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SALUS-RSWT Instnjctions For Use

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 thedevice. 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-
RSWT. For clinical definitions, pathological effects etc., of itsfunctions, 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 14).

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 wthout the prior vsritten appreval 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, \vithout any prior notice.

fIFU-SRSW(EN)| 2/48 2021.02.23 Rev.3

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru



SALUS-RSWT Instructions For Use

Contents

1 Information On safety . oo e e e 7
1.1 Definitions of symM b oIS ... e e 7

1.2 Requirements for safety................ 9
1.2.1 Precautions for 1 CTNCAl S AT Iy ciiiiiie et e e SiaaE e e e enseeennteeenteesnsaeennteeans 9

A O - B =R - | o= 0 Lo 1 ST TSR 9

1.3 Precautions during operation............cccveiieen... 10

1.4 Indications for use, Contraindications for use, Passible complications and Possible sideeffects..... ... X et 11

1.5 Abnormal reaCtioN ..o e s et et e, 11

1.6 General Warning s o it ettt ettt TR et e aaaaana. 11

2. Extracorporeal Shockwave (Learn RSW T)......ocooiiinenn.. 12
2.1 Mechanism..................... 12
2.2 Objective of appliCation i e e T e e .13

2.3 Intended use for RS W T . oo e 13

3. Installation................ 14
31 ComponentsS....covii il eiiiiiiaaenn. 14
3.2 Electrical installation'condition..........coooooi i, 15
3.3 Environmental condition........... 15
3.3.1 APPlCAtION ENVIFOTIM BN Tttt s e se et e e s rtee e s e e este e et teesstaeessteesssteessseeeaneaesseeesseesansesen dhnnenseeesssenensens 15

3.3.2 Transport and ' ST0rage €NVIirONM €N T. et eeee e e seeeseeeseee e e saeeesneessneessneesss B desveeentreennees 15

3.4 Installation method............. el 15
3.4.1 Precautions/during iNSTallation .o sfimi e ee e st see e see e seeesnteaesteeaenseeensseeebhnsesh e esseeeenseeennneeens 15

3.4.2 CoNNECiON 0T POW BT i e T bt e 16

3.4.3 Moving and fixXing Of @ QUIPM @ N Tt b bbb 16

BuAA G UN et i S eeeeeceeeeeeeeeeeeeees e seenene e e e res e svann s s sessannessnnsnssss bl e 17

4. Product description.......cevviieenniieen it 18
4.1 Externakview ... e11118

4.3 CONEFOIS. e o e eee e 19
5. Preparations for operation ...l e TR et e 20
5.1 Mowving and fiXing equUipmM et ... ..ot i e s 20
Y2 2 o ATV AT g oo ] o o =X ol o o IO P o S 20
6. Operation iNStructionNs...... e i 21
Lo I oI o 3 = e g 21
ST O o 1= = ¥ o 1o o T 0 01 0 I I = 22
NFU-SRSW(EN)] 3/48 2021.02.23 Rev.3 *

Permcrparma MU B Pocamparranzope
www.nevacert.ru | info@nevacert.ru



S/M.US-RSWT Instaictions For Use

6.3 Environment setting.....cooooiiiiiiiiiiiiiiiiiaen 26
== 3= o I = 27
7.1 Over TemperatUre . ..o 27
7.2Gun Open....ccceveenn... 27
7.3 Components eXChange M €SS a0 @ S ettt et eaeaaaa e e e daabeaanaeeeeeaannn 28

8. Treatment protocols. ... .o, 29
9. Technical specifications.......cccccovvvvviiiiiiaan. 30
9.1 Size and W e iGNt o e et e 30
9.2 POWeT i 30
9.3 Number of ShOoCKS . i L 30
94 MOAES i o 30
9.5 INtENSI Yttt e e s 30
9.6 FrequencCy.....ccevveeeeenn. 30
9.7 Applicator.....ccccevveeiiiiiin, 30
10. EMC emissions and iMmMURITY ...t Bt ettt e et et e e e aaaans 31
10, FAQ it e 37
12. Maintenance................s 38
12.1 Routine inspection=0f eqUIPMeENt ... .o e 38
12.2 Safety iNSPECHIO N ettt TR e e e e e e e eeeanas 38
12.3 Cleaning ProCe AU e . oot S e e e ettt T e 39
12.3.1 General ClEAMIN g ..ottt e ettt e ebe et eabeeestbeeesseeessneeessneessaeeesnseesssnee s haensseesnsnennnnensns 39

12.3.2 Cleaning @PPliCatOrS ..o ittt et e e e e e e s eneeesnneeenneesnnn e ol T e e e e e e nes 39

12.3.3 Projectile & projectile guide ClEaNin g . ..o i e i e 41

12.3.4 Connection,part 0fthe gUN ClEANIN G e o e eeeae et e aeeesneeas 41

12.4 Replacement of COMPONEN TS . .o i 42
12.5 Removing_ air compressor condensate ..........ccoiiiiviiia.n. el o143
12.6 Troubleshooting....cco oviiiiiii i e foPY @)y 44
12.7 Regulartinspection for performance maintenancCe.........cciue cieeeennnananann. 46
12.8Warranty.......ooiiiinnennnnneee i, o 4y J 46

14, ContactimTormation .. ..ooiii i i e e D e 48

fIFU-SRSW(EN) 4/48 2021.02.23 Rev.3

REMED
Pernctpamua MU e Pocampasramzope

www.nevacert.ru | info@nevacert.ru



SALUS-RSWT Instructions For Use

List of figures

Figure 1. Mechanism of shockwave therapy.......ccoocoiiiii et 12
Figure 2. Main COMPONENTS.....uiiiiiiiii et e e e e e e s e s st eeeeaaeeesessssnnsnneneeeeeaaeeesssssfiRiRRrnnnnnneeeaenees 14
Figure 3. Power Cable CONNECTION. ... ...oi et e e e e e e et eeeeeees 16
Figure 4. Transporting wheel In loose’ (Left) and In Locked’ (right).......cooveeeciiil e, 17
FIQUIE 5. FrONT VIBW ... e e e et er e et e e e e e e s sa s natbeaateeeeeeeeee s s EaF et eenneeeeeeeeeeeennnnns 18
FIQUIE 6. REAI VIEW .. .ottt e e e e e s ettt reeee e e e e e s s s s ennnnnnnnneeses s e DR e e snnttrarerereeeeeeenaans 18
T [0 = 0 o T SRR = SRR 19
(T [ T T O 0] 11 o ] £ PR P PPTRRR 19
Figure 9. Application of the SALUS-RSWT ..o e cceiineeeeeee e e e 21
Figure 10. REMED O Q0 ...t iiiiiiiiiiiiee e eimns e e eeeieeeeeeraaaaae s s s e ssssaasaaeeeeaaeee aa ST onn s nesaaeseeeaaaeeessesnnnnnsssssneeees 22
Figure 11. SALUS-RSWT initial SCreeN..iauci i iciiiiieeeie e cveeesssie 3 es st aee e e e e e e e e e e s snnaeeanees 22
FIgUre 12. MaIN SCIEEN.....uiiiiiieeeeeeiieeeireeeeeteeeeeeessssssertnseeeeesseessesssssssssslosederteeeeseennnnnmssnseeeeereeeeeeenannannnnes 22
Figure 13. Over temperature MESSAGE. . ....cceuurrrreeeeariiereeeeriirreaesenseeedadidhneeeeeaastiee e e e s abaeeeesaabeeeeeeannseeeas 27
FIQUrEe 14. GUN OPEN MESSAQE. ... fiiireeeeeeesaaaaerrrrrreeerteeessesaaaanssssssessmmmaiaeeessssansssssseeeeeeeeeeeessannmsmmmmmeeeeemen 27
Figure 15. Tube 8] Projectile eXChaNge MESSATE. .....cccciiuriiii it smias s e e e e etieeeee s aite e e e e s abbee e e e sabbeeeeeaans 28
Figure 16. Handpiece (Gun) eXxehange MEeSSAgE. ......ccouruerrerines il 28
Figure 17. APPlICAtOr ClEANIMG . o vreeeeiitteeii ettt e et e e ettt e e e s et e e s bbbt e e e aanb e e e e e e enee s 39
Figure 18. 6 mm Applicator Cleaning........occeiiiiiiiiiiie el e Bradh e 40
Figure 19. 10 mm Applicator cleaning.......ccocceeeeviieeneen e T 40
Figure 20. 15 mm ApPPlCAIOr ClEANING........coiiiiiiiiie e e e e e e ah e reee e 40
Figure 21. 20 mm AppPHCALOr CleaniNg.......cooouiiiiieeee b Sl e 40
Figure 22. 35 mm Applicator Cleaning...........coccuiiiiemee e eeeveiiiie e e e e e e e e s sssvnnneee s dee e b s e 11
Figure 23. Projectile*& ‘projectile guide Cleaning..cuiv . ooeeirirreieriiiiiieen e it 41
Figure 24. Gun connection part cleaning...........omleeciieeeenniiieneenniieeeeessieee e bl 11
Figure 25. Projectile, projectile guide, BUMPED . oo P 42
Figure 26. Projectile, projectile guide, bumperdisassembling........ccccccvveeee Ll 42
Figure 27. Air.compressor condensate FEMOVE. .......ccuueerieriiiiieeeeniiieeeesesieees s et e s e 43
Figure 28. HOSE CONMNECTION.......cii it i ettt et e e e e e e s s et e e T pid e e s e e neaaeeeeeaeeeesneannnnnes 44
Figure 29 HOSE diSCONNECTION....cciiiitie i eie ettt ee e et e e pamadh e e e ettt e e e e s s enbeeee e s e nnbbeeeeeannees 44
fiFU-SRSW(EN)! 5/48 2021.02.23 Rev.3

