can also be
shown in the strength section. After the
operation is completed, press the stop

button to stop printing.
6.5.3 User mode
User mode can set parameter values from 1 Hz to 50 Hz. Each parameter setting range
provides the following:

27
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FreqHuzgncy Turn-on time (sec) Shutdown time (sec) Force(%)
1~5
6~10 10 5 100
11~15 8 5 100
1620 7 5 100
21~25 7 5 100
26~30 6 5 100
31~-35 6 5 ?0
36~40 4 5 70
45~50 4 5 60

Please refer to the instructions below for implementing Specialist Mode.

display.

mode and turn the encoder to select a
frequency. The selected frequency is
shown on the upper and lower levels of the

a) Using the touch screen, select the user

(b) Select Inductor 1 and/or Inductor 2.
The selected channel button will be
dimmed and enabled. Users can activate
one or both applicators respectively.

(c) Please set the time by turning the
encoder to set the total running time.
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(d) If the "Start" button is pressed, the
equipment operates with the magnetic field
strength set by turning the encoder. The
magnetic field strength can also be shown
in the strength section. After the operation
is completed, press the stop button to stop

printing.
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7 RULES FOR CARE, CLEANING AND DISINFECTION

A Warning
o Before cleaning the stimulator, turn it off;
e Preventive checks and cleaning of the transducers and the external surfaces of
the stimulator case can be carried out by users;
e Cleaning the inside of the stimulator housing is only allowed by personnel
authorized by the manufacturer.

Your stimulator should be cleaned regularly. The outside of the instrument can be cleaned
using a clean and soft cloth moistened with 70% isopropyl alcohol.

Disinfection can cause equipment damage, only do it when included in the maintenance plan
and clean the stimulator before disinfecting.

Disinfectant - 70% isopropyl alcohol,

A Warning

e NEVER immerse the stimulator and its components in water or in any solution,
do not pour water or any solution on the stimulator and its components;

¢ NEVER allow liquid to enter the case, switches, connectors, or any vents of the
stimulator;

o ALWAYS wipe off excess liquid remaining on the surface of the stimulator and
its components with a cloth;

e NEVER use abrasive, corrosive cleaners or cleaners containing acetone;

» NEVER disinfect the stimulator and its components using high pressure and
high temperature.

Periodically clean the external surface of the stimulator, the transducers, and the touch screen
with a soft cloth moistened with 70% isopropyl alcohol.

After each electromagnetic exposure procedure, clean the surface of the transducer with 70%
isopropyl alcohol! and a smooth cloth.

To ensure safe use, the internal cleaning of the stimulator housing must be performed once

a year by personnel authorized by the manufacturer.
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8 MARKING
8.1 Marking applied to the label affixed to the body of the stimulator:
» stimulator model;
e product name;
e manufacturer's logo;
s serial number;
e date of manufacture;
» rated supply voltage;
e glternating current power supply;
s rated frequency of the power supply network;
e maximum power consumption;
s general waming sign;
¢ refer to the instruction manual;
e do not dispose of with household waste;
e name and address of the manufacturer;

8.2 Marking applied to the packaging of the stimulant:

U3

| mix(

g

Meaning Description
Do not stack. Indicates that items cannot be stacked
vertically, either due to the nature of the
shipping packaging or the nature of the
items themselves.

Indicates that the medical device must be
protected from moisture.

To indicate that the contents of the shipping
Fragile package are fragile and should be handled
with care.

-
-,
LY

o~

Keep away from moisture

To indicate the correct vertical position of

This side up the transport package.

Temperature limit Indicates the limits of the temperature range
within which a medical device can be used
without compromising its safety
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8.3 Decoding of all marking symbols:
Symbol

EC REP

Meaning
Carefully!

Don't push

Don't sit

Type BF

Authorized Representative in
the European Community
Refer to instructions for use

Operating instructions

Serial number

Catalog number

Manufacturer

Date of manufacture

Do not stack
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Description
Indicates the need for the userto
familiarize themselves with important
information in the instructions for use,
such as warnings and precautions that
cannot, for various reasons, be placed on
the medical device.
It is forbidden to push

It is forbidden to sit on the surface

Working part type BF (converters)

Indicates an authorized representative in
the European Community
Indicates the need for the user to read the
instructions for use.

You must follow the operating
instructions

Indicates the serial number ofthe device
by which the manufacturer has identified
a particular medical device
Indicates the manufacturer's catalog
number of the medical device by which
the device can be identified

Indicates the manufacturer of the medical
device as defined in the European
Community Directives 90/385/EEC,
93/42/EEC and 98/79/EC

Indicates the date the medical device was
manufactured

Note on the prohibition of stacking
products in packaging
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Symbol Meaning
Keep away from moisture

Fragile, handle with care

—h

Top

Reuse

e BN

m w
Do not dispose of with
household waste

whmm
Temperature limit

X

dangerous voltage

It is forbidden to carry metal
objects
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Description
Indicates that the medical device must be
protected from moisture.

Indicates that a medical device may be
broken or damaged if not handled with
care.

Specifying the Correct Vertical Position
ofthe Shipping Package

Indication ofthe need for disposal at the
appropriate collection points for waste to
be recovered or recycled

Indication ofthe need for disposal at
separate collection points for recovery and
recycling

Indicates the limits ofthe temperature
range within which a medical device can
be used without compromising its safety

Caution, dangerous voltage
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9 PACKAGING

The stimulator, packed in a plastic bag, is placed in shock-absorbing foam inserts. On
top of the shock-absorbing insert, in a special recess, a cardboard box is placed in which there
is a power cord, bracket, instruction manual in Russian. From above it is closed by a package
from polyethylene. Then the outer carton is put on.

34
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10 SAFETY REQUIREMENTS AND ENVIRONMENTAL PROTECTION

10.1 Safety requirements

Electrical Safety Precautions:
The nominal power supply voltage for the stimulator is 230 V AC;
Make sure that all connecting parts (power cord or component cables) are properly
connected to the stimulator body;
Make sure the stimulator is fully grounded;
Repair, expansion and installation of the stimulator must not be performed by anyone
other than specialized personnel authorized by the manufacturer. Arbitrary
disassembly / assembly of the stimulator by the user is strictly prohibited;

s Before connecting other equipment not listed in the instruction manual, be sure to
consult the manufacturer or an authorized representative of the manufacturer;

e To avoid electrical interference during use, the stimulator should be installed at a
considerable distance from the power source, any generator, x-ray equipment,
transmitter, mobile electrical wire, etc.;

o Be careful due to possible electromagnetic or other interference between the
stimulator and other devices;

» As such, an independent power circuit is required and power sharing with other
electronic devices is not recommended;

¢ Do not place the stimulator in places where it is difficult to disconnect the power
plug or other detachable plug.

For safety, the stimulator complies with the requirements of IEC 60601-1 and [EC 60601-2-
10.

For electromagnetic compatibility, the stimulator complies with the requirements of IEC
60601-1-2 (class A, group 1).

Serviceability in accordance with IEC 60601-1-6 and IEC 62366.

Software class according to IEC 62304 - B.

10.2 Environmental protection
The materials used in the manufacture of the stimulator must not pose a danger to human
life, health and the environment both during operation and after the expiration of its service life.
The main type of possible hazardous impact on the environment is pollution of the
atmospheric air of populated areas, soils and waters as a result of:
e emergency leaks (placers) of production materials;
e unorganized waste disposal on the territory of the manufacturer or outside it;
e random dumping of waste in places not intended for this purpose.
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11 TRANSPORT AND STORAGE

11.1 Transport conditions

Transportation of the stimulator can be carried out by all types of covered vehicles and the
rules for the carriage of goods in force for each type of transport.

Transportation of the stimulator by sea must be carried out in accordance with the "Safety
Rules for the Sea Transportation of General Cargoes". Type of shipment - containers and smail
shipment.

The stimulator, during transportation, must be resistant to climatic influences, at
temperatures from -10°C to +60°C, relative air humidity not more than 80% and atmospheric
pressure from 70 to 106 kPa.

The stimulator, during transportation, must be resistant to mechanical stress, with the
following parameters:

e vibration loads - frequency range 10-55 Hz with a displacement amplitude of 0.15
mm.
e impact loads — peak impact acceleration 10 g with duration of impact
acceleration 16 ms.

During transportation it is prohibited:
e push the package with the stimulant;
e sit on a package with a stimulant;
» stack packages of stimulants.

11.2 Storage conditions
The stimulator, during storage, must be resistant to climatic influences, at temperatures from
-10°C to +60°C, relative air humidity not more than 80% and atmospheric pressure from 70 to 106
kPa.
Storage conditions:
Keep away from water;
Keep away from direct sunlight;
Do not store near heaters;
Do not store in places where dust accumulates;
Avoid locations subject to strong shock or vibration, chemicals or explosive gases.
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12 MAINTENANCE AND REPAIR

A Warning

e The user should routinely inspect the stimulator, power cord, and transducers
for damage that could affect patient safety or performance. The recommended
inspection interval is one week or less. Repair damage before using the
stimulant;

o Periodic safety checks must be carried out by personnel authorized by the
manufacturer. The recommended interval is one year, or you must follow the
hospital's established intervals and procedures.

12.1 Routine inspection of the stimulator:

e The outer sheath of the stimulator power cord, transducer cables, etc. must not peel
off, the internal wires must not be exposed and must not be damaged by external
impacts;

There should be no evidence of oil leakage from the transducers;
Clean the stimulator from the outside so that there are no foreign objects;
Stimulator control joystick, etc. must not trembie;
The various parts attached to the stimulator must not shake.

12.2 After a long period of storage, be sure to check the stimulator before using it.

12.3 To ensure and guarantee safe use, be sure to check the stimulator, including internal
components and output voltage, by personnel authorized by the manufacturer once a year.

A Warning

Safety checks or maintenance that requires opening the stimulator case should only be
carried out by an authorized manufacturer representative. Failure to do so may result in
equipment failure and possible health hazard.

Maintenance and repair of stimulators by the user is not allowed.

Maintenance and repair is carried out only by an authorized representative of the
manufacturer.

It is forbidden to carry out repair work with the power supply switched on.

In case of post-warranty and out-of-warranty repair of the stimulator, contact the authorized
representative of the manufacturer in the territory of the Russian Federation: Infomed-Neiro
Limited Liability Company (Infomed-Neuro LLC) at 125445, Moscow, Leningradskoe shosse, 69,
building . 1, room 1, floor 1, room. 50; phone +7 495 645 47 00; email davletov@im-neuro.ru .
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13 DISPOSAL INFORMATION

Disposal of the stimulator must be carried out in accordance with SanPin 2.1.3684-21 for
waste class A, including transducers after preliminary disinfection, belongs to class A -
epidemiological safe waste.

The stimulator must be disposed of if:
e end of service life;
e confirmation of facts and circumstances that pose a threat to the life and health of
health workers and indicate failure to fulfill the intended purpose.

Recycling is also subject to all packaging, including transport. Paper, wood, polyethylene
and plastic must be disposed of separately in accordance with the rules for the collection,
accounting and disposal of packaging.

Do not disassemble the stimulator except for the purpose of disposal!

Premature disassembly of the stimulator will lead to its destruction!

The stimulator must be disconnected from the power supply before disassembly!
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14 MANUFACTURER WARRANTY

The stimulator is guaranteed for a period of 12 months from the date of sale from the
manufacturer's warehouse.

It is guaranteed that the stimulator is free from defects related to the production and quality
of production materials. Any defective part will be replaced if there has been no tampering with
the stimulator device and the stimulator has been properly operated during this period. Make sure
that any malfunction is not due to inadequate care of the stimulator or failure to follow the .
instructions for use. In the event of a malfunction, subject to the operating requirements in
accordance with the instruction manual, the manufacturer performs maintenance or replacement
of the stimulator.

The manufacturer or an authorized representative of the manufacturer in the territory of the
Russian Federation shall not be liable for any personal / material damage caused by erroneous use,
operation for purposes other than the intended purpose, and negligent maintenance of the product.

Please note that if the stimulator is damaged using unauthorized cleaning and disinfecting
materials, no warranty is provided.

Authorized representative of the manufacturer in the territory of the Russian Federation:
Limited Liability Company "Infomed-Neiro" (LLC "Infomed-Neiro") at 125445, Moscow,
Leningradskoe shosse, 69, bldg. 1, room 1, floor 1, room. 50; phone +7 495 645 47 00; email
davletov@im-neuro.ru .

WARRANTY CARD

Product category
Manufacturer
Version Stamp

Serial number/art. about sale
Date of sale

Organization of the seller

Seller's signature
The product has been tested and has no damage.

I have read and agree to the terms of use.

Buyer's signature

Guarantee period -12 monthsfrom the date of sale from the warehouse of the manufacturer.

For warranty issues, please contact: Infomed-Neiro Limited Liability Company (Infomed-
Neiro LLC) at 125445, Moscow, Leningradskoe shosse, 69, bldg. 1, room 1, floor 1, room. 50;
phone +7 495 645 47 00; email davletov@im-neuro.ru .

In case of post-warranty and out-of-warranty repair of the product, please contact: Infomed-
Neiro Limited Liability Company (Infomed-Neiro LLC) at 125445, Moscow, Leningradskoe
shosse, 69, bldg. 1, room 1, floor 1, room. 50; phone +7 495 645 47 00; email davletov@im-
neuro.ru .

ATTENTION! Make sure that the warranty card is filled out correctly. The serial number of the
product / article must exactly match the number in the coupon. All columns of the coupon (with
the exception of the columns for the guarantee center) must be filled in.
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In case of inaccurate or incomplete filling of the coupon, the
warranty for the product is considered lost.
The manufacturer's warranty is carried out in accordance with the Civil Code of the Russian
Federation on a general basis.
The product must not bear traces of mechanical or thermal effects, as well as traces of exposure
to various chemical agents. The product may only be operaied in accordance with the instruction
manual for the product.

WARRANTY STATEMENT

DATE DESCRIPTION WARRANTY CENTER
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15 COMPLAINT DETAILS

In case of warranty and out-of-warranty repair of the product, contact: Limited Liability
Company Infomed-Neiro (LLC Infomed-Neiro) at 125445, Moscow, Leningradskoe shosse, 69,
bldg. 1, room 1, floor 1, room. 50; phone +7 495 645 47 00; email davletov@im-neuro.ru .
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16 ELECTROMAGNETIC COMPATIBILITY

1. EMC specifications

Definition: EMC (Electromagnetic Compatibility) is the ability of equipment to avoid
electromagnetic interference from other devices without causing similar electromagnetic
interference to other equipment.

&\ Waraing

Because this stimulator generates, uses and radiates radio frequency energy, other
medical and non-medical devices and wireless communications may be interrupted. It is
characterized by the creation of electromagnetic interference in the air or cable
environment. This product is designed in full compliance with EMC standards and provides
reasonable protection against such interference.

AWarning

Stimulators require special measures to ensure ELECTROMAGNETIC
COMPATIBILITY and must be installed and commissioned in accordance with the EMC-
related information Provided in the instruction manual.

Note:

o Using devices such as cellular phones, transceivers, or remote conirol devices that emit
radio waves near this product may interfere with the operation of this product;

¢ When installing, make sure that this equipment is located as far as possible from other
electrical equipment;

e Use only cables provided or designed by our company;

¢ Do not attempt to modify this equipment. Modifications to the product may result in
reduced EMC performance. Modifications include cable modifications, improper
installation or location of the product, changes to its configuration or components,
changes to established procedures for handling the device or accessories, ete.

2. EMC Corrective Measures
If this stimulator is found to be causing interference, the user should correct the problem by
one or more of the following methods:
¢ The stimulator should not be used in close proximity to or in conjunction with other
equipment;
e Toreduce electromagnetic interference, you can adjust the position of equipment and
other devices or the angle between them;
e Electromagnetic interference can be reduced by changing the connection point of the
stimulator power cord;
o You can also change the power supply path to other devices to reduce
electromagnetic interference.
o The stimulator requires special measures to ensure ¢lectromagnetic compatibility and
must be installed and put into service in accordance with the information below.
e Portable and mobile RF communications equipment may affect the stimulator.
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o The use of cables, transducers and other
components other than those specified may result in increased electromagnetic
emissions or reduced noise immunity.

The manufacturer assumes no responsibility for interference caused by using a non-
recommended connecting cable, modifying or altering the stimulator without permission.
Unauthorized modification or alteration of the stimulator may void the user’s authority to operate
the stimulator.

List of samples for which compliance with the requirements of this parallel standard is required:
Electromagnetic stimulator, model: SALUS-TALENT-Pro-Aes, Transducer with cable 1,
Transducer with cable 2, Power cord.

The SALUS-TALENT-Pro-Aes is intended for use in the electromagnetic environment specified |
below. The customer or user of the equipment must ensure that it is used in such an environment.

RF interference according to The SALUS-TALENT-Pro-Aes
CISPR 11 intentionally generates and/or uses
conductive RF energy that is necessary for
the internal functioning of the equipment

itself.
RF interference according to The SALUS-TALENT-Pro-Aes stimulator
CISPR 11 is suitable for use in all establishments
- except for residential establishments and
Harmon;::l ?ulr?ep:?:cncts of:theto those directly connected to the public low
;’;ncsg% ey ording voltage power supply network supplying
buildings used for domestic purposes.

Voltage fluctuations and flicker
according to JEC 61000-3-3

The SALUS-TALENT-Pro-Aes is intended for use in the electromagnetic environment
specified below. The customer or user of the equipment must ensure that it is used in such an
environment.
Floors should be wood,
concrete or ceramic
tiles. If the floors are
covered with synthetic
material, the relative
humidity must be at
least 30%.

Electrical fast Mains power quality

transients/bursts IEC should be that of a

61000-4-4 typical commercial or
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hospital environment.

+ 1 kV differential % 1 kV differential | Surge protection must

mode mode be built into the main
+ 2 kV common + 2 kV common mode | power supply of the
mode equipment if surge
protection is to be

teed.

Voltage dips, short- <5% UT (drop >95% | <5% UT (drop >95% | Power quality should
term interruptions and | UT) per 0.5 cycle UT) per 0.5 cycle be that of a typical
voltage fluctuations on | 40% UT (60% UT 40% UT (60% UT commercial or hospital
the input power lines. | dip) for S cycles dip) for 5 cycles environment. If the user
70% UT (30%drop | 70% UT (30%dropin |of the  SALUS-
in UT) for 25 cycles | UT) for 25 cycles TALENT-Pro-Aes

<5% UT (drop >95% | <5% UT (drop >95% | system requires
UT) for § sec UT) for 5 sec continuous  operation
during power outages,
it is recommended that
the SALUS-TALENT-
Pro-Aes stimulator be
powered by an
uninterruptible power

supply.
Mains frequency Power frequency
(50/60 Hz) magnetic fields should
A magnetic field be at levels typical of a

typical location in a
typical commercial or

hospital setting.

The equipment must only be used
in conjunction with other
equipment that complies with
EN60601-1-2

The equipment must only be used
in conjunction with other
equipment that complies with
EN60601-1-2.

NOTE: Ut is the AC mains voltage before the test level is applied.
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Guidance and Manufacturer's Declaration - Electromagnetic Emissions

The SALUS-TALENT-Pro-Aes is intended for use in the electromagnetic environment specified
below. The customer or user of the equipment must ensure that it is used in such an environment.

Wired RF IEC 61000-4-6
RF emissions IEC 61000-4-3

3 Vrms

150 kHz - 80
3V/m

80 MHz - 2.5

Portable and mobile RF
communications equipment
should not be used closer to
any part of the SALUS-
TALENT-Pro-Aes system,
including cables, than the
recommended distance
calculated from the
equation applicable to the
frequency transmitter.

d= [%.?]ﬁ

d= r-:,‘ﬁ

d= [El;]‘”

800 MHz - 2.5 GHz

Where P is the maximum
output power rating of the
transmitter in watts (W) as
specified by the transmitter
manufacturer and d is the
recommended distance in
meters (m).

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

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

(R

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. The propagation of electromagnetic
radiation is affected by absorption and reflection from structures, objects and

people.

A. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcasts, and TV
broadcasts cannot be theoretically predicted with accuracy. To assess the electromagnetic
environment due to fixed radio transmitters, an electromagnetic site survey should be considered.
If the measured field strength at the location where the SALUS-TALENT-Pro-Aes stimulator is
being used exceeds the applicable RF compliance level above, the SALUS-TALENT-Pro-Aes
system should be observed to ensure normal operation. If abnormalities are found, additional
measures may be required, such as reorientation or relocation of the SALUS-TALENT-Pro-Aes

system.

b. In the frequency range from 150 kHz to 80 MHz, the field strength should be less than [V1]
V/m.

Guidance and Manufacturer's Declaration - Electromagnetic Emissions
The SALUS-TALENT-Pro-Aes is intended for use in an electromagnetic environment in which
radiated RF disturbances are controlled. The customer or user of the SALUS-TALENT-Pro-Aes
System can help prevent electromagnetic interference by maintaining a minimum distance
between portable and mobile RF communications equipment (transmitters) and the SALUS-
TALENT-Pro-Aes System, as recommended below, in accordance with the maximum output

communication power.

Rated maximum output Separation distance depending on the frequency of the
power of the transmitter, transmitter

W

a= ﬁ—’f]—ﬁ a= [} a= [B—t]w
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0.01 0.117 0.117 0.233
0.1 0.369 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

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

NOTE 1.At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
NOTE 2These guidelines may not apply in all situations. The propagation of electromagnetic

radiation is affected by absorption and reflection from structures, objects and people.

The list of regulatory documentation that is used by the manufacturer to confirm compliance:
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ISO 13485, Medical Devices - Quality Management Systems - Requirements for Regulatory
Purposes

ISO 14971, Medical devices - Applying risk management to medical devices

ISO 15223-1, Medical devices - Symbols to be used on medical device labels, labeling and
information to be provided - Part 1: General requirements

IEC 60601-1, Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance

IEC 60601-1-2, Medical Electrical Equipment - Part 1-2: General Requirements for Basic Safety
and Essential Performance - Related Standards: Electromagnetic Compatibility: Requirements and
Tests

IEC 60601-1-6, Medical Electrical Equipment - Part 1-6: General Requirements for Basic Safety
and Essential Performance - Collateral Standard: Ease of Use

IEC 60601-2-10, Medical electrical equipment - Part 2-10: Particular requirements for the safety
of nerve and muscle stimulators

IEC 62304, Medical Device Software - Software Life Cycle Processes

IEC 62366, Medical Devices - Serviceability Applications

MEDDEV 2.7/1 Revision 4, CLINICAL EVALUATION: GUIDANCE FOR
MANUFACTURERS AND NOTIFIED AUTHORITIES ACCORDING TO DIRECTIVES
93/42/EEC and 90/385/EEC

ISO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing as part of

the risk management process
ISO 10993-5, Biological evaluation of medical devices - Part 5: In vitro cytotoxicity tests

1SO 10993-10, Biological evaluation of medical devices - Part 10: Skin irritation and sensitization
tests
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Registered No.

Notarial Certificate

JANG MYEONG SU attorney-in-fact of

CEO / Eim-Hyim Koh & Sang Yong Lee

appeared before me and admitted said principal's
subscription to the attached

DECLARATION.

This is-hereby attested on this
7th day of Jui. 2023 at this office.

Daehan Law Firm & Notary Office Inc.
Belong to Seoul Central District
Prosecutors' Office

DaeGwang B/D 3F, 36 Dongjak-daero,
Seocho-gu, Seoul, Korea

Attorney-at-law

HAHN BONG KYOO

This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public since
January 6, 2010 wunder Law No. 11823

210TWX297TT(.Y -A->A1 (1-2e) 70K/T’)
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ITepesod ¢ anenutick020 U KOPEUCKO20 RILIKOE HA PYCCKUll AIbIK

IlaxaH Jlo ®upm 3ua Horapu Oduc MHk.

(Mpunoxenue gopma Ne 41) tei. (02)590-0900 (MHorokananbHLIR)
Joarsaur Bunaunr, 3 aTax, 36 Tonaxak-a3po takc: (02)3477-0957
Ceuo-ry, Ceyn, Kopes

PerncrpaunonHbiii Homep 2023-9719

HOTAPHAJIBHOE CBUAETEJIBCTBO

Haxan Jlo ®upMm 3ua Horapu Oduc Uuk.

Joreaur Bunaunr, 3 stax, 36 Tonmkax-a3po
Ceuo-ry, Ceya, Kopes
ten. (02)590-0900
dakc: (02)3477-0957

Penbeduan neuars: Jaxau Jlo Gupm 3ax Horapu Oduc Uuk,

210MMm x 297MM
Jlonropeunas Gymara (1 nuct) 70r/m2
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JEKJIAPALIHA

Mui (zassutens): PEMEJ Ko., Jiva. (REMED Co., Ltd.)

HacTosmuM TOPXKECTBCHHO H HCKPCHHE 3a9BAACM:

1. Yro nprnaraembrii (-si€) RoKymenT (-ul): [Ipuoxense K pyKoBOACTBY YO MPHMEHEHHIO
INEKTpOMaraHTHOro cTumynstopa SALUS-TALENT-Pro-Aes

@ seasercs (IBAKIOTCA) AOCTOBEPHBIM H KOPPEKTHEIM.

D ABnAeTcA (ANIAIOTCA) JIOCTOBEPHBIM IIEPEBOJIOM TeKCTa (0B), NEPBOHA4ANBHO HAHCAHHOIO (BIX) Ha
KOpeHCKOM A3biKe, ZOGPOCOBECTHO NONIArat, YTo OH NOCTOBEPEH W KOPPEKTEH.

05.07.2023 r.

Il ramm:

PEME]] Ko., JIta. (REMED Co., Ltd.)
I'eHepanbHbIT AUPEKTOP

ble-Xé&n, Ko (Eun-Hyun, Koh)
Moanucs /Toonuce/

Canr-Honr, JIn (Sang-Yong, Lee)
Noanucsk /AToonuce/

JIuyHBIC TEYATH
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OKPD2 26.60.13.190
YTBEPXIAIO

Ampexrop
PEMEIJ Ko., Jita. (REMED Co., Ltd.)

bin-Xén, Ko (Eun-Hyun, Koh), Canr-Honr, Jin (Sang-Yong, Lee)
Moanwcy/
4 maoan 2023 r.

Mpuroxenne K pyKOBOACTBY N0 NPHMEHEHHIO YIEKTPOMATHHTHOTO CTHMYJIATOPA
Moaean SALUS-TALENT-Pro-Acs

Npon3soautens: PEMEJ Ko., Jita. (REMED Co., Ltd.)
# 301 ~ 303, Muryu Texno Bopna 11, 187, Texso 2-po, FOceonr-ry, Tamkon, 34025,
Pecny6auka Kopes (#301~303, Migun Techno World 11, 187, Techno 2-ro, Yuseong-gu,
Daejeon, 34025, Republic of Korea)

2023 r.
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Ipunoxense kK PykoBoAcTBY MO IKCIVTYyaTAIHH
Crumyanrop diexTpoMaruuTusiii, Mogeab: SALUS-TALENT-Pro-
Aes
(nanee no TEKCTY — CTHMYJATOP, R3AEIHE, TpHbOp)

Ilpexae 9eM HCHOIBL3OBaTH 3TOT NpHloOp, BHHMATeILHO NpoYHTAiiTE
PYKOBOACTBO NO 3KCIVIYATANHH H AaHHOE NPHJIOKEHHE K PYKOBOACTBY H
COXPAHHTE €ro AJs JajabHeiillero ncnoib30Bannsn!
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HHCTPYKILIHA IO TEXHUKE BE3OIIACHOCTH

MEPBI IIPEJOCTOPOXHOCTH IIO 3JIEKTPOBE3CHACHOCTH:

HoMuBambHOE HanpsXeHHE CeTH NUTAHHA IAS CTHMYJsTopa cocrasnger 230 B,
nepeMeHHkIH TOK;

Y6enurecn, 9T0 BCE COSAMHWTENBHHE YacTH (WIHYP [HMTAHHA) IPABHIBHO
NOAKIIOYEHBI K CTHMYJIATOPY;

V6eaurech, 4TO CTUMYJISTOP NOMHOCTHIO 3a3EMIICH;

PeMOHT, paciiMpeHKe M YCTAHOBKA CTHMYNSTOp2 HE NOMKHBI BHITONHATHCH KEM-~
6o, KpoMe  CHENHAJIM3APOBAHHONO  MEPCOHaNd,  YHOJHOMOYEHHOIO
npoussoauteneM. [IpousBonrHas pa3bopka / cOOpKa CTHMYJIATOPA MIOJB30BATENIEM
KaTeropH4eCcKH 3anpelieHa;

INepen noakmouecHHeM ApyToro 0G0pyAOBaHAA, HE YKa3aHHOTO B PYKOBOACTBE IO
IKCIUTYTAllMH, OOSBaTeNbHO ITPOKOHCYILTHPYHTECH Y IMPOHIBOAHTENA HIH
YTIOJIHOMOYEHHOTO NIPEACTABHTENS MPOH3BOTHTENS;

Bo H30exanue 3ACKTPAYSCKHX [OMEX RO BpeMd HCMONB30BAHHA CTHMYJIATOpA
CHelyeT YCTAHABIHBATh Ha 3HAYATE/NLHOM PACCTOSHHH OT HCTOYHMKA NHUTAHMI,
moboro reseparopa, PEeHTTEHOBCKOro 060pynoBanHs, NepeAalolnero ycTpoicTsa,
MOOHIBHOTO 3JIEKTPHYECKOT0 MPOBOJR H T. A.;

OTHECHTECh BHHMATENBHO H3-33 BOIMOXHEIX IEKTPOMArHUTHBIX HIH JAPYTHX
MoOMEX MEXAY CTHMYJIATOPOM ¥ APYTHMHE YCTPOHCTBAMH;

Ilo cymectBy TpeOyerca He3aBHCMMad CHJIOBas Lemb, a4 COBMECTHOE
HCTIONB30BAHHE OHEPTHH C JAPYTHMH DJNEKTPOHHBIMH  YCTPOHCTBAMH HE
pEeKOMEHAYETCH;

He pasMemaiTe CTUMYAATOP B MeCTaxX, [fie TPYAHO OTCOECAHHHTD BUIKY NMHTaHHA
HIIH APYTYIO CHEMHYIO BHAKY.

MEPEA HCIIOJb30BAHHEM IIPHBOPA O3HAKOMBTECDH C
PYKOBOJCTBOM 11O SKCILIYATALIHH U ZAHHBIM IIPHJIOXKEHHEM

NPEAYIIPEXAEHUA U MEPBI ITPEJOCTOPOXHOCTH ITPH SKCIUTY ATAIMA:

VYeraHoBKa M TIOBTOpHAs YCTAHOBKA CTHMYJIATOpa BCETAA HO/KHA BHINONHATHCS
CIEeUHATH3HPOBAHHEIM NIEPCOHANIOM, YIIOJHOMOUYCHHBM MIPOH3BOAHTENEM.
Buumanue! Crnenyer yGeaAuThCS, 9T0 ¥ MALKCHTA HET METANIHYECKHX MPEIMETOR
BO BpeMsi NpoBefeHUA Tponexypbl. HeaumonHEeHHE 3TOTO YC/IOBHS BO BpeMs
IpoueAYph MOKET IIPHBECTH K CePhE3HOMY OXKOTY KOXH!

VeraHOBNEHHBIH CTHMYNATOP OOANEKHT PErYIApPHBIM NMpOBEpKamM (e30NMacHOCTH
CIICUAA/M3APOBAHHEIM NEPCOHATIOM, YIIOTHOMOYCHHEIM IIPOH3BOIHTENIEM.,
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o PeMOHT WIH YCTAHOBKA CTHMYIATOpa JOMKHB BHIIOMHATHCA  TOJNBKO
CHELMATH3APOBAHHBM TNEPCOHANOM, YNONHOMOYEHHBIM ITPOH3BOAMTENCM, H
nosToMy mobas npousBonbHas pasbopka/cOopka OGOpPYROBAHHA HONMBL3OBATEIEM
KATErOpUIECKH 3aNnpemeHa.

¢ B nenax anexTpoGe30NacHOCTH CTUMYJIATOp BCErda JOMKCH OHNTH MOMKIOHEH K
HAZEKHO 3a3¢MICHHOMY HCTOYHHMKY MMTaHus A paboThL.

e Oneparop H MCHEDKEP CTHMYJISTOPA AOKHE! TOTHOCTBIO MOHMMATE PYKOBOJACTBO
MO JKCIUTY4TALMH, H OHO JIOJKHO XPaHHTLCA B HEMOCPEACTBCHHOR Gam3ocT oT
obopynosanus.

¢ UroOH OpefoTBPATHTE HECUACTHHIE CAYydaH, CBA3aHHEE ¢ 0€30macHOCTHIO, H
obecreuuTs HajyleXKalllee TEXHHIECKOS 00CIy KHBAHKE, CICAYET Pa3MECTHTD 3HAKU
6€30nacHOCTH, MHCTPYKUMH H Tabmuly peryispHEX MpOBEpOK, MpHIaraeMuie K
CTHMYJISTOPY, Ha XOPOIIO BEXHOM MECTE PAZIOM CO CTHMYJIATOPOM.

e [JlockoNeKy B KOpmyce CTHMYJIATOpa YCTAHOBNEH BEHTHIATOP MU HUPKYJNSITHH
BO3/1yXa, CAEAYET CHATDH 32HABCCKH WM Mobbie ApYrHe NPEAMETH, KOTOPHE MOTYT
6MOXKMpPOBATh NOTOK BO3AYyXa BOMH3H CTUMYJIATOPA.

o [lockoabKy BOKpYr CEKIMM.T€HEpaHH MAarHHTHOTO NOJIA CO3J8CTCA CHIBHOE
MArHATHOE [ONe, TeXHHYESCKHE CHNEUHAAMCTBl, NMOMOIIHHKH H NalHeHTH He
NOMKHE JEepKaThb B pyKax Kakme-nuGo mnpeaMeTsl, HA KOTOPHIC MOXET
BO3/ieficTBORATE MArHUTHOE MOJIEC.

TMpumeganne: MarHUTHEE HONA MOTYT HOBPEIATE TAKHE NPEAMETHI, KaK HApyIHbIE
Yyackl W MoOMNbHEE TenedoHBl, NOITOMY OyAbTe OCTOPOXHEI M XPaHATE HX
.OTICNBHO.