Peructpamnua MU B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru



SALUS-RSWT Instructions For Use

o
List of tables §

Table 1. Treatment protocolsg ............. 29
Table 2. Self-troubleSNOOtING.....c...uuii e ‘D ................ 44

§
S
Q
©
Q
=

©
S
g §
@) ()
o
£ &
§ N
s &
§ o)
<) o
S T S
(@) (@) AS
Ey 5 8
N
S 5 &
c x £
& S G
5 T S
§ IS &

S Q L
w N

g & $

Ay 1)

_ CCCCC



SALUS-RSWT Instructions For Use

1. Information on safety

1.1 Definitions of symbols

[0 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.

] 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" symbol is used to indicate a life-threatening risk to the
Warning _ o
operator ifthe warning is disregarded.
. “Caution®symbol is used to indicate that-injury or damage can be
Caution , o
causedif the caution is disregarded.

No pushing To prohibit pushing against an object
No sitting To prohibit sitting on a surface
BF Type Applied part BF type

Operation o .
. y Operatlon instructions
instrgctions

instructions

Follow instructions.forjuse.
for use.

[ s h ] Serial number  serial number

Article Artic] ;
rticle number
[r e f number
Manufacturer  Manufacturer
1
Date of
Date of manufacture
manufacture
[IFU-SRSW(EN)! 7148 2021.02.23 Rev.3
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SALUS-RSWT instructions For Use

M

Do not stack

Keep away
from rain

Fragile

B This way up

OFF” (Power)

‘ON” (Power)

Alternating
current

WEEE

Temperature
limitation

Humidity
Limitation

Atmospheric
pressure
limitation

Dangerous
Voltage

fIFU-SRSW(EN)I
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To indicate that the items shall not be vertically stacked, either.because
of tfie nature ofthe transport packaging or because ofthe nature of the
items themselves.

To indicate that the transport package shall be kept away fream 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 indicatethe location of a recycling bin oricontainer.

To indicate disconnection from the mains;-at leastfor mains switches or
theirpositions, and all those cases where“safety is involved.

Touindicate 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 platel that the equipment is suitable for

alternating current only to identify'relevant terminals.

Indicates that when the end-user‘wishes to discard this product,
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 fortransport and storage.

j Warnings.€electricity

8/48 2021.02.23 Rev.3



SALUS-RSWT Instructions For Use

1.2 Requirements for safety
1.2.1 Precautions for electrical safety
_| The rated power for this equipment is AC 220 V.
O Confirm that all the connecting sections (power line or peripheral equipment) are
adequately connected to the equipment.
O Confirm that the equipment is completely grounded.

O Repair, expansion, and installation of equipment shall not be performed by anyone

other than the specialized personnel authorized by the manufacturer. Arbitrary
disassembling/assembiing 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.

_1 To avoid electrical noise during use, the equipment shall ‘be installed at a significant
distance from any generatar, X-ray equipment, broadcasting device, mobile electric
wire, and so forth.

0 Needs attention due to petential electromagnetic or other interference between ME
EQUIPMENT and otherdevices.

0 An independent power-circuit is essentially required, )and sharing of power with other
electronic devices is'not recommended.

_| 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 shoek: Class |, Type BF

_1 Electromagnetic compatibility (EMC) test standard; Type 2, class A

fIFU-SRSW(EN)! 9/48 2021.02.23 Rev.3
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SALUS-RSWT Instrixrtions For Use

1.3 Precautions during operation

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

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

_| 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.

J 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.

-1 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.

_i As afan is installed inithe body of the equipment fonair circulation, remove curtains
or any other objects which can block the flow of air from near the equipment.

-1 From the surroundings of the location where equipment is installed, remove water,
alcohol, flammable’materials, and so forth.

_| 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 separate gun and applicator during operation of the equipment;/as it may cause
injury due to recoil of air pressure.

J Ifyou do-not apply the Transmission Gel enough or do not come-into contact with the
skin, patients may feel pain because the air bubble is formed and the shock wave is
generated. Therefore, it is necessary to apply gel sufficiently_and close the gun to
patients tightly to prevent side effects.

J Shockwave may be affected by overpressure when used around the lungs, ear. and
gastrointestinal tract.

J Do not directly apply shockwaves to the heart, head or wounded area.

~I' This equipment should be used for patients who.can accurately express and
communicate pain during operation.

fIFU-SRSW(EN) 10/48 2021.02.23 Rev.3
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_| Excessive pressure on the stimulation area with a gun may cause skin damage such

as blisters and redness.
_| Do not move the unit during use because the gun may fall or the unit.may be
damaged due to impact or movement of the unit.

1.4 Indications for use, Contraindications for use, Possible complications and
Possible side effects.

J See the Appendix to the Instruction. Manual for full details.

1.5 Abnormal reaction

If any abnormality such as;skin redness, pain, petechiae hematoma, hematoma,
hemorrhage, edema, etc. isfound, please stop use immediately and consult with your

doctor.

1.6 General warnings

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

_| In the Instructions For Use, the method forthe 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.

fIFU-SRSW(EN)! 11/48 2021.02.23 Rev.3
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2, Extracorporeal Shockwave (Learn RSW T)

2.1 Mechanism

Shockwave Energy
BMP bone morphogenetic. protein

eNOS endothelial mine oxide synthase
I VEGF vessel endothelial growth factor
PCNA proliferating cell"antinuclear antigen

Biological Response

Neovascularisation

An extracorporeal shockwave is a waveform with strong pressure that occurs when the
energy is suddenly released in a small space for a short period of time,, which stimulates
the damaged tissue and results in a therapeutic effect. Extracorporeal shockwaves
stimulate the_early expression of factors related to angiogenesis, eNQS-(endothelial nitric
oxide synthase. VEGF (vascular endothelial growth factor), and PCNA (proliferating cell
antinuclear-antigen). It promotes negvascularization and affects blood supply and cell
proliferation. As a result, it activates-surrounding tissues and bones to reduce pain and
improye-natural healing effects. It also helps to recover the bones.

The _extracorporeal shockwave is-also known to have a therapeutic effect on chronic
inflammation. Chronic inflammatien’is caused by the fact that the inflammation reaction has
not been completely interrupted, which can cause injury to healthy tissue, leading to chronic
inflammation. Mast cells are the~most important factor in the inflammation process. The
extracorporeal shockwave activates these cells, stopping the inflammatory reaction, and
helping with normal treatment and recovery processes. The extracorporeal shockwave also
affects collagen which is the most important factor in the process of recovery of the upper
musculoskeletal and ligament. It also promotes the formation of procollagen, making the

fFU-SRSW(EN)! 12/48 2021.02.23 Rev.3 14,,
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SALUS-RSWT Instructions For Use

newly formed tendon more firm and firm. In addition, the extracorporeal shockwave is
known to help treat pain by reducing the concentration of Substance P that is associated
with pain signals.

2.2 Objective of application

This device is an extracorporeal shockwave device used for the pain relief. It is prohibited
to use it for purposes other than the intended use.

2.3 Intended use for RSWT

The RSWT is a non-surgical alternative for the treatment of chronic proximal plantar
fasciitis for patients 18 years of age or older with symptoms for-6, months or more and a
history of unsuccessful conservative'therapy.

fIFU-SRSW(EN)! 13/48 2021.02.23 Rev.3
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3. Installation
3.1 Components
Main body with gun Power cable User-guide

SALCS-KSin

Iminicnom For t se
Extracorporm/ Shock ATe Tlteriyn

Gun Applicator
6mm | 10mm 15mm | 20mm 35mm(option)
[ ]
t |
Cleaning kit

Cleaning stick

Tweezers Hex wrench
Figure 2. Main components

fIFU-SRSW(EN)! 14/48 2021.02.23 Rev.3

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru
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3.2 Electrical installation condition

J Input power : 220 VAC, 50 Hz
O Power consumption : Max. 1.5 kKVA

3.3 Environmental condition

3.3.1 Application environment

[0 Temperature 10- 80T (50-86 T)
O Humidity 30785 % R.H,
_| Pressure 70- 106 kPa

3.3.2 Transport and Storage environment

Temperature -10-60 °C (14-140 °H
O Humidity : 80% R.H. max
J Pressure : 70 - 106 kPa

3.4 Installation method
3.4.1 Precautions during-installation

O install the equipment on aflat surface.