¢ Bo BpeMs 3KCHAyaTanMu CTHMYIATOpA HE ClEAYeT HCHOJL30BaTh MOCHIbHE
TenedOHB, pPATHONPHEMHHKA, MOOHIbHLIE DPAAHONEPesaTIHKH, GecnpoBOmHEIE
FTPYIIKH H T.J. B HEOOCPEACTBEHHOH! 6IH30CTH OT CTHMYJIATOPE.

e Bo BpeMs B3KCIUTYaTAHH CTHMYJIATOpa DAUMEHTY 3aOpemaeTcd NpHHHMATH
HATHTKH, BOAY H T. [I., KOTOPEIE MOTYT MOBJIMATE Ha paboTy CTHMYIATOpA.

He ncnonsaylite CTUMYIATOP HH B OHOM M3 CIEAYIOLUX MECT:

® B MeECTaX, rAc TEeMIEpaTYypa MNH BIAXKHOCTE OKpyXajonied cpepnl He
COOTBETCTBYIOT TpeOOBAHMAM;

® B MeCTaXx BO3MOXKHOIO IMPHUCYTCTBHA KOPPO3HOHHBIX MM BOCIUIAMCHAIONIHXCA
rasos;

& B MecTaX BO3MOXXHOTO BO3LEHCTBHA CHIBHBIX YAApOB WK BHOpaunn;

® B MECTaX, HENOCPEACTBEHHO OTKPHITHIX IR BETPa H JOXKI;

® B MECTaxX CKOIUICHUA ITHLIH,
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Ipr 3KCIUIyaTaUMA CTHMYJSTOpPA B YKa3aHHBIX HHXE MECTax NpeayCMaTpHBaiite
HAJUIeXAINUE ¥ JOCTATOYHEIC MEPEI 3aIHTHI:
e B MECTaX BO3AEHCTBHA CTATHYECKOIO MIEKTPHIECTBA HIH MOGBIX IPYTHX NMOMEX;
e B MECTax BO3ACHCTBHA HHTCHCHBHEIX NEKTPHYCCKHX HITH MATHHTHBIX NOJEH;
¢ B MeCTaX, PacrioJIOKCHHBIX BOMH3Y IHHAK MICKTPOCHAGKEHHA.
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BBEAEHHME

OcHOBHO# LENbIO PYKOBOACTBA H JAKHOIO MPHIOKECHUA K PYKOBOACTBY IO 3KCILTYATAllMH
SBIACTCH NPEAOCTABICHHE MOMb3OBATENMIO HMHCTPYKIMH 0O pabore €O  CTHMYIATOPOM
37IEKTPOMATHHTHEIM, & TAaKkKe HHQOPMAIHH, Kacalomelca €ro pPEMOHTA H TEXHHYECKOTo
obcayxneanng. B pykoBoacTBe NpHBOAATCA TEXHMYECKHE XapaKTEPHCTHKH CTHMYJINTOPA, €r0
ycTaHoBKa, paGoTa H TexHH4Yeckoe oGCTyKMBaHHe, a Takke HAdopMauma no GesonacHOCTH.
INepen HauanoM HMCNOJNBE30BAHHA NONB3OBATENb AOKEH BHHMATENLHO MPOUHTATh PYKOBOACTBO
H J3HHOC MPUICKEHHE K PYKOBOACTBY 1O 3KCILTyaTauuM, 4ToObl MpaBWibHO H Ge3onmbouno
pafoTaTh €O CTHMYJIATOPOM, C HOCTHXKCHHEM YKa3aHHBIX CTaHZapToB O€30macHOCTH H

apaMerpoB paGoThl.
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1 HASHAYEHHME H ITIPOTHBOINIOKA3AHHSA

Ctumynarop 3neKTpoMarHHTHBUE, Momens: SALUS-TALENT-Pro-Aes npesHasmavien
JUIS MMIYJILCHOTO 3/EKTPOMArHHTHOTO BO3AEHCTBHA BBICOKOH HHTCHCHBHOCTH.
CTMMYISTOP NPHroAeH ANA NpodecCHOHANLHOIO NMPHMEHERHA B CONbHMIAX H KIHAHKAX

BpagaMi-pu3noTEepanesTaMH.
Obracms npumenenun: B 60IbHALAX U KITHHAKAX,
IToxazanun x npumenesnuio:
s bBojeBnie CHHIPOMLI: [OPCAITHA, LEPBHKANTHA, TPHTCMCHAITHA, TOJOBHLIC
60/M HAaNPWKCHHS, CHHAPOM KOMIpeccMH OONBIIOrO 3aThUIOMHONO HEpBa,
CHHAPOM TpYIICBHJHOH MBIIMB, MexpebepHas HEBPANrdd, TYHHENbLHbIC
CHHAPOMEI
Iomuneiiponarus
IMape3s: meprudepaIecKHe: Napes NANCEOIO HEPRA, Nape3 MaNobepoBoro
HEpBa, ape3 Jy4eBOTO HepBa, ape3 CPCAMHHOrO HEPBa, Napes JIOKTEBOro Heppa,
nape3s BO3BpaTHOTO HepBa.
o IlnexcomaTHn
MexnoiBoHOTHAN FPLIXKA
Tapesn! HeHTPAAbHBIE: CNMHANBHAA TPABMA, MOCICACTBHA HHCYJIBTA
TOSIOBHOTO M CIIMHHOIO MO3ra, BOCISACTBHA onepalii Ha TONOBHOM M CIHHHOM
Mogsre.
Jncronmn
I'nnocre3ns
Peabuiaranus nocjie HeHPOXHPYPravecKHx onepamuii
3a6oneBanHA CYCTABOB: apTPO3LL, aPTPHTH
Peabungranus: nocne SHIONMPOTE3UPOBAHHA CYCT8BOB, nocJe
apTPOCKONMYECKHX onepanuil, nocne TpaBM
e boaeBnie CHEIPOMBI: HMIMUKMEHT CHHAPOM, MEOMDacHMaTbHBIH CHHAPOM,
SMUKOHZRIINAT, IVIAHTAPHBIH (aciuuT, CHHAPOM THOMANBHOTO TpaKTa, CHHAPOM
KPECTOOBO-NIOABSAOIIHONO COWICHEHHA, TPOXAHTCPHT, MNATOJOTHA BHCOYHO-
HIKHEYCSMOCTHOTO CYCTaBa, MATONOTHA AXHIUTIOBO CYXO0KUANMS, JIHTAMCHTATH!
e JIpurarejbHble HAPYIICHHN: IUIOCKOCTONHE, CKOJIHO3, AMCTOHHS, CHHAPOM
aTtpoduu or GeanciicTBHS
JamaTaveckne oTexH
I'mnepakTHRHLL MOYeBO#H My3HIPD
SppeKTHIBHA NACHYHKIHA
IpexneBpeMeHBan AKYIAITHS
CunapoM octpoit n xpouudeckoii TazoBoit 6o
PeaGunuranua nocne onepanuii Ha MPEACTATCIBHOA Kele3e
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'EnoToHKA MOYEBOr0 HY3HpS

Jetpy3opHo-chHAKTEpHAS NHCCHHEPTUA

I'anocTe3ns roJIoBKH MOJIOBOrO WieHa

[TaTosorng cpaMHOTO HEpBA

CTpeccoBoe HeAEpPKaHAC MOIH

CunapoM pasapakeHHONO KHIICYHHKA

Huacparus

VYeeanscHEe TOHYCA MBI XHBOTA, ATOAUYIHOMN 00NacTH, Iuieya, IHLA
[IpoTHBOOTEIHAR TEPANTHE

PeaGuimraimsa mocne onepammii YJIX

ITpomusonoKazanus x npumMeHenuio:

e He CIegyeT HCNONB30BATH 310 OOOpYAOBAHME NAPALICALHO C JAPYTHM
3K TPOHHBIM MEIWLIMHCKAM 060pyAOBaHHEM;
s crneayer GHTH OCTOPOXKHEIM, JTOOBI MATHHTHOS BO3ACHCTBHE HE NMPOHAKAIO B
obnacTs cepana;
e [AlMEeHTHI ¢ IHXopanko# seime 37,0 , GepeMeHHbIe KEHIAHEI,
MOXKHWIKIE JIOAM CBRINE 85 JIEeT H AETH 210 3X JeT;
¢ TANMEHT C HCTOPHEH HITH JUArHO3OM STKIENCAH HIH CYAOPOXHON
HHBMIHOCTH;
® [AHHEHT ¢ TIOZIO3PEeHHEM Ha SIMJICIICHIO HA OCHOBAHHH
anexTpodHLedanorpadun;
MIAUHEHT ¢ NIPA3HAKAMH OTKPHITHIMH PaBaMH;
HANHEHTH C KApAHOCTAMYIATOPAMH, HACOCAMH JUTA HHBEKIMHA
HAPKOTHKOB WIH CIYXOBHIMH alllapaTaMH;
¢ [AUHUEHT ¢ YepenHbHIMU HMIUIAHTATAMHA HCTIONB30BAHHE BO BPEMA
MAIHUTHO-PE3OHAHCHOMH TOMOTrpadun.

Boamoocrivie 0CrONCHERUR:

Y1065l H36eKATh EKTPHICCKOrO MYyMa BO BpeMs HCNIOMB30BaHUS, H3/Ie/THe ROJDKHO ORITE
YCTAHOBJIEHO HA 3HAYATENBHOM PacCTOAHHH OT JIOOWX TI'€HEpaTopoB, PEHTIICHOBCKOrO
o0opynoBaHud, paA¥oBeATENLHOTO YCTpo#cTBa, MOOHALROTO AMEKTPHIECKOT0 IPOBOJA H T. .

Boamoxcnsie nobounsie oeiicmeun:

Tlpr HMIYJABCHOM 3JIEKTPOMATHHTHOM BO3ACHCTBHH BHICOKOH WHTEHCHBHOCTH IpH
coOMoONeHUH YCNOBHI M NpaBwil TPaHCHOPTHPOBAHAN, XPaHCHWA N NPAMEHEHHA NOGOUHLIC
OEHCTBHA HE BHIABIICHEL.
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2 OBIIEE ONUCAHHE CTHMYJIATOPA

CTHMynSTOpP COCTOMT H3 KOPIYCa H UIHYpa MUTaHuA.

Kopnyc cTuMynsTopa ocHalicH BeikmouareieMm, ceHCOpHbM XKK mucrineem (LCD-8") ¢
IOKOHCTHKOM, PpOJIHKAMH JUIN IIEPENBHXKEHMS ¢ TopMo3oM H Oe3, aByMs OoNbIIHMH
npeoOpazoBaTeNeMH 3JICKTPOMAIHHTHOTO BO3ACHCTBHMA €O NUIAHraMaMH, JEPKATEIIAMH
npeoGpa3oBaTens, , a TAKKE NPeayCTaAHORICHHLIM porpaMMHBLIM obecnedenueM (I10). dacnneii
Y CTHMYJISTOP H3rOTaBIIMBACTCH BCTPOCHHBIM B KOPITYC.
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3 KOHCTPYKTUBHbLIE OCOBEHHOCTW N BHEWHWW BB
CTUMYNATOPA

KOHCTPYKTUBHBLIE OCOBEHHOCTW U BHEWHWI BUA CTUMYNATOPA

ConO-ol Panel

PucyHok 1 BHewHwuii BUA cTUMynsaTopa cnepeau

Transducer connector

Powmtor Switch

Powerinputteiminal
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PUCYHOK 2. BHeLLHWii BUA4 CTUMYyNATOpa c3aau
CH1 Transducer - npeo6pa3oBaTte/ib 3/1eKTPOMAarHUTHOIO BO34ENCTBUS;
CH2Transducer- npeo6pa3oBartesib 3/IEKTPOMAarHMTHOIO BO3AECTBUS;
Control panel - naHenb ynpaBneHus;

Transducer connector - pa3béMbl CoeMHEHUs Npeobpa3oBaTenieil 3NeKTPOMArHMTHOTO
BO3[ENCTBUS;

Power in put terminal - pa3bém WHypa NUTaHMA CO CKOOOI-aepxaTenem;

POWER

PucyHok 3. Power input terminal- pasbém LWHypa nuTaHus

O Hiim
limmimimi

PucyHok 4. Power Switch- BblkntoyaTeb NUTaHus

Kopnyc cTumynsTopa CHabXeH posvMkamMu C TOPMO30M W 6e3 Topmosa [/
nepeABUXEHUS:
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. raema a

Pucynox 5. Ponux ¢ mopmo3om 8 OmKpulmoM COCMOSAHUY (CNeéa) u 6 3aKpsimom

cocmosaHuu (cnpaea)

Pucynox 6. Buewnuii 6u0 npeobpazoeamensisneKmpomMazHumnoz0o 6030eicmeus

Magnetic field out put — noBEpXHOCTH 3IEKTPOMArHUTHOrO BO3JACHCTBHA.

—
T T
" C

F

Pucynox 7. Paamepul kopnyca cmumynamopa

13
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PucyHok 8. BHellHWiA BUA Mpasmepbl MaH>XXeThbl And Tanuu

750

|

220

PUCYHOK 9. BHeWHWiA BUA v pasmepbl MaH>XeTbl ans 6egpa

550

220

PucyHok 10. BHeLLHWiA BUA 1 pa3Mepbl MaHXXeTbl AN1Si PYKK

14
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Pucynox 11, Linyp numanus

Pucynox 12. Pasmepw Ilpeobpasosameny CHI, CH2 snexmpomazrnuminozo 6030eticmeus

CTUMYNATOp MMeeT MpeayCTAHORAECHHOE 3aKPHITOC MporpaMmHoe obecnedenue (manee
no rekery — I10). ITocne BIIOUEHAA H3AEIAA NPONCXOAMT aBToMaTHaecKmi 3amyck I10.

Tabnuna 1: CeeseHHs 0 NPOrpaMMHOM 00eCneUEeHIH
Hanmcuonanne | HacHTHBKAUNOHNOE Homep Bepcrn Hudporoh Anroputm Aara sunycka
NPOrPaMMHOro HMS POTPAMMHOIO {(naenTnduranonnsit | WaeHTHHUKATOP pacuera OPOrPAMMHOIO
obecnedcHua obecmesenna HOMEP) NPOFPAMMHOIC MPOrPAMMHOTe widpoBoro ofecneucHus
oficcnicuchns ofecnencAus HACHTHPHKATOPE
(xOHTpONLHAR NPOTPaMMHOTD
cymma obecnevenus
HCTIONHAEMOTO
¥0/1a)
SALOS | S fuare
Version 1.00.00
T-Pro- Master - - 04.09.2019
Aes S/W
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SALUS- Software

TALEN Version 1.00.00

T-Pro- Siave - - 04.09.2019
Aes F/W

A penynpexnenne
» OO0HOB/IEHHEe NPOrpAMMHOIO ofecnedeHHs NONKHO NPOM3IBOAHTHCH TOJALKO
COTPYAHHKAMRE  YNOJHOMOYCHHOIO npeacrapaTens.  [porpammmoe
ofecnevente 3amu$POBAHO H HE MONET OLITh H3MEHCHO CAMOCTORTEILHO,

KOMIUTEKTAITAA:

CTHMYnATOp 3NeKTpoMarsHTHEI Moxens: Salus-Talent-Pro-Aes - 1,
IIpeobpasosarens ¢ kabenem | - 2T,

HIsyp nuranus- 1 mT;

MamxeTa I TaTAA — 2 I0T;

Manxera gus 6eapa — 2 T,

Mamxerta 218 pyKd — 2 IIT;

KuEAKoCTb OXNAKIAIOAA JUIS CHCTEMBI OXJlaxKAeHus - 1T,
PyKOBOACTBO MO KCILTYaTallHA

16
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4 TEXHUWYECKUWE XAPAKTEPUCTUKN

JKcnnyaTayMoHHO-TEXHNYECKIE XapaKTePUCTUKM CTUMYNATOPA COOTBETCTBYHOT Tabnuue 2.

Ta6bnuya?2

HanmeHoBaHMe napameTpa

1

abapuTHbIe pasmepbl cTumynaTopa (BxAxL), mMm
¢ SALUS-TALENT-Pro-Aes

Pa3mepbl Kopnyca ctumynatopa(BxAxL), mm
e SALUS-TALENT-Pro-Aes

JnameTtp ponmka c TOpMO30M, MM
*  SALUS-TALENT-Pro-Aes

Konnuyectso posvKoB ¢ TOPMO30OM, WIT
*  SALUS-TALENT-Pro-Aes

[AvameTp ponvka 6e3 TopmMo3a, MM
e SALUS-TALENT-Pro-Aes

KonimuecTtso posinkos 6e3 TopmMosa, LT
* SALUS-TALENT-Pro-Aes

Macca kopnyca cTumynaTopa, Kr
* SALUS-TALENT-Pro-Aes

Ycunue, HeobXoAnMoe 415 nepemeLleHuns nsgenma. H
Pa3mepbl MaHXeTbl Ana Tanuum (Bx), Mm

Macca, Kr

Pa3mepbl MaHXeTbl Ans 6egpa (Bx4), Mm

Macca, Kr

Pa3mepbl MaHXeTbl 418 pyku (Bx), Mm

Macca, Kr

Pasmepbl npeobpasosatens(BxAxLU), mm
SALUS-TALENT-Pro-Aes
OnuHa wnaHra npeo6pasoBatenaSALUS-TALENT-Pro-Aes, MM

Pasmepbl pgepxarens
Ac5(Bx xLL), Mmm

npeobpasoBateniSALUS-TALENT-Pro-

Macca npeo6pasoBatens y mogenn SALUS-TALENT-Pro-Aes,

Kr
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3HayeHue, HopmMma

2

997 X 468 X 997

997 X 468 X 502

72

72

60

118
260 X 1100
1
150X 750
0,5
150X 550
0,5

36,5 X 330 X 161

1650

60X 70X 150
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Bpems rotoBHOCTM K paboTe NoC/e BKIOYEHWSA, MUH., He 6onee
* SALUS-TALENT-Pro-Aes
Bpemsa npouenypbl, MUH
Lar
[NnTenbHOCTbL MMMY/bCa, C
Cwvna marHuTtHoro nons, Tn
MakcumanbHOoe BpeMsi HeMpepbIBHOW paboTbl, Y., HE MeHee
*  SALUS-TALENT-Pro-Aes
[nvHa WHypa nuTaHus, MM
* SALUS-TALENT-Pro-Aes
Macca LWHypa nuTaHus, Kr
* SALUS-TALENT-Pro-Aes
HoMnHanbHOe HanpsbkeHWe nuTatoLLeld cetn, B
MoTpebnaemas MOWHOCTL, KBA, He 6onee
* SALUS-TALENT-Pro-Aes
XKnAKoCTb oxnaxjaroLas, Mn
HomwuHanbHOe 3HayeHue 4acToTbl NUTatoLLel cetu, 'y
Bug gucnnes
*  SALUS-TALENT-Pro-Aes

TpeboBaHMS K BbIXOLHbIM CUrHanam
Macca n3genus 6e3 ynakoBku\c ynakoBKow, Kr
* SALUS-TALENT-Pro-Aes
Pasmepbl mxoiicTuka (QmuameTpxBbicoTa), MM
* SALUS-TALENT-Pro-Aes
XapakTepucTuKN gucnnes:
Tun gucnnes
*  SALUS-TALENT-Pro-Aes
Pasmep guaroHanu gucnnes, AAm
*  SALUS-TALENT-Pro-Aes
Pasmepsb! (AxLU), Mm
* SALUS-TALENT-Pro-Aes
PaspelleHVe 3KpaHa gucnnes, NUKCenein Ha Aroim
* SALUS-TALENT-Pro-Aes

0,17
1-30
1
0,00045
3,0- (£20%)
05

1500

0,13
230

3,5
30
50

BCTPOEHHbIV

220
61,32/76,3

35X 15

LCD

105 X 180

800 X 480

MpnumeyaHue - [JoNnycKu Ha BCe XapaKTepuUCTUKu - = 2,5%, ecnm He yKasaHO WUHOe.

CTUMYnATOP LO/HKEH COXPaHATb CBOK paboToCnocoOHOCTL Npu TemnepaTtype oT +10°C
[0 +28°C, OTHOCUTENbHOW BNaxHOCTH Bo3ayxa oT 30 o 85% u atmoctepHoMm gasneHun ot 70

Ao 106 kMMa.
Pexxum paboTbl NPOLOMNKMNTENbHbIN.

Knacc 3awnutbl 0T NOPaXXEHUS 3NEKTPUUECKUM TOKOM: |, paboyas vacte Tun BF.

3awmnTa oT NPOHMKHOBEHUA BOAbl 1 nbiin: 1P XO.
Cpok cnyx6sbl - 3 roga.
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5 MATEPUANDbI, NCMNONb3YEMBIE MPN M3TOTOBNEHWN

Py M3roTOBNEHWIA CTUMYNATOPOB NPUMEHSIOTCS:
CTUMYNATOP M3roTaBNMBaeTCA M3 CNeayoLINX MaTepnasos:

AKpunoHnTpunbyTagmeHctupon Mmapkm PA200, ¢ ncnosib3oBaHWeM KpacuTens
YpetaH: BE/1bl 1 mapkn White PEARL npoussoacTea GupMbl «C&K»
cTpaHa KOxHas Kopes- Kopnyc 1 KOPNyCHbIe 3N1eMEHTHI;

AKpunoHnTpunbyTagmeHctupon mapkun PA200, ¢ ucnosib3oBaHMEM KpacuTens
YpetaH: CUHWW mapkun Samwha POWTON npoussoactea hupmbl «C&K»
cTpaHa KOXHaa Kopes- Kopnyc 1 KOPNyCHbIe 3/1eEMEHTHI;

Ctanb HepxaBetowas Mapkm PO 1.6T npowussoactea (pupMbl«cHYMMOAL
STEEL» cTpaHa KOxHas Kopes, MoKpbITas noanypeTaHoBoii Kpackoii: BEJbIN
mapkun White Samwha POWTON - kopnyca n KOpnycCHble 3/IeMeHTbI;’

Cranb Hepxasewlwaa Mapku PO 1.6Tnpoussogctea pupmbi«HY1/TYOA1L
STEEL» cTpaHa FOxHas Kopes, NokpbiTaa nonnypeTaHoBoii kpackoii: CUHWN
mapku Samwha POWTON - kopryca v KOPNyCHbIe 3/1IEMeHThI
MonusuHunxnopug mapkn Mediflex(L)-PU npoussoactea ¢upmbl Wooyang
Advanced material Co. CtpaHa HOxHasa Kopes, -kabenb npeobpasoBaTtens
MonuenHunxnopung Mmapkn 60227 IEC 53 npoussoacTtea pupmbl «Schuter,»
cTpaHa LU Beiyapus, - THYp NUTaHus

Monunkap6oHat mapkn GN1002FC/KPAL npoussoacTtea pupmbl «LG Chem.»
(Pecnybnunka Kopes) - npeobpasosatesib

MaHXXeThbl:
1. HeitnoH 100% mapkn Comez band
2. Monnactep 70%, nonunypetaH 30% mapkn Comez band

3. MonuxnoponpeH90%, HelinoH 10% wmapku Neoprene

1100

330

PUCYHOK 7. BHELUHWA BUA, U pa3Mepbl MaH>XeTbl Ans Tanuu
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1. HeiinoH 100% mapku Velcro
2. Monwnactep 60%, moHOBONMIOKHa(HennoH) 40% mapkun Elastic band

3. MonuxnoponpeH 90%, HeitnoH 10% mapku Neoprene

750

220

PUCYHOK 8. BHelW HWii BUA Mpasmepbl MaH>KeThl Ans 6eapa

1. HeinoH 100% mapku Velcro
2. Monunactep 60%, moHOBOMIOKHa(Hel0H) 40% mapku Elastic band

3. MonunxnoponpeHa90%, HelnoH 10% mapku Neoprene

550

220

PUCYHOK 9. BHelWHWii BUA Mpasmepbl MaH>XeTbl Ans pyKu

CTumynaTopbl He cofep)XaT NieKapCTBEHHbIX npenapaTtoB, KOMMOHEHTOB >XWUBOTHOrO
nnnm 4enoBevyecKoro nNponcxoXxneHuna.

Bce LBeTOBbIE BapMaHTbl 06eCNeYnBaOTCA NYyTEM CMELIEHUS OCHOBHbIX KpaCUTENei.

Bua v gnmTenbHOCTb KOHTaKTa C OpraHM3mMom 4enoBeka: KpaTKOBPEMEHHbI KOHTaKT
(He 6onee 24 4) c NOBEPXHOCTHI HENOBPEXAEHHOW KOXN.

20
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6 HCTTIOJIb30BAHHME CTHMYJIATOPA
6.1 PacnakoBKa H YCTAHOBKA

OTkpHiBaliTe YNakOBKYy B COOTBETCTBHH ¢ OOO3HAUCHHSMM, YKA3aHHEIMH Ha Hel, u
OCTOPOXHO BEIHEMAHTE CTUMYJIATOP H €ro COCTABHEIC JaCTH:

e [IlpoBepsTé CTHMYMATOP M €ro COCTABHhIC YacTH Ha HaMAYHE KakKux-mbo
MEXaRHYECKUX NMOBPEXKACHHIA;

e Ilpu nepenase Temmeparyp HeobXoAMMO 4YTODB! CTUMYNSTOP HAXOAMICE B
YCIIOBHAX KOMHATHOH TeMIIEpaTypH HE MeHee 8 HacoR;

e Ilpx oOHapyXeHHH KakHX-1HOO mnpoOneM HEMEAICHHO CBEXHTECh C
YHOJHOMOYCHHEIM NPEACTABUTENEM MPOR3BONUTENA.

A Iipeaynpexaenne

¢ CoxpangiiTe ynakoBoIAbIe MATEPHAIL Ha cAyqail Gyaynrero TpaucnopTHpOBAHMA
H XpaHeHRAS;

o YTRamM3anus YNAKOBOTHLIX MATEPHAAOB AO/LKHA NPOBOAHTLCE B COOTBETCTRHN ¢
TpeboBanngmu Bamero MecTHOro 3aKOHOTATENLCTBA.

6.2 [loAroTOBKA CTEMYJASTOPA K pabore
6.2.1 Memood ycmanosku

Ipu nepemeLIeHHH CTHMYJISTOPA HKCROJIb3YIOTCA PONMKHK HA KOPIYCeE;

Jlna nepeMeIneHHs YCTAHOBHTE POJIMKH ¢ TOPMO30M B OTKPLITOE cocTosHAe (cM. PACyHOK
4);

IMocne mepeMeIneHMs YCTAHOBHTE POJNMKH C TOPMO30OM B 3aKphITOS COCTOAHHE (CM.
Pucysok 5);

YcraHOBHTE CTHMYNSTOP HA IUIOCKOH B POBHON [TOBEPXHOCTH;

YCTaHOBRTE CTAMYISTOP B MecTe ¢ nmoaxoasmell TeMneparypodi OKpyXalollell cpean u
RIAKHOCTEIO, H HE YCTAHABJIHMBANTE B MecCTe, TAe OHO OyJAeT MOABCPXEHO BOIACHCTBHIO MbLTH
HJIH JICTKOBOCTUTAMEHAIOIHEXCA MATEPHANoB. DKCIUIyaTHPORaTh Npu TeMneparype or +10°C mo
+28°C H OTHOCHTENBLHOM RTAXHOCTH Bo3ayxa oT 30 xo 85%;

IMoakmouATe MHYp NMTAHHSE K KOPIYCY CTHMYASTOpa (cM. PHCyHOK 3);

IToaxkmounTe MHYp NATAHHE K PO3ETKE C 3a3CMIICHUEM;

Y6ematech, 4TO MAYp MHTAHUSA NOAKITFOYCH;

IMpexae uem BkmouaTh oGOpyROBaHME cleAyeT yOeauThCH, Y10 po3eTKa M Kabeus
MHTAHHUA 333EMJICHbT;

Cnenyer GHITh OCTOPOKHBIM, ITOOB HE NOBPSANTh O0OPYROBAHAE CHIILHEIMA YAADaMH;

3akpenrTe Gonpmoit nmpeoOpazoBaress MEKTPOMArHHTHOIO BO3ACHCTBHA B HEpPIKATENe.
Ipa orcoemuuenny Gonpmoro mpeoOpasoBarTens OT AepAarTess, NPRIACPKABAHTE €ro pyKo#,
qro6sl NpHU NOAHKMAHKH PRIYATa AEPXKATEIs Fa30BLIM aMOPTH3aTOPOM, OH HE yHan,

BxmouHTe BLHIKTIOUATENb ITHTAHAN, PACIIONIOKEHHBIH c3aaE CTHMYNSTOpa (CM. PucyHOK 4);

ITpr BK/MOYEHMM NMHTAHMA HA JUCIJICEe CTHMYJATOPA HAa MICHOBEHHE NOABHTCH JIOTOTHII
NPOM3BOANTENA U 3aTeM NoasieTca «[IaBHEIH 3Kpany», Ha KOTOPOM MOXHO BeIOpaTh BapHUaHT
paGoTs;

[NanueRTa yCaXMBAIOT HIIH YKIAAKBAIOT NIEPE]l CTEMYJISTOPOM;
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IpeobpazoBarelb pacnonaraloT Hax TpeOyeMBIM y9aCTKOM TElIA B 3aBHCHMOCTH OT GOMH;

BrGnpaloT HeOGXOMHMYIO0 NMporpaMMy HIH YCTAHARIHBAIOT HEOOXOZWMEIE NAapaMeTphl
TIPOBEACHHA NPONEAYPHI;

Bo Bpems NpoBelcHAA OPONEAYPH Ha AHCIUICH BBHIBOAATCA NAHHBIC O TNapaMeTpax
3NMEKTPOMATHATHOTO BO3ACHCTBHUA, 8 TAKKe 0TOOPAXKAIOTCA MPeAYIPEAKICHHAN,

IMponomxuTeNLHOCTb NPOHCAYPH 3aBHCHT OT BHOPAHHKLIX NAPAMETPOB.

6.2.2 HHooxknionenue Kk cemi NUMaHUR

HcnonassyliTe opurusanbhai MIBYP OHTAHKS.

Pucynox 10. LHinyp numanus

V6eanTech, 410 HCTOYHHK NIEPEMERHONO TOKA COOTBETCTBYET ClEAYyIomei crienHpHKamu:
nepeMennsii Tok 230(B), 50(I'm).

IonacoemnuHATE MAYpP NHTAHKSE K Pa3heMy IMHYpa MHUTAHHA, PACTIONOKEHHOMY Ha 3aqHei
Nageq® xopryca ctaMyasTopa. IToacoenuHuTe NPOTHBOMONOXKHLIA KOHEX IIHYpa NHUTAHHA K
PO3ETKE CeTH MEPEMCHHOTO TOKa, NPHIOMHOH 1A% HCNONB3OBAHHA ¢ MEAMIMHCKHM
obopyaoBaHHeM, PO3CTKa AODKHA HMeTh 3asemicHHe. Ecim Bml commeBacTecr B Hanmuume
3a3¢MJICHHA, CBSXKHTECH ¢ COOTBETCTBYIOIMMM NEPCOHANoM Bamiero ne4ebHOro yupexacHns.

Ipumeuanne
o OrcyTcTBHE 3a3eMJICHAN NPHBOABT K Mpo6o10 CTATHYECKOro 3JIEKTPHYECTBA H
BHIBOAY N3 CTPOH CTHMYJAATOPA.

6.2.3 Bxntovenue

[Mocie yYCTAHOBKM CTHMYJATOpa IS €ro BKIOYCHHS, NOXANYHCTa, BBHIHIONHHTE
cneAyiomue Nponeaypal:
e Tlepen ucnonb3oBaHHeM CTHMYJISTOpA, MPOBSAATE COOTBETCTBYIOINYIO NMPOBEPKY
cobmonenus TpeGoBatmii TEXHHKM GS30MACHOCTH;

HaxMuTe BRIKITIOYATEN: MUTaHUS Ha 330HEH NaHe H CTHMYJISTOpA;

Ha skpaHe NMOSBUTCA KapTHHKA BAYANLHOH 3arpys3KkH;

Yepes 12-15 cexynn cucreMa 0To0pasuT «I aBHBINA 3Kpan»;

Temepr Bnt Moxere paforaTh CO CTHMYJATODOM IPH NOMOLIM MNaHEIH

YIIpaABJIICHHA.

6.2.4 Buxouenue

Jng BRKMOYEHHS CTHMY/IATOPA, MOXKAMYHCTa, BHIIOIHATE CICAYIOIME MIPOLECAYPHI:
o HaxMuTe BHRIIOYATSIS NHTAHNA Ha 3aAHEH NaHelId CTHMYJISITOpa.
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6.3 Noarorosxa nauwenTa

Tloxanyiicta, NOATOTOBBTE HECKOMBKO TKAHEBRIX MOJIOTEHENL, KOTOphIe 6yayT
noMemeHs! Ha o6pabaTrBaeMyio 061acTh Tena NalyeHTa B FATHECHHYECKAX uesix. Mut
PEKOMEHIYEM XAOMYATOSyMaXHEIE NONOTEHIA WIIH HAKPLIBAIOIIHE MaTEPHANKI NEpeN

Ha4yaJioM JICYCHHA.

Pucynox 11. Iloozomosxa Hlayuenma

Fabric towel — TkaHeBoe NMONIOTEHIIE.

CTAMYNSTOp MOXET GKITH HCTIONB30BAH 1A ICHeHHS PalIAYHBIX Y4acTKoB Tena. Ha
caeayiouux ¢ororpaduax nokazaHo HCIIONB30BaHKE HauGonee pacmpoCTPaHEHHBIX
MpPHIOXEHAN.
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/IKpOHOXXHast MbilLLA

PucyHok 12. Nono>keHne naymeHTa
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6.4 PeXum akcnnyartayum

BkntounTe BbIKNKOYATENb MUTAHUSA, PACMONOXEHHbI Ha 3a4Hell NnaHenn o6opyaosaHus. Mpu
BK/IHOUYEHWUW MUTAHUS 3KpaH MaHenn ynpaBneHUs BKAOYAeTCA, KakK MOKa3aHo HuXKe, U Ha

MrHOBeHWe NoABNAeTCA 3KpaH ¢ norotunom PEME/L, 3aTeM OH nepeknoyaeTcs Ha rNaBHbI

3KpaH.
TalentPro
At---

PucyHok 13. loroTun PEME/A PucyHok 14. HayanbHblii 3KpaH

KOMMo3uLuy rNaBHOro aKpaHa BbIrsaaaT cnedytolmm 06pasom.