_J Confirm that the power is connected.

J Operate the SALUS-RSWT within the ambient temperature range'of 10 - 30 “C
and a humidity between 30 - 85 %

O Installthe 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.

_j Be-careful not to damage the equipment by excessive shock.

[IFU-SRSWfEN) 15/48 2021.02.23 Rev.3
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3.4.2 Connection of power

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

_| Plug the power cable into the power terminal of the SALUS-RSWI as shown in
below, and connect the other end to a grounded power socket.

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

0 Do not connect several devices to one power outlet.
j In particular, do not use a power cable that generates connection noise.

Eigure 3. Power cable connection

vy To_prevent the risk of electric.shock, it must be connected
A arning A protected grounded power source.

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.

j 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:

fIFU-SRSW(EN)! 16/48 2021.02.23 Rev.3
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Figure 4. Transporting wheel in Loose' (Left) and in Locked' (right)

344 Gun

Do not separate gun and applicator‘during operation of the equipment, as it may cause
injury due to recoil of air pressure.

A Do not separate gun and applicator during the operation.

riFU-SRSW(EN)I 17/48 2021.02.23 Rev.3
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4., Product description

4.1 External view

4.1.1 Front view

Key lock
£
i
§
3
S
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S
N
& Figure 5. Front view
®
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4.1.2 Rearview
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@

connection port
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&

4.2 Gun §
@
L
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§Figure 7. Gun
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4.3 Controls @
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Shock count & Operating ti@ @%D )
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&' Figure 8. Controls
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SALUS-RSWT Instructicx« For Us

5. Preparations for operation

5.1 Moving and fixing equipment

J 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.

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

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

5.2 Power connection

_|I 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-RSWT, and connect the
other end to a grounded power socket.

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

J Do not connect Several devices to one poweroutlet.

_i In particular, do_not use a power cable that generates connection noise.

fIFU-SRSWIEN)! 20/48 2021.02.23 Rev.3
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&
6. Operation instructions §
6.1 Applications @@)
The SALUS-RSWT can be used at different sites of the body depending o pain. Figure
9 shows the use of the most common applications. CC,§§
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6.2 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.

.
RelVED

sokis - Ll 5 W T

Figure 10. REMED logo Figure 11. SALUS-RSWT initial screen

The compositions of the main screen are like the following,

Shock count & Operating time )
Air pressure

Control panel icon

Gun Life Time
Set Count
Sheck Count
frequency
UH/. maaodnrt
Application of the selected mode Start | Stop
Mode selection (1-20) Channel selection
Figure 12. Main screen
riFU-SRSW(EN)I 22/48 2021.02.23 Rev.3
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Using the gun in the air without contact with the body-may
cause malfunction. To check the status of the gun, please
use the lowest intensity of the shockwave when using in the
ar.

There are 2 channels and each has 20 modes. The user can set parameters, for example a
number of shockwaves (Set Count), shockwave pressure (Pressure), Shockwave frequency
(Frequency). The ranges of each parameter are as follows.

-Set Count ;100 ~ 5,000 shocks
- Pressure ;1 ~ 6 bar

-Frequency 1 ~ 21 Hz

Operation instructions of each, channel are same as follows and see ‘8. Treatment
protocols’. The use of operation niodes is like the following.

(@ Select the channel to use (The

hemeercont Omu B & 31%1 button of the activated channel becomes
fE— 1 darker).-Two channels can't be used
ouniifira K © simultaneously.
> Sar B

(b) Select the mode by using’a left/right
arrow or turning encoder,-Application of
the selected mode, parameter values
and type of the applicator are shown.

[IFU-SRSW(EN)1 23/48 2021.02.23 Rev.3
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(c) Disconnect the applicator-connected
with the Gun by turning clockwise the
applicator. Install the applicator selected
in (b) by turning anti-clockwise the new

Close

applicator.
9 (d) To temporarily ¢hange the
©  snockcti parameter value, press the window of
each variable to-select it and turn the
e Qrim encoder to change the value.
(03

However, when you turn the unit off

and back on;-or change to another
< 2 > channel, and then return to the original
channel, the parameter value that was
temporarily changed is not saved, so
the value before the change appears.
(E) to-(j) are methods to save
parameters after changing parameters

r»

(e)When the user want to change the
parameter values, press mode number
for 2~ 3 seconds.

(f) The Parameter Settings screen
appears, allowing the user to change
parameter values.

[IFU-SRSW(EN)1 24/48 2021.02.23 Rev.3 14<
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B C D
» G H 1
M N o P
s T n V
Y z
© BacksacE cuikn CAPS

™M

=S O X m

SPACE

EXfT

(9) Press Region of the mode-for 2-3
seconds and a screen will appear in
which a name of the region,can change
After changing the name,press Exit to

. Close the screen.

(h) Set Count, Pressure, Frequency can
change by selecting them and turning
the encoder to-change the values.

() The(user presses the applicator on the
screen repeatedly until the type of the
applicator required is displayed. When
the ~user has finished setting the
parameters, close the parameter setting
sereen by clicking close icon.at.the upper
right corner.

() The changed parameter value and the
selected applicator can’be seen at the
bottom of the mode. window, in the
parameter window,.and in the applicator
display of the channel selection.

(K) If you press the start button.in the display once and then press the start button on the
gun once, a shock wave will-be generated (1 Shock). Press the start button on the gun
for 2 to 3 seconds to start-Operation of the equipment.-Pressure (Bar) and Frequency
(Hz) can be changed during operation.

[IFU-SRSW(EN)1
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(1) To temporarily stop the operation of the equipment, press the start butten on the
gun once or press the encoder. If you want to restart the operation, press the start
button on the gun again or press the encoder.

(m) Press the stop button on the touch screen when you want to stop completely before

the equipment has finished its operation.

(n) When the operation is completed by the number of shockwaves generated, the

operation of the equipment is terminated.

6.3 Environment setting

The environment setting of this equipment shows the number-ef gun output, the total
number of gun output, the brightness of screen, and the intensity of input/output sound.
You can reset the number of output generated from guns currently in use and adjust
the brightness and sound. The-setting method for this is as-follows.

Shook Ceunl OShoOis
L
D — 400

Qun LiteTknt

< 2 >

© ©

Tl - mAASSfrisn
fIFU-SRSW(EN)!
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(@ Using) the touch screen, press the
configuration icon located at the top right
of the screen.

(b) When the configuration screen
appears, use the left and’right
indicators to adjust the-brightness and
sound of the screen.(To reset the
number of outputs generated from the
gun currently in use; press the Reset
button. When you are finished, click
Close Window inithe upper right of the
screen to close-the window.
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7. Messages

7.1 Over Temperature

If the air compressor in the equipment is overheated during operation, a warning as shown
in [Fig. 13] will appearand the generation of shockwave will be temporarily-stopped. In this
case, do not turn off the power of the equipment, wait for a while until the message
disappears while the power is on, and it will be re-enabled. If you 'see this message
frequently, please contact the REMED Customer Service Center for a checkup.

Over Temperature

A This message will disappear
within a few minutes.
Don't turn off power switch,

Figure 13. Over temperature message

7.2 Gun Open

This equipment always checks the connection status of the gun. When the gun
corresponding to the channel in use is not connected, the message "Gun Open*.appears

on the main screen as shown in Figure 14 below,

O

Set Courrt
Shock Count Pressure

3000

Figure/14. Gun open message

2021.02.23 Rev.3
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7.3 Components exchange messages

Depending on the number of shocks that are output, this equipment shows you the
message for replacement of components as shown in Figure 15, 16. Even ifthe message
appears, the equipment works, but it is recommended to replace the components for safe

use of the equipment.

(1)Tube& Projectile exchange

Please Check
Tube.and Prolectile (CHI)

Current count : 9999999
Reference count : 1500000
Call ;

Figure 15. Tube & Projectile exchange message
(2) Handpiece (Gun 1/2) exchange

Please Check Handpiece (CHI)
Contact Service Center

Currentcount 9999999
Reference count ; 6000CHO0

Call :

Figure 16. Handpiece (Gun) exchange message
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Perncrparua MU 8 PocampaEHanzope
www.nevacert.ru | info@nevacert.ru



SALUS-RSWT Instructions For Use

8. Treatment protocols

The available treatment protocols of the SALUS-RSWT are shown in the <Table below.
Please note that this mode may vary by individual and pain level for reference purposes

Table 1. Treatment protocols

Application

Plantaritis

Superficial tendinitis
Shoulder pain
Perineal pain

Achilles tendon pain

Patellar tendon
Tibial pericarditis
bursitis

Mucous membrane

Cubital
Thigh’pain
Stomach pain

Pressure (Bar)

25
2.5
28
24
2.4~2.5
2.4'2.5
20
24
1.8'3.2
20
30
20
20

Mode
1

2
3
4
56
7,8
9 10
11, 12

13 14
15, 16

18
19
20

J On the day of treatment, a patient may feel-that the symptoms are getting worse, but
the next day-the patient may feel better.