Total operation time

PucyHok 15. naBHbI 3KpaH
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Information window — UudopManmorHoe OKHO

Mode selection — Bri6op pexuma

Application of modes — 3oHa Bo3aeicTBHS

Channel selection — BuGop uaaykropa

CH1/CH2 Transducer temperature — Uuayxrop 1/Menyxrop 2 TeMneparypa HHOYKTOpa
Magnetic field intensity — HHTeHCHBHOCTL MATHHTHOI'O MONA
Start/Stop — Crapr/Cron

Mode Selected — Bibparasiif pexum

Configuration icon — Hactpoiixu

Total operation time — O0mee BpeMa nponeaypsl

Time remaining — Ocrasinnecs BpeMa

6.5 NapaMerpnt pexcumoB paborne

Pexum paGotet uMeer ABTO 1, ABTO 2, [lons3osarensckuii PexuM. B To BpeMs Kak B pexXHMax
AnT10 | ¥ ABTO 2 338aI0TCH 3aBOJACKHS 3HAYCHHA I1apaMeTpa, NoNb30BATEH MOTYT
YCTaHABJINBATHL CBOH COOCTBEHHbIE NapaMeTPh! BIIOTE K0 1 B pexuMe Cnenuanuct. Bebepure
H HRXXMHTE PEXHM, KOTOPBIH XOTAT PEAIH30BaTh NOIL30BATE/H.

6.5.1 Pewnm Asto 1

DTOT peXHUM HMEeT NOAPEKUMEI ABTO1-1~ ABT01-4, KOTOpHIC BKIIOYAIOT YaCTOTY,
NPOACIIKHTENFHOCTh HKNA, HHTEPBAN MEeXIy HHKIaMi, YCTAHOBACHHBIC HA 3aBOJIE.
Curnan BHIGpaHHOIo peXkHMa MOBTOPHO NPHMEHSETCA NMOMb30OBATENAMH B TCUCHHE

BpemMeHH paboTrl. CniocoGn! paGoThl B pexaime AeTol cuenyiomme.

(a) Hcoonb3ys ceHcOpHBbilt IxpaH,

' Baibepure pexumM Autol U nosepaMTe
KOZEP, ¥TOOH BHIOpaTh PEKHM.
BrIOGpaHHEL pesHM NPeACTaRIeH

BepXHel u HIDKHEH 4acThio AUCIUIes.
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(6) Beibepure nHAyxTOp 1 H/AMH
maaykTop 2. KHonKa BhIOpaHHOrO
HHAYKTOpa Gyner 3aTeMHEHa H
akTusupoBana. Ilons3zoBarerm Moryr
AKTHBAPOBATH OAWH AWK 00a
HHIYKTOpa COOTBETCTBEHHO,

(8) Iloxanyiicra, YCTAHOBATE BPEMHA,
NIOBEPHYB KOZAEP, HTOOB YCTAHOBHTD
obimee BpeMs paGoTel.

(r) Ecin Haxkata kHOnxa «Crapr,
oGopyaoBanue padotaeT ¢
HaNpAKeHHOCTHIO MArHATHOTO NIOJIA,
YCTaHOBJICHHOH NTOBOPOTOM KOJEpAa.
HanpsaxeHHOCTh MATHATHOTO IIOJIA
TaKKe MOXeT ORITE noKa3saHa B
pasaene HanpmxeHHocTH. [Tocne
3aBePLICHHA ONCPAlH HAKMHATS
KHOTIKY OCTAHOBKH, YTO0LI OCTAHOBUTH

NnevyaTe.

6.5.2 Pexum AnTo 2

DTOT peXXHM HMEET NOAPERNME ABT02-1~ ABT02-5, KOTOpEIE TAKKE BKIIOYAIOT B celx

HACTOTY, HPOXOKHTENBHOCTE NEPEAaYH, HHTEPBAT MEKEY NepeadaMH, YCTAHOBICHHEIE

Ha 3apoge. Carnan BEIGPaHHOTO PEXXHMA MOBTOPHO NPHMEHAETCH IOMBE30BATEISAMH B
TeueHue BpeMeHH paboThl. Crocobnl paGoTH B pexuMe ABT02 ClIeAyIOIEe.
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(a) Ucnonn3iys CEHCOpHEIN dKpan,
BHIOCpETE peKEM ABTOZ ¥ NOBEPHATE
KOAEP, 9ToOb! BLIOpATh peiuM.
Bribpanmbii pe:xuM npeAcTaBicH

BepXHel ¥ HHKHEH JacThiO AKCIUIeA.

(6) Bribepure unayxrop 1 w/um
uHaykrop 2. KHonka BHOpaHHOrO
Kanana GyaeT 3aTeMHECHa H
akTupuposana. [lone3oBaremm Moryr
AKTHBHAPOBATH OJHH KIH 00a

HHAYKTOPA COOTBETCTBEHHO.

(r) loxanyiicra, yCTAHOBHTE BpeMs,
NMOBEPHYB KOAEP, YTOOBI YCTAHOBUTD
ofmee BpeMs paGoTHI.
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(o) Ecnu HaxkaTa KHonkKa «CTapT»,
obopypaoBaHue paboTaeT C
HaNPSXXEeHHOCTbID MAarHUTHOMO NONA,
YCTaHOB/IEHHOIM NOBOPOTOM KOZepa.
HanpsaXXeHHOCTb MarHMTHOTO MoNs
TakXXe MOXeT 6bITb MOKasaHa B pasgene
Hanps>KeHHoOCTW. Mocne 3aBepLieHuns
onepayun HaXXMUTE KHOMKY OCTaHOBKM,

YTOObl OCTAHOBUTHL NeYaThb.

6.5.3 Tonb30BaTeNbCKUI peXum
Monb30BaTeNbCKMA PEXUM MOXET yCTaHaBNMBaTb 3Ha4YeHMa napameTposB oT 11y go 50 Iy,

Kaxblii AnanasoH HacTPOWKK napameTpa o6ecneynBaeT cnegyoLlee:

YacToTa Bpemsa BKNOYeHUA (CeK) Bpems oTKNOUYEHMNA Cuna(%)

(u) (cek)

1~5

6-10 10 5 100
11-15 8 5 100
16-20 7 5 100
21-25 7 5 100
26-30 6 5 100
31-35 6 5 90
36-40 4 5 70
45-50 4 5 60

Moxanyicra, 06paTuTech K NPUBEAEHHbIM HVKE UHCTPYKLMAM A8 peann3auun Pexnma
Cneynanucra.

a) icnonb3ys CeHCOpHbIN 3KpaH,
BblGepuTe peXxxnum nonb3oBatens u
noBepHUTE Kogep, 4To6bl BbibpaThb
yactoTy. BeibpaHHas yacTtoTa
0TO6pPaXaeTca Ha BEPXHEM U HUXHEM

YPOBHAX Aucnes.
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(6) Bbibepute MHAYKTOP 1 un/mnn
MHAYKTOp 2. KHONKa BbIGpaHHOT0 KaHana
OypfeT 3aTeMHeHa M aKTMBMPOBaHa.
Monb3oBaTenn MOryT akTUBMPOBaTb OAUH

nnm oba annnkKatopa COOTBETCTBEHHO.

(8) MoxanyiicTa, ycTaHOBUTE BpeMS,
MOBEpPHYB KOAep, YTOObl YCTaHOBUTH

o6LlLee Bpems paboThl.

(r) Ecnu HaxkaTa KHonka «CTapT»,
o6opyaoBaHue paboTaeT ¢
HanpsAXXeHHOCTbO MarHUTHOrO NonNA,
yCTaHOBNEHHOW NOBOPOTOM Kofepa.
HanpsaXXeHHOCTb MarHMTHOTO NONSA TaKXe
MOXeT ObITb MOKa3aHa B pa3jene
Hanps)XxeHHOCTW. Mocne 3aBepLleHnA
onepayun HOXKMUTE KHOMKY OCTaHOBKMU,

4YTOObl OCTAaHOBUTb NeYaThb.
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7 IPABHJIA YXOJIA, YMCTKH H JE3SHH®EKIIMHA

A peaynpewneame

o [lepen uncrxoill CTHMYASTOPA BHIKAIOIATE €103

¢ IIpoduisxkrTHueckue NpoBepKH H WHCTKA npeobpasosareneit M HapyEHLIX
HOBEPXHOCTEH KOpITyca CTHMYJISTOPA MOTYT HPOBOARTLCE NONLI0BATENAMHM;

e UYncTka BHYTpeHHelf ¥acTH Kopnyca CTHMY/ISTOPA PpaspelieHa TOABKO
HePCOHANYY, YIIONHOMOYCHHOMY NIPOMIBONHTE/IEM.

Bami CTHAMYNSTOp AOIDKGH peryldpHO NpPOXOAMTh 4YHCTKY. HapyxHad noBepxroOCTB
npubopa MOXKET OYHIATECA € MCMOJNB3OBAHWEM THCTON W MATKOM TKaHM cMoucHHOH 70%
H30TIPONAJIOBRIM CTIPTOM.

HNesundexiua MOXKET BHI3BATh NOBpekAcHHE 000pyAOBAHHS, IPOBOAHTE € TONBKO TOIAa,
KOr/ia 3TO BKIIOMEHO B IUIAH TEXHHYESCKOIO OOCHYKHMBaHHA, H OYHINAHTE CTHMYAATOp Depen
MpOBeACHHEM AC3HHPeKIHU.

Cpeacteo ana nesundexnun — 70% A30NponANOBLIH CIMPT.

A Tpexynpexnenue

e HHKOI'JA se morpyxaiiTe cTHMYASTOP H €r0 COCTABHLIC YACTH B BOAY HAH
B KaKoli-tu6o pacrBop, He HanuBaiiTe BoAy AR KakoH-Au0o pacTBOp Ha
CTHMYJISTOP H €70 COCTABHDbIC YACTH;

s HHKOTJA ne pomyckaiiTe NONaganNus KMAKOCTH B KOPIYC, BLIK/IIOYATENH,
parbEMAL HITH B J106bie BeATHASIHONHLIC OTBEPCTHS CTHMYJIATOPA;

¢ BCEIJA suiTEpaiive H36MTOK KHAKOCTH, OCTAIONMHECH HA NOBEPXHOCTH
CTHMY/ISTOPA H €ro COCTABHLIX JACTEH TKAHLIO;

e HHKOTJA pe ucnoan3yiire aGpasHBHbIe, PRIbCARAWIIHE OTHCTHTEAH, HIH
OHMCTHTE/IH, CONEPRATRRE ACTOH;

e HHMKOI'TA ne mposoauTe Ac3HAQGEKHOHI0 CTHMYJSTOpPA # €ro COCTABHEIX
yacrei ¢ HEMOAL30BARAEM BLICOKOr0 JaB/ICHHN H BHICOKOH TeMIIePATYPLI.

Teproaudeckn ounmiaiTe BHEITHIOI HNOBEPXHOCTH CTUMYATOpA, ApeobpasopaTeiin
CEHCOPHBI SKpaH MATKOH TKaHbIO, cMOUCHHOM 70% H30NPONANOBLIM CIEPTOM.

IMocne kaxpo#t NpoleAypH 3MEKTPOMArHUTHOrO BO3ACHCTBUA, OUHCTHTE MOBEPXHOCTH
npeobpasoearens 70% H30MPOMIOBHM CIIHPTOM H MATKOH TKAHBIO.

Nma  obecneuenus Oe30macHOrO HMCHOAL3OBAHHA, BHYTPEHHAA YHCTKAa Kophoyca
CTHUMYIATOpa HOIKHA BHIIONHATECA ORHH pa3 B IOA NEPCOHANOM, YNONHOMOYECHHBIM
MPOH3BONUTENEM,
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8 MAPKHPOBKA
8.1 MapkupoBKa, HAHOCHMAA HA TUKETKY, MPHUKICHBACMYIO K KOPITYCY CTHMYNIATOpa:
¢ MoIeib CTAMYIIATOPA;
® Ha3BaHUWE H3JEITHA,
® JIOTOTHN NPOH3BOTHTEN;
® CepuiHBIA HOMED;
®  JATa MIrOTOBJICHHS;
¢ HOMHHAIBHOC HANPAKCHUE CETH NTUTAHKS,
® NEPEMCHHBLINA TOK CEeTH ITHTAHAS,
® HOMHHANLHAS YACTOTA CETH MHUTAHUS,
® MaKCHMaIbHadA noTpediaeMas MOIHOCTE;
e ofnmil 3HaK MpeRYNPEXKACHAN;
e 00OpaTUTLCA K HHCTPYKIHH 1O IKCILTYaTalHH;
® He YTWIH3HPOBATH ¢ GHITOBEIMM OTXONaMH;

¢ HARHNMCHOBAHHC H aJApCC NPOH3BONHTEIIA,

8.2 Mapkupopka, HAaHOCHMAd Ha YNIAKOBKY CTHMYJIATOPA:

CrMBoON 3paueHue Onucanne
H He mrrabenrapoBars. YKa3bBacT, YTO MPCAMETHI HEJB3A
mTabenupoBaTh BEPTHKANLHO HH U3-33
u XapaKTepa TPaHCNOPTHOI YIIAaKOBKH, HH H3-
34 XapaKTepa caMuX NPeAMETOB.

oy VKaskIBAET, YTO MEAMIIHHCKOE U3icTTHE

Bbepeds oT BIarxH HEODXOAMMO 3aHINATH OT BO3ACHCTBHA
RJIIArH

Jna obo3HaYeHHUA TOrO, YTO COACPIKHMOE

Xpynku# TPaHCHOPTHOM YIIaKOBKH XpYNKOE H € Helf

ciaeayer oOpamaTsesi OCTOPOXKHO.

T
Y
I_T Jins o6o3HAYEeHHEs OPABKILHOTO
4

Jroii cTOpoROi BBEPX BEPTHKANLHOTO MONOKEHAN TPAHCIIOPTHOM
YTIAKOBKH.
ITpeaen TeMnepaTypsl VYkasniBaeT rpaHHIbLl TEMIICPATYPHOTO |
AMana3oHa, B mpejiesiax KOToporo |
MEAHIMHCKOE H3ACIHE MOXET OBITH
npuMeHeHO 6e3 yinepba ero GesonacHocTa
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8.3 PacioudpoBka Bcex CHMBOJIOB MADKMPOBKH:

CumBon

3uaueHue

Onucauue

OcropoxHo!

VKazhBaeT Ha HEOOXOMHMOCTE A4
TIOJIB30BATENIN, O3HAKOMHTLCS C BaXKHOMN
rHopManueli HHCTPYKIEM O
OPUMEHEHHIO, TaKOM Kak MpeaynpexnacH
U 4 Mephl NPCAOCTOPOKHOCTH, KOTOPHIC
He MOTYT MO Pa3HbIM NPHYMHAM ObITH
pasMelIeHb Ha MCAHLIHACKOM H3CIHA

He Tonkars

3anpemaerca TONKaTh

He cuners

3anpemaercn CHACTH HA NOBEPXHOCTH

Tun BF

PaGouas gacts THna BF
(npeobpasosarenn)

VoanoMoueH Holif
NIPEACTABATEIND B

YKa3uBaeT YNOJAHOMOYEHH OT0
npeAcTaBHTENS B EBponeickoM

EpponefickoM ¢coobmecTpe cooOmecTne

O6parureck K HHCTPYKIIHH IO VYkaznBaeT Ha HeoOX0HMOCTS JIs

TNPAMCHERHIO HOMB30BATENA O3HAKOMHTLCA C
HHCTPYKIHCH IO NPAMCHCHHIO

VKasanus no KCIUTyaTaluH Heo0xoaumo clie0BaTh AHCTPYKUHH 10
IKCIUTYATALHH

Cepuiinsni HoMep VYxasmBaeT cepu#HBIH HOMEpP H3AEeNHA, C

TIOMOIIBIO KOTOPOrO H3TOTOBHTCIb
rAcHTEGUIMPOBAN KOHKPETHOE
MEHIIHHCKOE M3e/me

REF

Homep no xaranory

YKa3HBaeT HOMEP MEAHIIKHCKOrO
H3feNnud Mo KaTalory BK3rOTOBHTENA, C
TIOMOIOBIO KOTOPOTO H3ACHAE MOKET
OLITH HACHTH()HIAPOBAHO

Hsrorosurens

VKa3sHBaeT H3rOTOBHTE NS METMI[HHCKOIO
HA3ICINNA, KK 3TO ONPEACICHO B

Bax EBponetickoro coofimecrna
90/385/EEC, 93/42/EEC u 98/79/EC

N

JlaTa M3roTORNECHUsA

VKaskBaeT Aaty, koraa Oputo
H3TOTOBJICHO MEMHIIHHCKOE H3LCTHE
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CumBoI 3HaueHHe OnucaHue
He wrabenupoBats VYka3zaHue o 3anpere WTabeTHpoBaHUA
H3IEJIMHA B YNIaKOBKE

Bepeus ot Biaru

YKa3bIBaeT, YTO MEAMLIHHCKOE H3JIEJIHE
HeoOx0oqUMO 3alUMINATh OT BO3IEHCTBHA
BJIaru

Xpynkoe, obpaiarscs

YKa3bIBaeT, YTO MEAHLIMHCKOE H3JEJIHE

OCTOPOXHO MOXeT ObITh CIOMaHO MJTH [TOBPEXIEHO,
€CJId C HUM He 00paInaTbCs OCTOPOXKHO
Bepx VkaszaHue NpaBUIbHOTO BEPTHKAILHOTO

MOJIOXKEHUS TPAHCTIOPTHOH YNIaKOBKH

HOBTOPHOC HCNOJb30BAHHE

Yka3zaHue 0 HeOOXOIMMOCTH YTHIH3ALHH
B COOTBETCTBYIOILMX NYHKTaX MO NPUEMY
OTXOJIOB, MOJJIEKAIHUX BOCCTAHOBJICHHIO
WU nepepaborke

He ytunusuposarts ¢
OBITOBBIMH OTXOJJaMH

YKa3aHHe 0 HEOOXOAUMOCTH YTHITH3ALMH
B OTJENbHBIX NyHKTax cbopa ans
BOCCTaHOBJICHHS U NepepabOTKH OTXOAOB

[Ipenen Temneparypsl

VYka3pIBaeT rpaHHLIbI TEMIIEPATYPHOTO
IHara3oHa, B npeseiax KoToporo
MEQHUIMHCKOE H3/eIHE MOXET ObITh
npuMeHeHo 6e3 yuiepba ero
6e30MnacHOCTH

OnacHoe Hanps)KeHHE

Ocrt OPOXHO, ONaCHOC HAIIPAXKCHHE

3anpeleHo UMETH TIpH cebe
METANTHYECKHE TPEAMETHI
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9 YIIAKOBKA

CTHMyNATOp, yOaKkoBaHHbIH B MOMHATHICHOBRIH NAKET, YKIAABIBACTCH B
aMOPTH3HPYIOIDHE BCTABKM M3 meHomiacrta. CeepXy HAa aMOPTH3HPYIOIIYIO BCTABKY, B
crenuanbHOe YIayOneHHe, YKIanbIBaeTCR KapTOHHAA KOopoOKa, B KOTOpoH HaXOIMTCA WHYP
TIMTaHuf, KPOHIITEHH, PYKOBOACTBO IO IKCIUTyaTallHM H& PYCCKOM s3bike,. CBepxy
3aKPHIBACTCS NAKETOM M3 NONMHITHICHA. 3aTeM HA/IeBACTCS BHEINHAR KapTOHHAA KOpoOKa.
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10 TPEBOBAHHSA FE30TIACHOCTH H OXPAHA OKPYXXAIOIMIEN CPE/LI

10.1 TpeGopanus Ge30MaCHOCTH
Meph TpeoCTOPOXKHOCTH MO 3ICKTPOOE30NACHOCTH

HoMuRansHOe HAaNPKCHHE CETH MUTaHHS I CTHMYISTopa cocrasuser 230 B,
NnepeMEHHAIH TOK;

V6emurech, 4TO0 BCE COCAMHHTCNbHBIC YacTH (IIHYp NHTAHRA HIM Kabemm
COCTaBHBIX YacTel) MPaBHIBHO NOAKMIOYCHB K KOPIYCY CTHMYILATOpA;

Y6eauTech, 4TO CTHMYNATOP NOTHOCTBIO 3a3EMJICH;

PeMOHT, paclIMpeHHEe H YCTAHOBKA CTHMY/ATOpA HE JONXHEI BHIIONHATECA KEM-
ma0o, KpoMe  CNENHATH3APOBAHHOTO  NEPCOHANA,  YNONHOMOYCHHOIO
npou3BomureneM. [IponaponsHad pazbopka / cOOpka CTHMYJINTOPA NI0JIb30BaTeNIEM
KaTeropHYecKH 3anpeeHa;

Ilepen noaxmovYeHEeM APYroro 06OpyAOBaHHA, HE YKA3aHHOTO B PYKOBOACTBE IO
IKCIUTyaTauud, o0s3arelbtHO TPOKOHCYNLTHPYHTECh Y MPOUSBOAMTENA HIM
YTIOTHOMOUEHHOTO NPEACTABUTENA NMPOA3BOANTENS;

Bo n30exaHHe 3MEKTPHYECKMX [OMEX BO BpeMs HCHONLI0OBAHHA CTHMYIATOP
cleayeT YCTAHABIABATL HA 3HAMHTENSHOM DacCTOSHAH OT MCTOYHHKA ITHTAHMA,
moGoro reHeparopa, peHTTEHOBCKOro o6opyRoBaHNA, NEPEAalOIIEro yCTpoiicTsa,
MOOHITBHOIO 3MCKTPHYECKOr0 NPOBOJia H T. 1.;

OTHECHTECh BHHMATENBHO H3-32 BOIMOXHBIX JNCKTPOMArHHTHEIX WIH APYTHX
TOMEX MEKY CTHMYJIATOPOM H APYTHMH YCTPORCTBAME;

Ilo cymectBy Tpefyerca HezaBHCHMad CHJIOBag 1ielb, a COBMECTHOE
HCNONB30BAHHE 3HEPrHH ¢ APYTMMH JNeKTPOHHEIMH  YCTpOMCTBAMHM  He
pPEKOMEHAYeTCS;

He pasMemaiite cTUMYNIATOP B MECTaX, IA¢ TPYAHO OTCOSAHHHMTH BHNIKY NMMTAHHA
HH APYTYIO CHEMHYIO BRIIKY.

Mo Ge3onacHOCTH CTHMYISTOp cOOTBETCTBYET TpeGoBanuam [EC 60601-1 r IEC 60601-2-

10,

ITo 2neKrpoMarHHTHOH COBMECTHMOCTH CTHMYIATOpP COOTBETCTRYeT TpeGomanuaM [EC
60601-1-2 (knacc A, rpynna 1).

IKCIUTyaTAHOHHAR MPArOAHOCTE B cooTBeTCTBHH ¢ IEC 60601-1-6 n IEC 62366.

Knacc nporpaMmuOoro obecneuenus B coorsercrsuH ¢ IEC 62304 — B.

10.2 Oxpana oxpyxaiomeft cpeAr!

Marepuansl, BCIONB3YEMEIS 1P U3TOTOBJICHAH CTHMYJIATOPA, HE NOJDKHBI HPEACTABIATE
ONACHOCTH AJIS XH3EH, 3A0pOBba moacH H okpyxalomeH Cpe/ikl Kak B MpoIecce IKCILTyaTalluM,
TaK H II0C/Ie OKOHYAaHASA & CPOKA.

OCHOBHBIM BHJIOM BO3MOXHOTr0 OMAcHON0 BO3ACACTBHA Ha OKPYXAIOMYIO CpeAy ABIHETCH
3arpa3HeHHE aTMOCHEPHOTO BO3yXa HACEICHHEIX MECT, IOYB H BOA B PE3YNLTATE:

aBapRiHEIX yTeuek (pocchieii) MpOH3BOACTBEHHBIX MATEPHANIOB;
HEOPraHH30BAHHOTO 3aXOPOHEHHS OTXOAOB HA TEPPHTOPHEH NOPCANPHSTHA-
HM3NOTOBHTENS WIH BHE €T0;

HPOHIBONLHON CBAIKH OTXO0/IOB B HeNMPeAHa3HAYCHHEIX MU ITOH U MecTax.
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11 TPAHCIIOPTHPOBAHHME H XPAHEHUE

11.1 Ycnosra TpaHCIIOPTHPOBAHHS

TpancnopTHpoBaHHe CTHMYIATOpA MOXET OCYMICCTBASTLCA BCEMH BHAAMH KPHITBIX
TPAHCHOPTHHIX CPSACTB W NpaBHIAMH MEPEBO3KH TPy3oB, ACHCTBYIOIIMMH HAa KaXKIOM BHAE
TpaHCnopTa.

TpaHCTOPTHPOBAHHE CTUMYJIATOPA MOPCKAM TPAHCMOPTOM MOMNKHO NPOH3BOAUTHCA B
cooTBercTBEM ¢ "[IpaBHnaMH 6e30nMacHOCTR MOPCKOM NEpPeBO3KH IEHEPAIbHBIX Ipy3os”. Bua
OTNIpaBKH - KOHTEHHEPAMH H MeJIKaa OTnpasKa.

Cramynsarop, Npd TPaHCIOPTHPOBAHHH, HOMKEH OKITh YCTONYHB K XNHMATHYECKUM
so3feHcTBHAM, npu Temreparype oT —10°C mo +60°C, oTHOCHTENLHON BAAKHOCTH BO3AYXA HeE
Sonee 80% u armochepHsM aarneaneM ot 70 no 106 xIla.

CTAMYASTOp, NpH TPAHCOOPTHPOBAHHH, NOMKEH OLITE YCTOHUMB K MEXaHHUECKHM
BO3/ICHCTBHAM, C TApaMETPaMH:

e pulpanuoHHRIE Harpy3km - J@anasoH dgacroT 10-55 TI'u ¢ amnmurtynoi
nepeMemenna 0,15 mum.
® yAapHbIE HATPY3KH — NMKOBOC yAapHOe YCKOpeHHe 10 g C IJIHTeNLHOCTHIO

ACHCTBAA YAAPHOTO YCKOPEHHS 16 Mc.

Ilpu TpaHCIIOPTHPOBAHHH 3ATIPEIIACTCH:
¢ TONKATH YNIAKOBKY CO CTHMYJIATOPOM;
¢ CHJIETH Ha YNAKOBKE CO CTHMYAATOPOM;
¢ mTaleMPOBaTh YIAKOBKH CO CTHMYJISTOPAMH.

11.2 Venosus xpaneHus

CruMynaTop, NpU XpaHeHuH, JOKeH ObITH YCTOWYHB K KNIHMATHICCKHM BO3ACHCTBHAM,
npr Temneparype or —10°C no +60°C, orHOCHTENbHOM BIAKHOCTH Bo3ayxa He Oonee 80% wu
aTMocepHEIM napieHHeM ot 70 no 106 klla.

Yenosua xpaneHns:

e bepeus OT BOARI,

e Bepeub OT NPEMBIX COIHETHBIX Ty4cH;

s He xpaHuTh Bo3ne oborpesareneii;

¢ He xpaHurs B MECTAX CKOTUICHMA ITLUIH;

e MHsberalite MeCT, NOABEPEHHBIX CWILHbIM YAapaM HAW Bubpauny, Bo3ACHCTRHIO

XHMHKATOB WIM B3PHIBOONACHBX ra3os.

37

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Cen



12 TEXHUYECKOE OBCJIY X KHBAHHME H PEMOHT

A Tipexynpexaenne

e Tlomb3oBarens Jo/DkeH NMPOBOAHTL TeKyMHH OCMOTD CTHMYJASTOpPR, MHYpPAR
NATAHASA M npeobpasoBaTeieii HAa NpeAMeT HX MOBPEAKACHNI, KOTOPBIE MOTYT
NOBJAHATh HA (e30mACHOCTh MANHEHTAa HIAH HX palouyne XapPAKTEPHCTHKA.
PexoMenayeMan NEPHOAHTHOCTL NPOBEPKH COCTABAHET OAWY HEACIO HIH
MeHbime. YCTPAHATE NOBPEAAEHHS Nepea ACHWIL30BANMEM CTHMYASTOPA;

o [lepuopmuecxkas NmpoBepka 0€30MACHOCTH AOCKHA NPOBOAHTCH MEPCOHAIOM,
YINOJHOMOYEHHNIM npon3BoauTeaem. PexoMeHayeMas  NepHOAUMHOCTL
COCTARB/IGET OANH roja, Aubo Bnl Xom&HLI MPOBOAHTL €€ B COOTBETCTBHH €
ycTaHoBJIeHHOM Jie1eOnbIM YIpexRieHHeM NePHOIHIHOCTLIO W NPONCAYPAMH.

12.1 Texynmmii OCMOTD CTHMY/RTOPA:
e Baemngs o600UKa IMHypa NHTaHHA CTHMYIATOpa, kabeneil npeobpazoBarenell U
T. I. He JO/DKHA OTC/IAMBATHCA, BHYTPEHHHEE NPOBOJA HE NOMKHLL OLITh OroNeHb! U
He AODKHH OHTH MOBPEKACHE! BHCITHHMH YAapaMH,
¢ He nowrxHo GHTH CIEOB YTEUKH Macia U3 npeobpasosarenecit;
o OuHCTATE CTHMYISTOP CHAPYKH, YTOOH HE ObUIO MOCTOPOHHKX NPEIMETOB;
s JIXOHCTHK YTIpaBIeHHSA CTHMYIATOPOM R T. ZI. HE JOJDKHA APOKATh;
e PasnHYHEE YaCTH, IPHKPEIUICHHBIE K CTHMYJATOPY, HE JOMKHB TPACTHCE,
12.2 Tlocne ANATENLHONO XpaHEHHA OOA3aTENLHO MPOBEPAATE CTHMYNATOP NEpen €ro
HCIIQJIB30OBAHHEM.
12.3 Jina oGecneuenns ¥ rapanTuii 6e30nacHOro HCIONBE30BAaHUA HE 380yAbTE MPOBEPATH
CTHMYJISTOp, BKMIOMAN BHYTPEHHHC XOMIIOHCHTH M BHIXOAHOE HANPAKEHHE, NEepCOHANOM,
YIIOMHOMOUYCHHBIM [TPOH3BONMTENEM, OTHH pa3 B FOA.

A Tipexynpempenne
Ilposepka colmogenun Tpebopanuli TEeXHHMKH 0e30MACHOCTE HAH TEXHHICCKOC
ofcayxupanne, Tpefyomee OTKPLITHS KOPHYCR CTHMYJ/STOPA, XO/UKHBI NPOBOAHTHCH
TONLKO OPROHAILHLIM DPEACTABHTENEM NPOH3BoARTeAS. B MPOTHBHOM CiIydae 3TO MOXKET
nosJieqs 3a cofolt Hemoaaaxu oGopyZOBARKS H BOIMOKHYIO YIPO3Y VIS 3A0POBhS.

He nomyckaercs TeXHHIECKoe OOCHYRKHBAHHE H PEMOHT CTUMYJIATOPOB MOMB30BATENIEM.

TexHuueckoe OOCHyXUBAHHE H PEMOHT MPOBOAMTCA TONBKO YNOJHOMOYCHHBLIM
MPEACTABATENIEM NIPOR3BOAUTENA.

3anpemaeTcs NPOBOARTL PEMOHTHEIE pabOTEI MPH BKITOYEHHOM 3JIEKTPONIHTAHHM.

B cnyyae nocnerapaHTHHHOro ¥ BHE TRPaHTHAHOIO PEMORTA CTHMYNATOpa obpalnaTecs K
YNOJNHOMOYEHHOMY MpPENCTABHTENIO NPOM3BOAMTENS Ha Teppuropud Pd: OOmectso ¢
orpanmdensoli oTsercrBenHoctThio «Mudomen-Hedtpor (000 «HUrdpomen-Heliporn) no anpecy
125445, r. Mocksa, JieHuurpasgckoe moccee, A. 69, kopn. 1, nom. 1, stax 1, komu. 50; Tenedon
+7 495 645 47 00; email davletov@im-neuro.ru.
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13 CBEAEHMSA OBb YTHIH3IAIINHA

YTrauzauus CTHMYNSTOpa JO/MKHA ocynecTBiserca cornactHo Canllun 2.1.3684-21 no

KIaccy OTXOAOB A, B TOM 4HcCHe npeoGpa3oBaTenH Nocie NMpeIBapUTEIbHON Je3snHEKiHuH,
OTHOCHTCH K KIaccy A — SNHJIEMAOTIOIHYECKHE 0e30MacHbIe OTXOARL

CruMynsarop NoAneKHT YTHIH3ALHE B CIy4ac:
® OKOHYaHHA cpoka cnyxObi;
® IOXTBEPAKACHHA (PAKTOB H 0OCTOATENLCTR, CO3NAIOUINX YIPO3Y KHIHH H 3OPOBBIO
MepabOTHHKOB H CBHAETENLCTBYIOMHMX O HEBBITONHCHHH MPEAyCMOTPEHHOIO
Ha3HAYCHHA.

VTUAH3alHH TAK XKe MOAJICKHT BCA YIAKOBKa, B TOM HHC/€E H TPAHCTIOPTHAA. Y THIH3ALMH
JOJDKHE! NIOABEPTaThCS OTAENbHC Oymara, ACPEBo, MOAHITHICH H MIaCTMACCA B COOTBETCTBHR
npasiiaMu c60pa, yuéra ¥ yTHIH3AMH YIAKOBKH.

He pa3bupaiiTe cTHMY/INTOP, KPpoMe KaK ¢ HeJIbI0 €ro yTRIA3annn!

[MpexnespeMennas pa3éopxa CTAMYJISTOPa NPHBEACT K €10 YHHUTOXeHHIO!