Li The intensity. of treatment may vary slightly depending on the patient., The user must
adjust the-treatment intensity to suit patients.

fIFU-SRSW(EN)
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9. Technical specifications

9.1 Size and weight

J Size 467 (L) X501 (W) x 993 (H) mm
J Weight ; 56 kg

9.2 Power
Zl Input power 1220 VAC, 50 Hz

_j Power consumption : Max 1.5 kVA

9.3 Number of shocks
0 100 ~ 5,000 shocks

9.4 Modes
O Manual Mode M1 ~M20

9.5 Intensity
0O 1- 6bar

9.6 Frequency
11-21 Hz

9.7 Applicator
-1 6, 10, 15, 20,35 mm

fIFU-SRSW(EN)! 30/48 2021.02.23 Rev.3
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10. EMC emissions and immunity

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The SALUS-RSWT 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.

The OPTIMUS-Pro requires special measures to ensure electromagnetic. compatibility and
must be installed and commissioned in accordance with the EMC-related information provided
in this user manual.
Samples that require EMC compliance: power cord, shock wave gun with eable, display, holder
arm with transducer holder assembly, electromagnetic transducer with  hose.
I The use of transducers and cables that.differ from those installed Isnot allowed. This can
result in increased electromagnetic emissions or reduced noise  imMunity.
The OPTIMUS-Pro system should not-be used in close proximity to or<in conjunction with other
equipment.

Emission Test Compliance Electromagnetic @nvironment eguidance
The Salus- RSWT system is intentionally
RF emissions G 1 generated and/er used conductively coupled
EN55011 foup radio-frequency-energy which is necessary for
the internal functioning of the equipment itself.
RF emissions Class A The Salus- RSWT system is suitable for use In
ENS5011 283 all establishments other than domestic and
Harmoni those directly connected to the public low
monic ;
. voltage power supply network that supplies
Emissions ClssA buildi used for domestic purposes
IEC 61000-3-2 ngs PUrpoSes.
Voltage
fl uc_tuqtlons/ flicker Cormplies
emissions
|IEC 61000-3-3
fIFU-SRSW(EN)I 31/48 2021.02.23 Rev.3
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The Salus- RSWT 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.

. Electromagnetic
I6r86r8;nlty Test IEC ILEe(\:/e?OGOl Test Compliance Level environment -
guidance
Hoors should be wood.
. concrete or ceramic tile. If
(Ii;e;t]g)rsgt:n(clzzs[)) +6 contact 6 contact floors are cover_ed with
IEC 61 > B arr 8 air synthetlc rrate_nal, the
000-4 relative humidity should be
at least 30%.
. Mains power quality should
'ﬁ?a?\tsr:gﬂt;%itr - +2 KV for power 2 KV for power be that of atypical
IEC 61000-4-4 supply lines supply lines commerual or hospital
environment.
Anti-surge protection needs
+ 1KV differentiall £+ 1kV differential’.  to be incorporated into the
Surge mode mode main supply to the
IEC 61000-4-5 + 2 KV common + 2 KV common equipment if surge
mode mode protection isto be
guaranteed.
Voltage dips, short <5 %in <S5 %uT
interruptions and (>95 % (>95 %
voltage variations dip in Q) dip in UT)
on power supply for 05 for 0,5
input lines. cycle cycle Mains power guality should
be that of atypical
IEC 61000-4-11 40 % Lt; 40%ut  commercialior hospital
{60 % (60 % environment. If the user of
dip in dip in the SALUS-RSWT System
Ln)for5 uT) for5  requires continued
cycles cycles operation during power
interruptions, it is
70 %ur 70 % UT recommended that the
(30 % (30 % SALUS-RSWT System be
dip in dip in powered from an
uT) for uJ) for interruptible power supply.
25 ¢ycles 25 cycles
5% UT <S5 % UT
(>95 % dip In uT) (>95 % dip in uT)
N IRUSBAENL 30/48 2LRBR3 "M
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for 5 sec for 5 sec
Power frequency-magnetic
o reaency fields should be-at levels
( H'Z)H d 3/ e characteristic-of a typical
Magnetic He m m location in atypical
commercial or hospital
|EC 61000-4-8 ervironment
Radiated RF 80 MHz-2.5 GHz Equipment should only be
Immunity 2Hz 80% amplitude used inthe vicinity of other
EN61000-4-3 modulation equipment compliant with
ENGO6O1-1-2.
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 EN60601-1-2.

NOTE uj isthe a.c. mains voltage prior to application of the test level

[IFU-SRSW(EN)1 33/48 2021.02.23 Rev.3 14*
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5/\

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The SALUS-RSWT 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
Conducted RF |IEC 61000-4-6

Radiated RF IEC 61000-4-3

fIFU-SRSW(EN)!
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Test Level

3 s
150 kHz-80

3VIm
80 MHz-2.5
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Compliance
Level

3w

3VIm

Electromagnetic
environment - guidance

Portable-and mobile RF
communications equipment
should-be used no closer to
any partof the SALUS-
RSWTSystem, including
cables, than the
recommended separation
distance calculated from
the equation applicable to
the frequency transmitter.

Recommended separation

distance
3.5

d = Vp
LVI]
3.5 v

d=
=

80 MHz-800 Mz

= V]
d g VP

800 MHz-2.5 GHz

Where Pis.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).

Held Strengths from fixed
RF transmitters, as
determined by an

electromagnetic site survey'
should be less than the
compliance level in each
frequency range's

2021.02.23 Rev.3
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Interference may.occur in
the vicinity of equipment
marked with the following
symbol;

((H))

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

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

a Held 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-RSWT System(is'used exceeds the applicable
RF compliance level above, the-SALUS-RSWT System should-be observed to verify normel
operation. If abnormal performance’is observed, additional measures may be necessary, such as
re- orienting or relocating the SALUS-RSWT System

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

[IFU-SRSW(EN)! 35/48 2021.02.23 Rev.3
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity:

The SALUS-RSWT System is intended for use in an electromagnetic environment in which
radiated RF disturbances are controlled. The customer or the user of the SALUS-RSWT System
can help prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and the SALUS-RSWT
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 d 35 d 7
transmitter, W

Where 7 =3 Where i = 3 Where i = 3
0.01 0.117 0.117 0.233
01 0.369 0.369 0.738
1 1167 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 ¢ 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 2. These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people..

[IFU-SRSW(EN)1 36/48 2021.02.23 Rev.3
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11. FAQ

Q1) Is the applicator semi-permanent?

A) Applicator should be purchased as a consumable item. Please be careful
because it can shorten the life time when you use it without contact with the
affected part of the body.

B) Do not use it with very high intensity (pressure) because it may’shorten the life
time. Please use it with appropriate intensity.

Q2) When should the projectile be replaced?

A) It guarantees over 1,500,000 with good maintenance. It is recommended to clean it
regularly.

Q3) Do I have to use a gel?

A) Itis recommended to use jtto deliver the shockwave without loss to the affected area
of the body.

Q4) How do | maintain the equipment?
A) Projectile guide (pipe)_cleaning is basically recommended to clean the oil at least
once a week. If you use it a lot, we recommend cleaning the same day. Please

refer to 12.3 Cleaning procedure.

Q5) Can luse 2 guns_(channels) simultaneously?

A) We provide one gun with the equipment and it is not possible to use.two guns
simultaneously:

fIFU-SRSW(EN)! 37/48 2021.02.23 Rev.3 | *

Peructpamnua MU B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru



%3

SALUS-RSWT Instaictions For Use

12. Maintenance

12.1 Routine inspection of equipment

J The covering of power line of equipment, gun connecting line, etc.-shall not be
peeled off and internal lines shall not be exposed, and shall not ‘be-damaged by
impact from outside.

[0 Wash the outside of equipment so that there is no foreign material.
[0 The button for equipment operation, etc. must not shake.
[0 The various parts attached to equipment must not shake.

«l If any of the above occur, contact customer service for help

12.2 Safety inspection

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

O 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.

_) Please clean the gun-before storing it

_I'When storing the product for a long period of time; be sure to check the product before
using it.
O Please note the followings regarding storage conditions.
- Keep out of water
- Keep away.from direct sunlight
- Do not store hear heaters

- Avoid |oeations subject to excessive;shock or vibration, exposureé to chemicals or
explosive gases.

fIFU-SRSW(EN)! 38/48 2021.02.23 Rev.3
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12.3 Cleaning procedure

12.3.1 General cleaning

The SALUS-RSWT and its accessories can be cleaned in variable ways. Avoid-any damage
or contamination of the equipment using the methods recommended below, Before cleaning
the unit, be sure to turn off the unit. Cleaning of the inside of the machine-isonly allowed to
the person authorized by us.

_| Periodically clean the equipment’s exterior surface, gun 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.

-1 Do not submerge any section of equipment into liquid or detergent. In addition, no
liqguid must be allowed to enter the equipment or accessories.

O When the operation for one patient is completed, cleanthe applicator with alcohol
and smooth cloth.
_I If you want to use a disinfectant or a method not mentioned above, it may damage

the device. Please note’‘that in the event of damage to the equipment using
unauthorized materials, no warranty of any kind is warranted.

12.3.2 Cleaning applicators

Apply the applicator after applying Transmission gel-on skin due to the characteristics
of this device. It is important to use a sufficient amount of Gel because air bubbles are
formed and the pain.is felt when shock waves-are generated. For this reason, it is
necessary to do regular cleaning once a week, since the gel may adhere to the
applicator after prelonged use and may affect.the shockwave generation

For cleaning, usejrunning water to clean. Mf-it'is hardly fixed, it is effective to immerse
the applicator 4in water for 2 to 3 hours and-then wash it. After washing, remove the
water using a-Soft dry cloth and dry it at roem temperature for over 1.hour. Remove the
applicator as-shown in Figure 17 and clean the front metal part of the gun with a soft
brush

Figure_17. Applicator cleaning

(1) 6 mm Applicator cleaning
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Disassemble the applicator from the gun as shown in Figure 18 below-and clean
the gel adhered to the arrow in the below.

I < uy

Figure 18. 6 mm Applicator cleaning

(2) 10 mm Applicator cleaning
Disassemble the applicator from the gun as shown in Figure -19 and clean the gel
adhered to the arrow in the below.

vy

Figure~19. 10 mm Applicator cleaning

(3) 15 mm Applicator cleaning
Disassemble the applicator from the gun as shown.in.Figure 20 below and clean the
gel adhered to the arrow in the below.

vV V

Figure 20. 15 mm Applicator cleaning

(4) 20 mm Applicator cleaning
Disassemble- the applicator from the gun’as shown in Figure 21 and clean the gel
adhered to-the arrow in the below.

Figure 21. 20.mm Applicator cleaning

riFU-SRSW(EN)! 40/48 2021.02.23 Rev.3
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(5) 35 mm Applicator cleaning
Disassemble the applicator from the gun as shown in Fgure 22 below and clean the
gel adhered to the arrow in the below.

Figure 22. 35 mm_Applicator cleaning

12.3.3 Projectile & projectile guide cleaning

As shown in Figure 23-(1) rotate-the applicator to disassemble and rotate the center
part of the gun to disassemble. Use the tweezers to remove'the projectile guide in the
center of the separated gun or the projectile left inside the‘gun, Figure 23-(2). Clean
the projectile using a dry rag,and clean the inside of the gun using the cleaning tools
provided Figure 23-(3).

(1) Disassemble the applicator and
gun.

(2) Use the tweezers to remove the
projectile guide inthe center of the
separated gun‘or the projectile left
inside the C_gun. Clean the
projectile using a dry rag.

(3) Clean the inside of the gun using
the cleaning tools provide.

Figure 23. Projectile &-projectile guide cleaning

12.3.4 Connection part of the gun cleaning

After a-long period of use, a small amount of water and oil may.flow out from the areas
indicated by the arrows as shown.in Figure 24. This is not a,malfunction, so you can
wipe“it- off with a soft cloth. However, if this happens frequently, please contact the
REMED Customer Service Center for inspection.

Figure 24. Gun connection part cleaning

fIFU-SRSW(EN)! 41/48 2021.02.23 Rev.3 fot

Perncrparnma MH 8 PocanpaBranzope
www.nevacert.ru | info@nevacert.ru

1,1.



SALUS-RSWT Instructions For Use

12.4 Replacement of components

This unit generates extracorporeal shockwaves using compressed air.(Due to the
nature of the machine, there are consumable components that need to.be cleaned
periodically and those that must be replaced due to long-term use. Details for exchange
period and method are as follows.

Projectile Prgjectile guide Bumper

Figure 25. Projectile; projectile guide, bumper

(1) Exchange period
It is recommended to exchange after every 1,500,000 to 3,000,000 (3 bar, 15 Hz) use, but
the exchange period may vary depending on the operation cenditions.

(2) Exchanging method
As shown in Figure 26-(1) rotate the applicator to disassemble and rotate the center
of the gun to disassemble. Use the tweezers to remove:-the projectile guide in the center
of the separated gun or the projectile left inside the gun:“Figure 26-{2). The bumper can
be also removed by using-the tweezers. Use hex wrench to remove the projectile guide
as shown in Figure 26-(3). After replacing new parts, @ssemble in reverse order.

(1) Disassemble-the applicator and
gun.

(2) Use the‘tweezers to remove the
projectile guide in the center of
the “separated gun or the
projectile left inside the gun.

(3) Remove the bumper using the
tweezers. \\

(4 Remove the projectile- guide
using the hex wrench.

Figure 26. Projectile, projectile guide, bumper disassembling

[IFU-SRSW(EN)I 42/48 2021.02.23 Rev.3

Perncrparua MU 8 PocampaEHanzope
www.nevacert.ru | info@nevacert.ru

H>



SALUS-RSWT Instructions For Use

12.5 Removing air compressor condensate

Air Compressor is an important component that compresses air and uses it‘in controlled
amounts. The air stored in the air tank contains a large amount of moisture;-ail, and dust.
Therefore, the condensate in the air tank must be removed regularly

(1) Condensate remove period
Condensate should be removed after every 1,500,000 shocks of use. Otherwise, it
may cause malfunction or malodor. Depending on the humidity/of operating
environment, condensate may need to be removed more frequently.

(2) Method of condensate remove
jhere is a black butterfly valve below the front of the equipment as shown in Figure.

27]. Turn on the power and turn'the valve in the right (clockwise) direction while the
pressure in the tank is raised

[ ]

Figure 27. Air compressor condensate remove

When the condensate is removed, opening the valve can cause oil to come out and
contaminate therenvironment. Combine the transparent hose provided with the valve
and prepare the container to receive condensate. Then open the valve to remove

condensate. When connecting the transparent hose to the valve, insert the hose into
the blue one-touch fitting sleeve, Figure 28.

Please be careful because it may splash in all directions when condensate is removed.
After allyof the condensate is coming out, remove the hose by pressing the sleeve of
the ong-touch fitting as shown in Figure 29.
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Figure 28. Hose connection Figure 29. Hose disconnection

After removing the condensate, remove the transparent
hose from the one-touch fitting, and then turn the
butterfly valve to the left (counter-clockwise) direction to
lock it:

12.6 Troubleshooting

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

Table 2. Self-troubleshooting

References inthe
Symptom What to do Instructions For Use

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

Check if the power switch of
equipment is turned-on.

Equipment ‘does not

turn on. Confirm if the ‘Key Lock switch
ON.

* 3.4.2 Hgure 3. Power cable
connection

*4.1.2 FHgure 8.-Rear view

*4.1.1 Hgure 7. Front view

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

Air compressor overheat
Over Temperature ~ Message; Wait a moment and
message is the message will disappear and «_£1 Over terperature
displayed. be re-usable. If you receive this

message frequently, please

*4.1.1 Hgure 7. Front view
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Symptom

When the gunisin
operation, there isa
windy sound.

Gun’s output is weak.

There is no,output
from the gun.

Ahed does nat rdl
vxhe_n nmoving the
equipment.

[IFU-SRSW(EN)!
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References inthe

What to do Instructions For Use

contact the REMED Customer
Center for a checkup.

If the room temperature is too
high, disorder can be caused in

the cooling. Maintain the room « 3.3 Environment condition
temperature at less than 2s°c as

much as possible.

Check the air.tank valve lock.  « 125 Figure 27. Air

Turn the valve counterclockwise  compressor condensate
to lock it. remove

Please check the connection of

gun connection cable.. * 4.1.2 Figure 6. Rear view

Moisture in the air tank can |

cause irritation. i*.12.5 Removing air
Please check and remove , compressor condensate
condensate. ;

fthere is a dust insice the gun, orthe o .Sy
Aplicator is | | sigrtly, - the 12.3.3 Projectile & projectile

output mey be wesk guide cleaning
Please m comegioglign 4.1.2 Hgure 6. Rear view

After you press Start an the touch
screen, you must pressthe Starton » 6.2 Operation mode-(K)
the gunto get the oupLt.

It may be relating the maintenance.