CTaMyasTop AckeH SLITH OTCOENRHEH OT CCTH MATAHWR NMepe/ paibopkoit!
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14 TAPAHTHH H3rOTOBHTEJIA

Ha CTEMYNATOp AAcTCS TapaHTHA CPOKOM Ha 12 MecaleB CO AHA NPOJRKH CO CKIAIR
3aBOJA-H3TOTOBHTENA.

lapasTHpyeTCca, YTO CTHMYIISSTOD HE HMceT AedeKTOB, CBA3AHHLIX C MPOH3BOACTBOM H
KAueCcTBOM IIPOH3BOACTBEHHBIX MaTepHanoB. Jliobas nepexrnas yacTs OyAeT 3aMEHEHa, ¢CITH HE
NPOH3BOMNIOCH BMEIHATENHCTEA B YCTPOHCTBO CTHMYJIATOPA H CTHMY/IATOP HALJICIKALNHM
o0pa3oM 3KCILTYaTHPOBAJCA BO BpeMs 3TOrO NepHoia. Y AOCToBepETeCh, YTo moboi cCoif B
paboTe He IPOMCXOAMT H3-3a HEalleKBaTHOTO YXOJAa 3a CTHMYISTOPOM Had Hecobmonenus
PYKOBOJICTBA MO 3KCIUTyaTalud. B cilygae BO3HMKHOBEHHS HEHCNPABHOCTH, NpPH COOMIOACHHA
TpeGopaHmli N0 JKCIUNyaTalMH B COOTBETCTBHH C PYKOBOACTBOM I10 JKCILTYaTAlMH,
IPOH3BOAMTENb NPOM3BOAHT TEKYLIUH PEMOHT JTHOO 3aMEHY CTHMYJIATOPA.

ITpoH3BOAMTEND HAH YNOJHOMOYCHHBIH NMPEACTABHTEb NMPOM3BOAMTENA HA TEPPHUTOPHH
PO He HeCyT OTBETCTBEHHOCTH 3a NIoGOH nuuHbii/MaTepHATBHEN ymepO, BLISBAHHBIMH
omuBOYHEIM HCTIONB30BAHHEM, 3IKCIUTyarauMedl and meicH, OTIHYEBIX OT MpeAnonaraeMoi
HEeNH, ¥ HeOPEeKAOCTHIO TP 00CyKHBAHHH MPOAYKTA.

OOpaTuTe BHMMAHME, YTO B CIyYae NOBPEXICHHS CTHMYJATOPa C HCIONBE30BAHHEM
HEpa3pelleHHBIX MATEPHANOB I 9YHCTKH H Ac3UH(pEKNUH HHKAKHC TapaHTHH He
OpEAOCTARJIAIOTCA.

YNoMHOMOYEHHMI OpeACTABHTENb NPOW3BOAHTENS HAa TeppHTropHH Pd: O6mecteo ¢
OrpaHH9ICHHOA OTBEeTCTBEeHHOCTHIO «Undomen-Heitpo» (OO0 «HUndomen-Heiipo») no ampecy
125445, r. Mocksa, Jlerunrpazcxoe mocce, A. 69, xopn. 1, nom. 1, srax 1, komH. 50; Tenedon
+7 495 645 47 00; email davletov@im-neuro.ru.
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TAPAHTHHHBIN TATTOH

Kareropus u3nems
TIpou3BoaHTENS
BapHaHT Hcno/HeHus Ilitamn
Cepuiisniit HOMep/apT. O nposaxe

Hara npomaxu

Oprannzanus npogasex

IMoanuce npozasna

H3znenmae npoBepeHo, MOBpEXACHUM HE HMEET.

C npaBuIaMH SKCINyaTalHH O3HAKOMIICH H COTNIACCH,

INommuce nokynarTens

Cpox rapasTus — 12 MecsaneB co IHA NPONAKH CO CKIAAa 3aBOAA-H3ITOTOBHTEIA.

To sompocaM rapauTEH ofpamatecs: OOmecTBO ¢ OTPaHMYEHHOH OTBETCTBEHHOCTBIO
«Uudomen-Hetipo» (000 «Mndomen-Heiipo») no aapecy 1254435, r. Mocksa, Jlenunrpanckoe
mocece, A. 69, xopn. 1, mom. 1, srax 1, xomu. 50; temedon +7 495 645 47 00; email
davletov@im-neuro.r.

B caywae mocnerapaHTHiHOrO H BHE TapaHTHHHOrO pPEMOHTA H3NCMMd obpamarncs:
O6mecTBo ¢ OrpaHHIeHHON oTBeTcTBeHHOCTEIO «MHdomen-Heitpo» (OO0 «Mudomern-Heitpo»)
no aapecy 125445, r. Mockea, JIeHHHTpaacKoe mocce, A. 69, kopn. 1, mom. 1, srax 1, komu. 50;
tenedon +7 495 645 47 00; email davletov@im-neuro.ru.

BHHMAHHUE! Cnedume 3a npasunbHbiM 3anoinenuem 2aparmuiinozo manoua. Ceputinbiii
HOMep U3I0eRU/GPMUKYR OONNCEH 6 MONHOCMU COOMBemCmeosams HoMepy € manone. Bce
2paer ManoKa (3a UCKTIONERUEM 2pad) ONR 2aPARMULINO20 Yenmpa) OORNCH: OblMb 3GNOAHEHYL.
Ilpu HemouHOM URU HENONHOM 3GNOAHEHUU MANONA 2GDANMUR KA U30eAUe CHUMAemcs
YMPAYEHRRoi.

TIapanmus npouseodumensn ocywjecmansemcs 6 coomsemcmeuu ¢ I'K PO na obujux 0CHOBAHURX.
H3denue He OORICHO HOCUNMbL CREO08 MEXAHUMECKO20 UAU MEPMUYECKo20 8030eiicmsuil, a
maxce CRed08 GO30CHCMBYUA PANULHBIX XUMUYECKUX QZEHMOS. IJKCNAYamayun usoenus
OONyCKaemes MoabKo 6 COOMEEMCMEUY C PYKOSOOCMEOM NO IKCRIVAMAYUU K U30eAUIO.

OTMETKA O F'APAHTHH
JATA OITHCAHHE TAPAHTHHHBIHA IEHTP
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15 CBEAEHHSA O PEKJIAMAINMAX

B cnyuae rapanTHiHOrO H BHe rapanTuiiHoro peMoHTa u3Aenua obpamarsca: O6mecTso ©
orpaHuuerHol oTBercTBenHOCTHIO «Mudomen-Heiipo» (000 «Mudomen-Helipo») nmo anpecy
125445, r. Mocksa, JIeHHHrpaackoe mocee, A. 69, xopn. 1, nom. 1, stax 1, xomn. 50; Tenedon
+7 495 645 47 00; email davletov@im-neuro.ru.
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16 SANEKTPOMAINHUTHAA COBMECTUCTb

1. XapakTepuCTUKMW 3/IEKTPOMArHUTHON COBMeCTUMOCTU

OnpepeneHne: 3MC  (3neKTpoMarHMTHad COBMECTUMOCTb) — 3TO CMOCOBHOCTH
obopypoBaHMa wn3beraTb BO3AENWCTBUS 3MEKTPOMArHUTHbIX MOMEX, CO3[4aBaeMblX APYrUMM
yCTpONCTBaMM, He co3faBas NpPUM 3TOM aHaIOTMYHbIX 3N1EKTPOMArHUTHbLIX MOMeX ANA WHOro
o6opyaoBaHus.

)'K MpeaynpexpaeHue
MoCKONbKY  [aHHbIA  CTUMYNATOP  FEHEpUpyeT, WUCMONb3yeT U U3Ay4daeT
pagmnoyacToOTHYI 3Hepruto, paboTta APYrnx MeULUUHCKUX U HE MeAULLMHCKUX NPU60opoB n
ObecnpoBOfHOM CBSA3WM  MOXeT nepebumBaTbCcA. [A HeEro xapakTepHO co3jaHue
3/IeKTPOMArHUTHbIX NMOMeX B BO3AYLUHON nnu KabenbHon cpege. KOHCTPYKUUA LaHHOTO
n3genna MoJIHOCTbKD COOTBETCTBYeT cTaHgapTam 3MC u npefocTaBNdeT pPasyMHYHO
3alUTyY NPOTUB TaKUX NMOMEX.

)‘K MpeaynpexpaeHue
CTumynaTopbl  TpebylOT MPUMEHEHUSA creynanbHbIX Mep [ANna  obecreyeHun
SNEKTPOMATHUTHOW COBMECTUMOCTW U1 [fOnXHbI 6biITb YCTaHOBMEHbI U
BBefleHbl B 3KcnayaTauuit B COOTBETCTBUM C MHGPOpMaumelr, oTHocsawelhica K IMC,
NpuUBeAEHHON B PYKOBOACTBE MO aKCM/lyaTayum.

MpumeyaHue;

* lcnonb3oBaHne psafoM C AaHHbIM  U3fenMeM TaKuUX YCTPOWCTB, KakK COTOBble
TeneOHbl, npuemonepesaTyUuKM UAN NPUGOPbLI C AUCTAHLMUOHHBLIM YrpaB/ieHUEM,
KOTOpble CO34al0T PagnoBOHbI, MOXKET co3fjaBaTb NOMexn B paboTe 3TOro u3genus;

* [lpun ycTaHOBKe c/nefnTe 3a TeM, YTo6bl 3TO 060pyA0oBaHMe pacnosarasocb Kak MOXHO
fanblie oT 4PYroro 3aNeKTpoobopyAoBaHUS;

* Wcnonb3yiiTe TONbKO Kabenu, npefocTaBfieHHble WAKM  pa3paboTaHHble Hallel
KoMMaHwuei;

« He nbiTaiTecb mogupuuMpoBaTb AaHHOe ob6opyfoBaHue. BHeceHWe W3MeHeHWn B
n3genvie MOXXeT MPUBOANTL K CHUXEHUIO XapakTtepuctuk OMC. Tog M3MeHeHnamu
nogpasymeBalTCcsa MoAMpUKaLnM Kabeneid, HecobnoLeHMe NpaBuUa YyCTaHOBKU WK
pasmeleHna n3fennsa, U3MeHeHWe ero KOHMUrypauum MnmM KOMMOHEHTOB, BHeCeHue
M3MEHEHW B  yCTaHOBMEHHble npouefypbl paboTbl € YCTPOMCTBOM WU
NPUHALNEXHOCTAMMN U T. ..

2. Mepbl No ycTpaHeHUO Npobnem, cBsi3aHHbIX ¢ OMC
Ecnv BbISABNEHO, YTO [aHHbIA CTUMYNATOP CO34aéT NOMexu, TO MOSb30BaTeNb AO/KEH
YCTPaHUTb Npob6aeMy O4HUM NN HECKONbKUMWU MEeTo4amMu, NePeUUCIEHHbIMU HUXE:
e CTumynsTop He cneayeT NPUMEHSATb B HEMOCPEACTBEHHON 61M30CTM OT APYroro
060pyL0BaHNA NN BO B3aMMOCBA3N C HUM;
* [ns ymMeHbLUIeHWNA 3N1eKTPOMArHUTHbLIX MOMEX MOXHO OTPerynupoBaTb MON0OXeHne
000pYyAOBaHNA N APYTUX YCTPONCTB NN YTON MEXAY HUMMU;
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DNCKTPOMATHHTHHIE NOMEXH MOXHO COKDATHTh IIyTEM M3MEHEHHA TOYKH
NOAKMOYEHMS LITHYpA THTaHAA CTHMYJISTOPA;

JUis yMeHBIIEHHMS MCKTPOMArHHTHHIX TOMEX MOXKHO TaKKE M3MECHHTH KaHal
IOJaYM ITHTARNS Ha APYIHE YCTPOHCTRA.

CrumynsaTtop TpeOyeT NPHMCHCHHMA CHELHANBHBEIX MEp I ofecmeucHus
SNEKTPOMATHUTHOM COBMECTHMOCTH M NOMKEH OHITH YCTRHOBJIEH H BBEACH B
9KCITYATALMIO B COOTBETCTBHH ¢ HHbOpMaLHeH, ykasauHo#t Huxe.

MopratuBHble ¥ MOOWIbLHEE PpaIBOYaCTOTHEIE CPEACTBA CBA3BH  MOTYT
BO3ACHCTBOBATL Ha CTHMYJIATOP.

Hcnonezopanue kabenelt, npeolpazosareneli W ZIpyrHX COCT3BHBIX 4YacTeH,
OTAHYAIONMXCS OT YCTAHORJICHHLIX MOKET INPHBECTH K TNOBHIIECHHOHR

3NEKTPOMArHATHOM IMHCCHH MK K NOHAKCHHOH IOMEXO0YCTOHTHBOCTH.

IMpou3somATENs HE HeCST HHKAKON OTBETCTBEHHOCTH 38 IIOMEXH,

BRI3BAHHEIC

HCDONL30BAHHEM HE PEKOMEHIOBAHHOTO COSAMHMOMmEro kaGens, Moaudmkauped wnn
H3IMEHEHHEM CTEMYJATOpa G¢3 paspeimenns. HecaHKIHOHMpOBaHHAS MORH(HKAUHA WIH
HIMEHCHHE CTHMYJSATOpPAa MOXET JHIIHTH HONB30BATedf NPaB Ha OSKCILIYaTANHIO JAHHOTO

CTAMYIIATOPA.

Tepeuens 06pa3LoB, ANM KOTOPHX HEOOXOAHMO COOTBETCTBHE TPEGOBAHKAIM HACTOAINETO
NapaNIeLHOro crauaapTa: CTUMynaTop snekTpoMaraeThellf, Mogens: SALUS-TALENT-Pro-
Aes, ITpeoGpazosarens ¢ xabeneM 1, [peobpaszosarens ¢ kabenem 2, Hlnyp nuranms,

Crumynarop SALUS-TALENT-Pro-Aes npeaHasHadeH ANS HCNOMb30OBaHMA B OMHCAHHOH
HUXC OEKTPOMArHHTHON cpefie. 3aKasuMK MNH NOAL30BaTeb OGOpYOBAHMA JOJDKEH

yOSHHATECS, ITO OHO HCHONB3YETCA B TAKHX YCJIOBHAX.

Tect Ha BHIOPOCH CooTBeTCTRHE JNeKTPOMArHATHAS Cpeaa -
PYKOBOACTRBO
Papuonomexu no CUCIIP 11 I'pynna 1 Crumynstop SALUS-TALENT-Pro-Aes

HAMEPEHHO TeHEPUPYET H/HIIH HCTIONB3YeT

¢mkep no MK 61000-3-3

KOHAYKTHBHO CBA3aHHYIO
PAdBOYaCTOTHYIO  3HEPTWIO,  KOTOpas
HeoOXoaMMa s BHYTpEHHEro
$YHKIMOHHPOBAHHA caMoro
000pYIOBAHHA.
Pamuonomexn nmo CHUCIIP 11 Knace A Crumynsrop SALUS-TALENT-Pro-Aes
TNOAXOAMT IJIS HCIONB30BAHAA BO BCEX
l'apmonueckue He npamensior ﬁ?::ﬂ a?mpme nomcmo'l:mmxl:
COCTABIAIONIHE M3K o0IMEeCTBEHHON CETH EKTPOCHAOXKEHHS
gmﬂzeﬂom TOKA 10 HH3KOTO HAIPSOUKeHHS, MUTAIOmEN 31aHuy,
-3- ONME3yeMbie 6 HYX]I.
Konebanns HAUPSKCHUS K He npumensior aen JUL DEITORRX
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Cramynarop SALUS-TALENT-Pro-Aes npeaHasHaueH Ajs HCIONB3OBAHHA B ONHCAHHOMH

HEOKE 3JICKTPOMATHUTHOM cpeze.

)'68}11'!'1'508, 9TO OHO HCHONE3YCTCA B TAKUX YCNOBHAX.

3aKazuuKk MM TONB30BATENE O0OPYHOBAaHHA AOIDKCH

HcenpiTanne Aa
IToMexoycToHaHBOCTL
IEC 60601

TecroBniii YpoBenb
IEC 60601

Yposensn
CooTBercTBHR

JReKTPOMArEHTH

as cpeaa -
PYKOBOACTBO

JnexkTpocTaTANCCKAH

paspax (ESD) IEC
61000-4-2

+8 KOHTaKT
=15 armocdep

+8 KOHTaKT
=15 armocdep

IMonm momxHH OBITH
JIePCBAHHBIMHA,
OeTOHHEIMH WM U3
KEPaMHYECCKOH IIHTKH,
Eciu mnomel mOKpHITH
CHHTETHYCCKAM
MarepHanoM,
OTHOCHTENIbHAA
RIAKHOCTL  JOJ/DKHA
OriTE He MeHee 30%.

OnexTpHtiecKHe
OBICTpEIE MEpEXOANKIC
OPORECCH/MMITYIIBChI
1IEC 61000-4-4

+2 xB g nunnit
anexTponepenay

+2 kB g naua#
SMEKTPOnCpenad

KauectBO CeTH
AMEKTPONKTAHHA
NOIKHO
COOTBETCTBOBATH
TANMUIHBIM
KOMMEpPYECKHM  MIH
CONBHAYARIM
YCJIOBHAM.