(1) Replace the projectile guide and * 12.4. Replacement of
projectile. components

(2) Remove condensate * 125 Removing air

(3) Check applicator assermbly status - compressor condensate
Please.
* 3.4.3 Hgure 4. Transporting

Move the  equipment by placng the ,
whedlinthe “Loose” position. hed! 1 "Loose’ard
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References inthe
Symptom What to do Instructions For Use

In the following cases, stop the operation by cutting off the power to the equipment,
and contact the service center.
—*The main power switch spontaneously turns off.
->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 gun.
—"The temperature icon on the screen blinks and the equipment is not operated.
—»The message indicating no connection between the gun and the main unit appears
constantly.

12.7 Regular inspection for performance maintenance

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

12.8 Warranty
O This product is manufactured through an intensive quality.control and inspection process.

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

0O The warranty period-for this equipment is 1 year.

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

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

- -
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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-RSWT
- Date of purchase

- Serial number of product

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

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

Number Inspection item Evaluation result Remarks
1 1!; |ldf§’>0f theequipment impossible due to.the current Yes/No

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
4 conspicuously different from when/it was first installed?

If s0,-howwould you rank the difference in performance, Yeo
in terms of a percentage?
5 Can you perceive a change(of output if the output ves/No I

strength of equipment is adjusted?
6 Is there any leakage of liquid-from equipment? Yes/No
Is there any damaged part in the external appearance?

! Describe this inthe remarks column. YesiNo
After completely filling in the form, please return it to us.
Telephone . +82 42-934-5560
FAX . +82 42-934-5562
E-mail service@remed.kr
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14. Contact information

3 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

J Customer support

Address :#301-303, Migun Techno World I, 187, Techno:2-ro, Yuseong-gu,
Daejeon. 34025, Republic of Korea

Telephone ; +(82) 42-934-5560

Fax : +(82) 42-934-5562

_1 Online support
http;//mww.remed.kr
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SALUS-RSWT:

[Npeamcnosune

Monb3oBaresib 3100 YCTPOUCTBA [O/DKEH B [OCTATOYHON Mepe MOHVMEATL €ero
JoyHKLWIM 1 Mepbl MPEOCTOPOXHOCTH, KOTOpble HEOOXOOMMO COOMOaTL 1A €ro
6e30MacHOro 1Crosib30BaHMA 1 CTabWbHOM paboTbL.

[na 6e30MacHoro MCMonb30BaHMA 1 MOCT-YMPaB/IEHN YCTPOICTBOM 0BA3aTe/IbHO
BH/MATE/IbHO O3HAKOMLTECH C [eTa/liMM PyKOBOACTBA MO JKCrUyaralym nepes
UCrOSb30BaHMEM  YCTPOICTBA. JTOL BaXXHO /19 0bGecreyeHVst- 6e30MmacHoro
CIO/b30BaHVS U CTabWIbHOM paboThlyCTPOCTBA.

PykoBOACTBO MO 3KCIVlyataLymn-' npeacrasniser  coboi (PYKOBOACTBO MO
adochexTvBHOMY  CTO/b30BaHUIO- SALUS-RSWT.  KnvHndeckve — onpeaeneHus,
naroniornyeckie  adpdoektsl T, [ EO dwyHkupin ow. B COOTBETCTBYHOLLYX

MEONLWIHCKUX MyG/KaLWISIX.
Mockonbky PykoBoaCTBa MOy aKCIVyaTalyn pasfaefieHbl-Ha He3aBMCKMbIE T/1aBb,
HEKOTOpbIe OM1CaHUs Ay 6ampyHoTCS.

Ecm  Bbl CTO/KHETECH: C  KaKUM-IMOO npobriéMamm BO  Bpemst  paboTbl
060pyL0BaHUA, HEMELEHHO MPeKpaTUTe ero UCMo/b30BaHMe 1 06paTUTECH B LIEHTP
obcnyvBaHA KiveHToB REMED (ow. [rasy 14).

ABTOpCKUE-Tfpasa

3TO PyKOBOACTBO MO 3KCnyataummn 3aluuleHo«aBTopckum npasom REMED.

Mepepaya nnn xpaHeHve BCero WM 4Yacru.cofepXaHus PykoBoACTBa MO 3KCAyarauum Ha ApYyrom Hocutesne
nocpefcTBOM MepeBoa, KONUPOBaHWS, CKaHUpoBaHus, oTocbeMku u T. . 3anpelleHbl 6e3 npensapuTesibHOro
nuesMeHHoro paspelueHns REMED.

PyKOBOACTBO MO 3KchjyaTauunm MOXET cofepXatb OWnbkn pepakTupoBaHud. Kpome Toro, nocne nyénvkauuu
[aHHOTO pPYKOBOACTBA B 3TO YCTPOWMCTBO MOFYT ObiTb BHECEHbl TEXHWYECKME W3MEHEHUs A/ MNOBbILEHNS
npovn3BoAnNTesNbHOCTU 6e3 npeaBapuTesibHOr0 YBeAOMIIEHUS.
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SALUS-RSWT,; pykoBOACTBO MO 3Kcnyarauum

1.1 OnpepeneHnsa cCMMBOJ/OB

O Ecm B pykoBOACTBE MO IKCIVIyaTalMM €CTb KOHKPETHas VHJOpMaLMs, Ha KOTOPYHO
crieflyeT 06paTuTb BHAMAHE B LIESSIX 6E30MACHOCTY, YKa3bIBAKOTCS CrieyioLLyie TEPMVHbI
1 cuMBOMbL. Beeraa cobriroaaiite Boe NpeayrnpexxacH1s 1 Mepb! MPeI0CTOPOXKHOCTW.

O [MpowsBoauTeSlb WM areHT MpodyKra He HECYT OTBETCTBEHHOCTU 3a-J1H000N /NYHbIA /
MatepuasbHbId YLLEPO, Bbi3BaHHbIA OLLMGOUHBIM MCTO/b30BaHMEM, - 3KCTUTyaTaLmelt ois
Lenei, OT/MYHbIX OT MnpeariosiaraeMon Uenn, U HeGPEXHOCTLHO P OOC Ty VIBaHN

npoayKTa.

MpeaynpexaeHne Cumeon «MpeaynpexmaeHue» UCnonb3yeTcs 415 :0603HauYeHNs onacHocTy Ans
XU3HU onepaTopa, ecv npeaynpexaeHue UrdopupyeTcs.

OcCTOpOXHOCTb CuMBOA «OCTOPOXHO» UCMOMb3yeTcs AN51 0603HAYEHNSI TOTO, YTO HecobaeHne
NpefoCTEepPeXeHNi MOXeET NPUBECTM K TpaBMaM unu yuiepby.

Hvkakoro tonyka 3anpetuTb TONKaTb 06BbEKT

He cugeTb 3anpeTuTb CMAETL HA NMOBEPXHOCTH

Tun BF Pabouas yactb Tuna BF

WNHCTRYKLMS No akcnayatauun  VIHCTPYKLMS MO aKcnayatauum

MHeTpyKkunMm no 2 .
CnepynTte VHCTPYKLUMAM MO NPUMEHEHMUIO.
NCAONb30BaHWUIO.

SN CepuiiHbli HOomep CepwuiiHblli HOMep

EFI HOMeEp

Mponssogutens MNpoussoantesb

Jarta

ata npovsBogcTea
NMpoOM3BOACTB A P A
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SALUS-RSWT
[Ona o0603HavyeHuss TOro, 4YTO npeameTbl Hefb3s WTabeanpoBaTb
He cknapgbiBaTb BEPTUKA/IbHO NMO0 M3-3a XapakKTepa TPaHCMOPTHON ynakoBKu, Nubo
n3-3a xapakTtepa camux npeameToB.
] Aepxucbk noganbue oT fOXAS
ji

N5 0603HaYEHMs TOrO, YTO TPAHCMOPTHYIO YNAKOBKY C/iefyeT XpaHuTb BAAAW/ OT J0XAS

[Ons 0603HaYeHUss TOro, 4YTO COAEPXUMOE TPAHCHOPTHOW YNakoBKU

Xpynkoe o
XpYynKoe v ¢ Hell cnefyeT o6palwaTtbCsa OCTOPOXHO.

OTOIl CTOpPOHON BBEPX 0603HaYeHNss NpaBUIbHOIO BEPTUKANIbHOIO-MO/IOXXEHUA TPAHCMOPTHOW ynakos

tt

MepepaboTka 0TX040B  UYTo6blyKa3aTb MeCTOHAX0X/AeHNe MycepHOro 6aka uan KoHTelHepa.

0
Ea- wn /N v [Ona 0603Ha4YeHNs OTKIHOUYEHNS OT CETU, Fo KpaiHei mepe, o151 CETEBbIX
dd Il (11NT3HWNG6/ . o
BblKAOYATE el UM UX MOSIOXKEHWI, a TaKKe BO BCEX TEX Cny4yasx, Koraa
BKN (Mutanne) AOns, 0603Ha4YeHUs nNOAKAYEHUS ‘K CeTu, N0 KpaiHeh wmepe, Ans
CETEBbIX BbIK/IYATENE WUAN UX RONOXEHWIA, a Takke AN BCeX Tex
MepemeHun YKa3aTb Ha nacnopTHoW Tabnnuke, Yyro obopyaoBaHme NoaxXoAnT TONbKO
bIN TOK JJ15 epeMeHHOro ToKa, A1 0603HAYEHUA COOTBETCTBYIOLLUX KIEMM.
YKa3blBaeT, UTO KOrga KOHeYHbI 10/1b30BaTe/b XelaeT BblIOpOCUTb
WEEE 3TOT NPOAYKT, OH AO/KEH ObiThb-0TNpaB/ieH B OTAE/bHbIE MYHKTbL.COopa
ANA BOCCTAHOBNEHUSA N NepepaboTKu.
OrpaHnyeHue [Ans o0603HayYeHUss MakKCMMasbHbIX Y MWHUMAbHbIX TeMMepaTypHbIX
Temneparyp npeaesnos, npu  KOTOPLIX  npeaMeT  fo/mkeH (XpaHuTbes,
TpaHCNopTUMPOBAaTLCA MAN UCNO/Ib30BaTbCA.
OFfpaHuyeHVe BNAaXHOCTU YKasaTlb [OOMNYCTUMbIE BEPXHUA WU HWKHUIA npepensl
OTHOCUTENBLHOW BAAKHOCTW A1 TPAHCMOPTUPOBKU M XPaHeEHNUeE.
QrpaHnyeHune " o
YKazaTb AOMNYCTMMble BEPXHUA W HWKHWIA NPERENbl aTMocepHOro
aTMmoctepHoro
JaBneHnsa npy TpaHCNOPTUPOBKE U XPaHEeHUN.
haBneHus
OnacHo A
Hanpsxenue penynpexaeHne, anekTpuyecTso
IIFU-SRSW (EN)! 8/48 2021.02.23 Peg.3

Perncrparma MU 8 PocamparHanzope
www.nevacert.ru | info@nevacert.ru



SALUS-RSWT

1.2 Tpeb6boBaHuA Kb6e3onacHoOCTH

121 Mepbl NPeaoCTOPOXHOCTU M0 3/1EKTPOOE30MacHOCTU

U
U

HommHanbHoe HanpsbkeHve /151 3Toro 06opyaoBaHns coctaenseT 220 B

Yéemymecb, 4TO BCe COEAVHUTENbHbIE YacTU (JMHUA MUTaHUs Wi neprdbepuiiHoe
060pyaoBaHMe) MpaBWIbHO MOAKIKOHEHb! K 000PY/A0BaHMIO.

Y6eurech, UTo 060pYA0BaHVE NOSTHOCTHIO 383EM/IEHO.

PeMOHT, pacLLMpeHvie 1 yCTaHOBKa 060pYyAOBaHMS He [0/PKHbI BbINONHATLCA KeM-INGO,
KpoMe  Creuma/M3vipoBaHHOrO  MepcoHasia,  YNOSIHOMOYEHHORQ  MPOV3BOANTENIEM.
Mpovi3BosbHaA pa3bopka / coopka 0060pYAOBaHMS MOSL30BATESIEM  KaTeropyuyecku
3anpeLueHa.

Mepen, nooxodeHVieM Opyroro. 000pyL0BaHUS, He YKa3aHHOrO B PYKOBOACTBE IO
aKcrvyaraumm,  06sA3aresIbHO-. MPOMHApopMUPYTe 3Ty  KOMMaHMO WM areHTCTBO,
YIOSHOMOYEHHOE Ha CObIT NMPQYKLN.

Bo v36exaHe aneCTprieckaX novex BO BpeMs KCTo/b30BaHVs 000pyAoBaH e criefyet

yCTaHaB/MBATb Ha 3HAUYUTESIbHOM PacCTOsHAM OT JI0O0T0 FeHeparTopa, PEHTTEHOBCKOro
00OpYOBaHNS,  PAAMOBELLIATENBHOTO  YCTPOICTBA, . NEPEABKHBIX  AMIEKTPUUECKIX

nposoaos UT. [,

TpebyeT BH/MaHUA 113-3a BO3MOXHbIX 3/IEKTPOMArHUTHbIX WK OpYryx rnomex vexay ME
OBOPYOOBAHVIE apyrie YCTPoCTBa.

Mo cym, TpebyeTed. He3aB/CMMaA CWIOBas Lefb, & COBMECTHOE WCTo/b30BaH1e
MOLLHOCTW C APYTANM 3/IEKTPOHHBIMM YCTPOCTBAMN HE PEKOMEHLYETCS.

He pasveluaiite-ME VIBOE/VEE B MecTax, ae.TpyaHO OTCOEAVHUTL BAKY FIUTaHUS WA
LAPYTYIO CBEMHYIO BIIKY.

122 Knaccudwmkauym

O
O

Tvn v ypoBeHb 3aLLTLI OT MOpadKeHUs AAEKTPUHECKM Tokom: Knacc |, Tvn BF
CraHOapT MCMbITaHWiA Ha 3MEKTPOMArHATHYH0 COBMECTUMOCTL (DMC);Tun 2, Krnacc A
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SALUS-RSWT: pyKOBOACTBO MO 3Kcnayarauum

1.3 Mepbl NpenoCcTOPOXHOCTU MPU 3KCHyaTaymnu

OJ

YcTaHoBKA M MOBTOpHas YCTaHOBKA OGOPYAOBaHMS BCErga AO/DKHA  BbINO/HSTHCS
creLyasM3vpoBaHHbIM NMEPCOHaIOM, YTOTHOMOUEHHBIM MPOV3BOIMTESIEM.

YCTaHOB/IEHHOE 06OPYAOBaH/e MOA/IEXUT PerynsipHbIM  MPOBEPKAM  GE30MacHOCTU
CreLVa/M31POBaHHBIM NEPCOHAIOM, YTIONHOMOUEHHBLIM MPOV3BOAVTENEM.

PemMOHT wwm  ycraHoBKA ~ OOOpYJOBaHWS — AO/DKHbl  BbINO/HATBCA — TO/IbKO
Creupa/I3pOBaHHbIM  MEPCOHa/IOM,  YTO/IHOMOYEHHbIM  MPOV3BOAMTENIEM, U MO3TOMY
NtoGast Mpon3BO/bHasA pasbopka / coopka 060PyA0BaHMA MOML30BATEMEM KaTENOpUYECKM
3anpeLLeHa.

B uensix an1eKTpobe3onacHoOCT 06opyaoBaHMe /11 paboTbl BGErda [AO/MKHO ObiTb
NOAK/MOHEHO K HAAEXKHO 3a3eMIEHHOMY VICTOHHUKY MUTaHVSI.

Onepatop 1 MeHemxep 000PyAOBaHMS [0KHbI MO/THOCTLIO MoHUMAaTL PyKOBOACTBO M0
aKCIUyaTaLuy, U OHa [O/DKHA) XPaHUTbCA B HENOCPeAcTBEeHHoM  6rm3ocTv OT
060opynoBaHKS.

UTo0b! NpeaoTBpatUTs HeCHaCTHbIE Clyyal, CBS3aHHbIe C 6E30MacHOCTLIO, 1 00ECTIEUNTb
Haf/ieXallee TEXHUYECKOE. OOC/WW/BaHMe, pa3vectute 3HakM  6e30racHOCTH,
VHCTPYKLMN 1 Tab/nLy PEryNsipHbIX MPOBEPOK, MOCTaB/IiEMble C 060pyAoBaH/eEM, Ha
XOPOLLIO BAOHOM MeCTe pPRaoM C 060pyA0BaHVEM.

[Mockorbky B Kopryce o6opya0BaHVs A1 LIPKYSILM-BO3/yxa YCTaHOB/IEH BEHTWIATOP,
CHUMUTE LLITOpbL.

W nobble Apyrvie NpeaMeTbl, KOTopble MOryT 6/10KIpOBaTh MOTOK BO3AyXa BO/mM3n
060pynoBaHKS.

Ypanvite BOOy, (CIWpT, JiIerKOBOCIVIaMeHsiolyiecas Marepyaril U 1. [ B
HernocpeaCTBEHHOW-6/IM30CTY OT MeCTa YCTaHOBKA 000PYA0BaHMS.

Bo Bpema pabotbl 06OPYAOBaHUS HE ,MCMOMb3yUTe  MOOWIbHbIE . TenetoHbI,
pagyonpueMHAKY, MOOWTbHbIE paaymonepedaTimky, G6ecrnpoBoaHble Upylkn 1 T. [, B
HEMNoCPeACTBEHHON 6/IM30CTV OT 060PY/A0BaHYS.