Tlepenanpsokenue IEC
61000-4-5

+1xB
naddeperunambHbIA

+ 2 kB, o6mmii
peXHM

+1xB
maddepeHIMANbHEIN

PeXKHUM
= 2 kB, o0mmit

PEXHEM

3amura oT
NepeHaNnPAKEe AN
JIOMKAA OnITh
BCTPOEHA B OCHOBHOH
HCTOYHHK NUTRHUS
obopynoBanus, €CiH
HeoOX0mMMO
TapaHTHPOBATE 3ANIMTY
OT NepesanpsHKeHU.
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TTposansl <5 % UT (nagerme | <5 % UT (naneune KauecTno
HaNpOKEHN, >95 % UT)3a0,5 >95% UT)3a 0,5 3NCKTPONMHTAHHA
KPaTKOBPCMEHHEIE LMK LMK ROJDKHO
nepeGon n konebanus | 40 % UT (nageane | 40 % UT (nazeuue 60 | coorsercTBOBATH
HaNpAXEHHS Ha 60% UT)3a5 % UT)3a 5 IMKIOB | THIHIHEIM
BXOJ{HLIX JIMHASAX HKJIOB 70 % UT (manenue KOMMCDYECKHM  MIH
AMEKTPOCHAOKEHHS. 70% UT (naneane | UTna30%)3a 25 GONBPHAIHEIM
IEC 61000-4-11. UTna30%)3a 25 | nuknoB YCJIOBHAM. Ecnu
IUKJIOB <5 % UT (naaenne NOJIB30BATEIHO
<5% UT (nanesne | >95% UT)3aS5cek |cucreMm SALUS-
>95 % UT) 3a 5 cex TALENT-Pro-Aes
TpeGyercs
HenpepuBHas pabora
BO BpEMSA NEpPEpHIBOB B
nonaye
JCKTPOIHCPTHH,
PEKOMERAYETC, ITO0H
cramymsrop SALUS-
TALENT-Pro-Aes
MATAJICA OT HCTOYHMKA
Gecnepebotinoro
IIATAHUA.
Yacrorta cetu (50/60 3 Am 3A/M MarauTHBIC nons
') NPOMEIIUICHHON
MaruutHoe none YacTOTH JOIKHB OHITH
IEC 61000-4-8 Ha YpOBHE,
Xa8paKTCpPHOM ans
THITHYHOTO MecTa
THIHYHBIX
KOMMEpYECKHX WM
GOTBAMIHBIX
YCIIOBHAM.
VeToliauBOCTE k|80 MI'm — 2,5 ITu ObopyaoBanne ZOJIKHO
PaanovacTOTHOMY 2 I'm AMiuaTyAHAs HCNONL30BATECA TONBKO PAAOM C
H3JIYUCHHIO Monynamus 80 % ApYTHM obopynoBaanenM,
EN61000-4-3 COOTBETCTRYIOIIHM  CTAHNAPTY
EN60601-1-2
3amunenHoCTh OT 0,15 MI'y — 80 Obopynosanue JOJDKHO
KOHAYKTHBHOIO Mlu2Ix HCIONB30BATECA TONBLKO PAAOM C
PaAROYaCTOTHOIO AmMmuMTynHas APYTHM ofopynoBaHHeM,
uanydenus EN61000- | moxynanus 80 % COOTBETCTBYIOIMM  CTaHIAAPTY
4-6 EN60601-1-2.
NMMPEMEYAHHE: Ut - 210 HanpshkeHHE CETH NEPEMEHHOTO TOKA A0 MPHMEHEHUS TECTOBOIO
YPOBHA.
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PyxonoacTeo H Jexnapanng [Ipompoaarens — JaexrpoMmaranraoe Hanyuenne

Crumynsrop SALUS-TALENT-Pro-Ae¢s mpegHasHadeH i8S HCHOAB3IOBAEMA B ONHMCAHHOM
HIOKE 2JIEKTPOMArHHTHOM cpefie. 3aka’uMk HIH NONL30BaTeNE OGOPYAOBAHHA AOMKEH
yOeAHTHCA, UTO OHO HCIONB3YETCA B TAKHX YCIOBHAX.

HcenuiTanne Ha TecroBotit YpoBens DACKTPOMATHHTHAR
nomexoycroifansocts IEC YposeHb CoorBercrBas cpena - pyKoBOACTBO
606601

ITpoBoauo# pagnodacrotheii | 3 Bepeaneks. | 3 Bepemmexs. | IlopraruBHOe H
1EC 61000-4-6 150 xI'u-80 |3 B/Mm MoOHIIBHOE OGOpynOBaHHE
Panro4acTOTHOSC HATYYEHHS 3B/M panHoOYacTOTHON CBA3HM He
IEC 61000-4-3 80MI'u—-2,5 AONKHO  HCIONB30BATHCH
6mixe k mobolt uacT
CHCTEMBI SALUS-
TALENT-Pro-Aes,
BKMOvYas Kabemu, 4YeM
peKoOMeBIIyeMoe
pacCTOSHHE, PACCINTAHHOE
no YPaBHEHHIO,
MPHUMEHAMOMY K
JaCTOTHOMY NEPERATIHKY.
Pexomennayemoe
pasAcnHTENBHOE
PacCTOAHHE

d= [vg,]‘ﬂ

A— 171K
80 MI'n — 800 MI'u

d= l%v

800 MI'm— 2,5 ITu

Ime P — mMaxcumanbuas
HOMMHANBHAA  BHIXOJHAS
MOIHOCTD NEpeAariuKa B
partax (BT), ykasaHHas
IPOH3BOAUTENIEM

nepenardnka, a d —
peKOMeHayeMoe

PacCTOAHHE B METpax (M).

HaupsoxeHHOCTS TONA OT
CTANUOHAPHLIX PY-
[epeaTYRKOB,
onpeneneHHas
NIEKTPOMArHUTHLIM
ofcnenoBanueM y4acTka®,
AonxHa OhITh  MeHbINE
YPOBHS COOTBETCTBHA B
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KaKIOM 9aCTOTHOM
auanasone®.

[loMexu MOryr BO3HHKATH
BOIH3H obopynoBaHu1,
MOMEYEHHOTO  CIIeAYIOLIMM
CHMBOJIOM:

INPAMEYAHME 1. Ilpz 80 MI'm u 800 MI'n npumenserca Gonee BhICOKME udacTOTHEIH

AHANAa30H.

ITIPUMEYAHHE 2. OTH pekoMeHZALUAH MOIYyT APHMEHATECH HE BO Beex cHTyamuax. Ha
PacnpOCTPaHEHHE 3NEKTPOMATHUTHOTO H3TY4YeHMS BIHACT TOITIOMICHHE H
OTpakeHHe OT KOHCTPYKIHI, 06BeKTOB H oeH.

a. Hanps:eHHOCTh MONA OT CTALMOHAPHBIX NEPENaTYMKOB, TaKHX Kak 0aioBhle CTaHUURM AN
pamuoTeedoHOB  (COTOBHMX/GECHPOBOAHBIX) M  HA3eMHBIX MOOMIBHBIX pPaJHOCTAHIMI,
moburensckoro paauo, AM- u FM-paguosemanss 1 TeNeBH3HOHHOINO BCIIAHHSA, HEBO3MOXKHO
TEOPETHYECKH NPENCKA3aTh C TOYHOCTHIO. J19 OLEHKH NEKTPOMATHUTHOH OOCTAHOBKH HW3-32
CTALIHOHAPHEIX PAAHONEPEAATUHKOB CIACAYeT PAcCMOTPETH NIEKTPOMArHHTHOS obcienosangme
yuactka. ECH M3MepeHHas CANa Nons B MecTe, rAe MCmonbayercs cruMyastop SALUS-
TALENT-Pro-Aes, NpeBHINacT NPUMCHHMEIA YPOBEHb COOTBETCTBHA  PajHOYacTOTaM,
ykajanupii Beone, cnexyer saGmonars 3a cucreMoift SALUS-TALENT-Pro-Aes, urobu
yGemuTcs B ee HopManeHol pabote. IIpu oOnHapyXeHHM OTKIOHEHHR OT HOPMEI MOTYT
noTpeSOBATECA  IONIOMHHTENBHEIE MEpHl, TaKHE KaK INEPEOPHEHTAlius MM INEepeMeleHHe
cacrembl SALUS-TALENT-Pro-Aes.

6. B auanasone 4actot ot 150 kI'y s0 80 MI't HanpAXEHHOCTL MOMA A0/DKHA GHITH MeHee [V1]
B/m.

I Pyxoronerno i exnapamus Ilporssoanrens — JaexrpomarunTroe Hisyaenne |
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Crumynsrop  SALUS-TALENT-Pro-Aes  npepsHasHayeH  AN9  HCMONB3OBaHHA B

MEKTPOMATrHUTHON Cpenie, B KOTOPOH KOHTPOMHPYIOTCA HIMTyYaeMBIe PATHOUACTOTHEIC NIOMEXH.
TMokynarems niH nonesosarens cucremMbl SALUS-TALENT-Pro-Aes MOXeT NOMOYb
NPEeAOTBPATHTL IEKTPOMArHHTHRIE NOMexu, coOmonad MHHEMAIBHOE PacCTOSHHE MEXIY
NOPTATHBHKIM H MOOHNBHBIM PajiHOYACTOTHRIM ODOPYAOBAHHEM CRA3H (NEpPEIaTiMKaMH) M
cuctemoii SALUS-TALENT-Pro-Aes, kak peKOMCHIOBAHO HHXKE, B COOTBETCTBHH € K
MaKCHMATBHOH BBIXOAHOH MONHOCTHIO KOMMYHRKAIKHA.

HoMuRaILHRAS PasnennTebHOE PACCTOSHEE B 3aBHCHMOCTH 0T YACTOTHI
MAKCHMAJILHAS . nepenaTinKa
BRIXOARAS mommuocTh | 150 k' - 8O0 MI'm | 80 MI'm - 800 800MI'n- 2.51' T
nepesaramka, Br 4z ts B M;‘;x 4= [Ez_ ] /F
e a= [ L
E.l
0.01 0.117 0.117 0.233
0.1 0.369 0.369 0.738
1 1.167 1.167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

i nepenatyMkoB € MakCHMalbHOM BhIXOAHO#I MOINHOCTHIO, HE YKa3aHHOH BHIe,
pexoMeHAyeMoe paccToaHne d B Merpax (M) MOXKHO OLEHHMTh € IIOMOLIBIO YPAaBHEHHI,
NMPHEMECHUMOTO K YacTOTe NepeaaTdHka, rae P — MakcHMANLHAS HOMHHANLHAA BRIXOAHAS
MOIIHOCTH NepenaTyunka B arrax ( W) B COOTBETCTBHH ¢ MPOU3BOAMUTENEM HEPERATIHKA.

NMPAMEYAHME 1. Ha uacrorax 80 MI'u # 800 MI'u npumensercsa paccTogHuEe pasHoca AJs

auanazoda 6oee BHICOKMX acTOT.

MPUMEYAHHE 2. 3TH pekOMEHJAIMH MOTYT NPHMEHATHCH HE BO BCeX cHTyaumsx. Ha
pacnpocTpaleHHe AIEKTPOMArHATHOIO HMIIYYCHHMA BIHACT MOITIOICHUE H
OTPaXXEHHE OT KOHCTPYKIHii, 0OLEKTOB H JIOACH.
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Tepeyers HOPMATHBHOM JOKYMCHTAIMHE, KOTOpas IPHMEHACTCS MPOUIBOIHTENIEM IS
NOATBEPIKACHHA COOTBETCTBHA:

ISO 13485, Menumnckue u3nenus — CHCTeMB MEHEIDKMCHTa KawecTBa — TpeGoBaHHA Ans
fenel peryIapoBaHng

ISO 14971, MemunpmHckue mn3genus — [IpuMcHeHne MEHE/DKMEHTAa PHCKA K MEAUIIHHCKAM
A3ACHIM

ISO 15223-1, MemuuusckHe wuagenud — CHMBONBL, KoTophie OyAyT HCHONBIOBATECA Ha
STAKETKAX MEAMIMHCKHX M3e/Ml, MapkupoBKa H HHOpOpMAlHi, KOTOPYI® HEoOXOZHMO
npeaocTaBaTs — Yacte 1: O6ume TpebGopanus

IEC 60601-1, MemumueCKOe 2NeKTpHYecKoe oGopyxopanne — Yacte 1: O6mue TpeGonanus x
6a30Bol 6€30NMACHOCTH H OCHOBHBIM XapaKTepPHCTHKAM

IEC 60601-1-2, Meammuckoe aneKTpudeckoe obopyaopanue — Hacts 1-2: O6mme TpebGonarns
K Ga3zopoii Ge30macHOCTH H OCHOBHBIM XapakTepucrikaM — CoNmyTcTByloimie CTaHAApTHI:
INEKTPOMATHHTHAS COBMECTHMOCTD: Tpe0GoBaHAs ¥ HCTILITAHHS

IEC 60601-1-6, MearumucKoe 31eKTprdeckoe obopyaosanne — Yacrs 1-6: OGimue TpeGoBaHua
Kk 6azoBoii 6e30mMacCHOCTH HM OCHOBHBIM XapakrepucTHkam — ComyTcTBylommli crasaapr:
Y 106CTBO UCIONME30BAHMS

IEC 60601-2-10, Memaunnckoe 3nekTpuueckoe obGopynoeanne — Yacte 2-10: Ocobuie
TpeboBaHHA K 6€30NaCHOCTH CTHMYJISTOPOB HEPBOB H MBIIIIL

IEC 62304, TporpamMHOe obecniedenne MEIUIMHCKHX H3JCIHA — NPOLECCH JKHZHEHHOTO
NHKIA MPOrPAMMEOI0 ofecnedeHus

IEC 62366, Memummuckne u3aenus — [IppMeHCHAE 3KCILUTYATALtHOHHON NPHIOAHOCTH

MEDDEV 2.7/1 Revision 4, KIIMHUYECKASA OLEHKA: PYKOBOACTBO I
TIPOU3BOJWUTENIEM W VBEJIOMISIEMBIX OPTAHOB B COOTBETCTBUH C
JUPEKTUBAMM 93/42/EEC u $0/385/EEC

ISO 10993-1, Buonorgyeckas ONCHKA MEIMIAHCKMX H3gemmi — Yacts 1: Oneska n
TECTUPOBAHHE B paAMKAX Npollecca MEHEKMEHTA PHCKa

ISO 10993-5, Buonormdeckas oneHka MemumuuHckux uigenmit — Yacre 5: Tectnl Ha
LHETOTOKCHYHOCTS: METOROM in Vitro

ISO 10993-10, Buonormueckas omeHka MeAAnMHCKux magemmuit — Yacte 10: Tectet Ha
pasapakeHne H CCHCHOHNM3AIMI0 KOXKHA
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(MpunoxeHwne dopma Ne 43)
OaxaH Jlo ®vpm 3Ha HoTapu Odinc VIHK.

PerncTpaumoHHsbIin Homep 2023 - 9719
HOTAPUWAJIBHOE CBUAEJ/ILCTBO

AHI MbOHI™ CY, goBepeHHOe MU0, BbicTynarowee ot umeHn PEME/, Ko., N1ta. (REMED Co., Ltd.)
FeHepasbHbIN AnpekTop blH-X&H, Ko (Eun-Hyim, Koh), Canr-MoHr, /ln (Sang-Yong, Lee)
B MOEM MPUCYTCTBMN MNOATBEPANN NOAMNCK YKa3aHHbIX A0BEPUTENEN, NOCTaB/IEHHbIE Ha

NEKJTAPALINM

3acBmaeTeNbCTBOBaHO cerofHs, 07 utona 2023 roga, B 3TO KOHTOpE.

LaxaH J1o ®upm aHg HoTapu Oduc VHK.

OTtHocuTCca K: CeynbCKOW LeHTPasibHOM palioHHOM NPOoKypaType
[arsaHr bunguur, 3 atax, 36 ToHLXKaK-43p0

Cevo-ry, Ceyn, Kopes

HoTapuyc
/Moanuce/
XAH BOHI" KKO (HAHN BONG KYOO)

Mevatb: OaxaH J1o ®upm 3HL Hotapy Odumc VIHK.

[aHHas HOoTapuanbHas KOHTOpa Mony4Yuna paspelleHne MuHMCTpa toctuummn Pecnybnvkm  Kopes
BbICTYNaTb B KAYeCTBe rocyfapcTBeHHOro Hotapuyca ¢ 6 sHBapsA 2010 roga B COOTBETCTBUM C 3aKOHOM
Ne 11823.

[arsaHr BunguHr, 3 atax, 36 ToHAxXak-43po, Ceyo-ry, Ceyn, Kopes 210MM X 297MM
Ten. (02)590-0900, takce; (02)3477-0957 [fonroseyHasn 6ymara (1 nuct) 70r/m”

MepeBofykasaHHOTO AOKYMEHT A C aHTIMACKOIO M KOPENCKOro A3blKOB Ha PYCCKUM S3blK BbINONHEH NEPEBOLUYNKOM
Yurpnrosoii KO nneii AnekcaHpoBHOW. MepeBoj ABNAET CA NPaBUIbHBIM, TOYHLIM U MONHBIM.
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Poccuiickaa ®epepauyuns
CaHkT-lMeTepbypr
L ecTHaguaToro aBrycra ABe ThiCAYM ABajLaTb TPeTbero roja

A, KamblweBa EkaTepnHa HOpbeBHa, BPEMEHHO WCMOMHAKOWas 0683aHHOCTU HOTapuyc
CaHkT-leTepbypra NapuHa Wrops BnagumupoBuya, CBUAETENLCTBYH MOA/IMHHOCTL MNOAMWUO
nepesog4Yrka YnrpuHosoi KOnum AnekcaHpoBHe.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnucaBLLEro JOKYMEHT YCTaHOB/IEHaA.

KOMbot«(»esi0cTAM *Smi(ac”

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