Bo Bpemsi paboTbl 000pyA0BaHNA MaLVIEHTY: 3aMPELLAETCA MPUHMMATL HamUTKA, BOAY WT.
[, Kotopsie MOryT NoB/msiTb Ha paboTy-000pY/A0BaHVAS.

He pasgessiite niCTOMET 1 anfyikarop BO Bpems paboTbl 060pyA0BaHNA, Tak Kak 310
MOXET BbI3BaTb

TpaBMa¥13-3a OTau4u [aB/eHV s BO3AyXa.

Ec/u-Bbl He HaHeceTe [0CTAaTQYHOE KO/MYECTBO TPAHCMMCCUOHHOTO et Wi He
COAPUKOCHETECH C KOXEN, MaLEeHThI MOTYT NOYyBCTBOBATL 6G0/b;-fIOTOMY UTO 00pasyeTcs
BO3AYLLHbIA My3bIpb 1 reHeppyeTcs yaapHast BosHa. Mostomy. 51! HeoOXo4IMO HaHeCTU
[OCTaTO4HOE KO/MYECTBO e/ U TVIOTHO 3aKpbiMb MUCTO/IET /1 MalMEHTOB, YTOObI
MpeaoTBpaTUTL NOBOUHbIE SGIEKTDI.

O Ha yappHY0 BO/HY MOXKET MOB/MSTL M30bITOHHOE AAB/IEHME MY MCTIONb30BaHMN
BOKPYT JIETK/IX, YLLEIA W KEAYA0UHO-KMLLIEYHb I TPaKTA.

He npuiveHsiiTe yaapHbIe BO/HbI HAMPsiMyto K cepLly, TOroBe Wi paHeHo 06riacTi.

310 06opyaoBaH/E CriedyeT WCMOMb30BaTh /1 MALMEHTOB, KOTOPbE MOMYT TOUYHO
BbIpA3ITb Y NEpenaTb 60/b BO BpeMs OnepaLyi.
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SALUS-RSWT pyKoBOACTBO NO 3Kcriyataummn

O Ype3mepHoe JaBneHre Ha 06/1acTb CTUMYSISLMM C MOMOLLBHO MCTO/IETa MOXET BbI3BaTb
MOBPEXAEHNE KK/, HaNpVIMED BOMAbIPU 1 MOKPacHEHVIE.

O He nepemeLLaiiTe YCTPONCTBO BO BPEMS VICMO/Ib30BaHMS, MOCKOSIbKY MUCTONET MOXET
YrNacTb WM YCTPOMCTBO MOXET ObITb MOBPEXAEHO 13-3a yaapa WK [AB/KEHA
YCTpOIiCTBa.

1.4 Tlloka3aHMA K nNpuMeHeHui, lpoTuBoNoKasaHUA K NPUMEHEeHUI, BOo3MOXXHble

OC/IOXKHEHUS 1 BO3MOXHble NO60OYHbIEe AelicTBUSA.

MonHyro MHGopMaLwiio cM. B MNpwioMeH K PyKOBOACTBY MO SKCIUyaTaLyn.

1.5 AHoManbHaga peakuus

O Ecm oBHapyXeHbl Kakve-/mbo~ OTK/IOHEHMS], TakuMe KaK (MOKpacHeHe KO, 6o/ib,
revaromMa C neTexvsvii, remaroma, KposotedeHre, otek UT..[, HemenieHHo npexparture
MCrO/Ib30BaHME U MPOKOHCYABTUPYTECH C BPa4OM.

1.6 O6wune npepynpexaneHus

O O6sa3arenibHO  MCrob3yilTe  060pyaoBaHMEe B COOTBETCTBM C  PyKOBOACTBOM MO
3KCIUTyaTaLyn.
B pykoBOACTBE M@ -SKCr/lyaralym OfMCaH METO[, MNPaBWILHOMO  MCMO/b30BaHUS

060pYy/10BaHMS. BHUMATE/LHO MPOUTUTE PYKOBOACTBO MO SKCIUTyaTaLyu.
O60pYy/10BaHVE IOMDKHO SKCTVTyaTVIPOBATLCS MO/ KOHTPOIEM JILA, BbINOMHVBLLEMO

npodovibHOE MeMUVHCKOe 06pa3oBaHVe.
Jra KOMMaHMs “He HeCeT OTBETCTBEHHOCTU '3a /iobble HenoCTatkv /[ MoBpeXaeHUs,

CBsi3aHHble C 3KCrvyaraLyeli 06opyaoBaHVst MLOM 6e3 MeOMLMHCKOrO 06Pas0BaHMs.

3arpeLLpeTCsa MBVEHATb, PEKOHCTPYMPOBATL: WM MCTO/b30BaTb 3TO 060pYyA0BaHNe /11
Kakx-ribo Leseld, Kpove

HavevyeHHasd HESb.
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SALUS-RSWT:

2. OKcTpakopnopanbHaa ygapHas BosiHa (M3ydyeHue RSWT)

2.1 MexaHunsm

Shockwave Energy

BMP bone morphogenete:protetn

eNOS endothelial nitric-oxide s/nthase
‘ VEGF vessel endothelial-growth factor

PCNA proliferating cAt antinuclear antigen

Biological Responsd1

Figure 1. Mechanism of shockwave therapy

SKCTpaKopropasibHas yagpHas BOSHA - 3TO BOJHAC CWIbHLIM [i@B/IeHMeM, KOTOPas BO3HUKAET, KOrga
SHEPrVAA BHE3aNHO' BbICBOOOXKOAETCA B HEOOMBbLLIOM MPOCTPaHCTBE B TeueHue KOPOTKOro neprioga
BPEMEHW, 4YTO CTUMY/IMPYET MOBPEXAEHHYIO  TKaHb W MPMBOOUT K TepaneBTydeckoMy  adihekTy.
SKCTpakopropassHbie yaapHble BOMHbI CTUMYAVPYIOT PaHHIOKD 3KCMPECCUo’ (PaKTopoB, CBA3aHHbIX C
aHrvoreHe30M;~eNOS  (aHpoTermaribHaA cuHTasa okewaa asora, VEGE- (thaktop pocta sHooTerms
cocynoB) 1. PCNA  (aHTUHYKEapHbIA “aHTureH  Nposmdpepupyrolyx  Knetok). OH  crnoco6CTByeT
HeoBaCKy/isipU3aLyM U B/MSIET HA KPOBOCHaOXeHVe W npormdbepalpio KeTok, OH  aKTviBvpyeT
OKPY>KaHOLLIe TKaHW M KOCTUY, YMeHbLLIaA-00/Tb W YIyuLLias eCTeCTBEHHbI NieqebHbIn 3ddpeKT. OH Tarke
MOMOraeT BOCCTaHaB/MBaTb KOCTU.

//13BeCTHO TaroKe, UTO 3KCTPaKopropasibHas yaapHas BOMHA OKa3bIBAET TeparneBTNyeckoe AeCTBYE Ha
XPOHNYECKOE BOCTaVieH/ie. XPOHMYECKOe BOCTiaViEHME BbI3BaHO TelM, YTO BOCTa/MTe/IbHaA peakuys He
Ob1a-fO/THOCTLIO MPepBaHa, YTO MOXET MPUBECTU K MOBPEXXAEHMO 300PO0BbIX TKaHEN, UTO NpuBeaeT K
XPOHUYECKOMY BOCT&/IEH0. TyuHble KMETKM - BaXXHEWLLMA ¢0aKTop B BOCM&/MMTENLHOM MPOLECCE.
SKcTpakoproparyibHass  yaapHas- BO/HA aKTVBYPYET 3TU  KAETKY, OCTaHaB/MBasi BOCTa/MTE/bHYO
peaKUMIo 1 roMorasd HopMasibHbIM MPOLIECCaM SIeYeHNst U-BOCCTaHOB/IEHNS.  SKCTpaKopriopasibHast
yOoapHasi BOMHA Takke B/ISIET HA KOJVIareH, KOTOpbM SB/ISETCA Hambosiee BaKHbIM (JAKTOPOM B
MpoLecce  BOCCTAHOB/IEHUA BEPXHMX  OMOPHO-ABUrare/ibHoOro annapara U ceasok. OH  Takke
CrMoCOBCTBYET 06pPa30BaHMIO MPOKo/IareHa, Griarogaps vemy
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SALUS-RSWT ;" koboactbo MO akcnayarayuu

HOBOOGPA30BaHHOE CyXOWMe Goriee TBepAoe M TBepaoe. Kpome Toro, M3BECTHO, YTO
3KCTPaKopropasibHasi yiapHasi BO/HA MOMOraeT fIeYMTb GOfb, CHDKas KOHLEHTPALWO
BeLLECTBA P, CBA3AHHOIO C 60/1EBbLIMA CUTHA/IAMIA.

2.2 Uenb npunoxeHuns

310 YCTPOICTBO MpeACTaB/IsieT CoB0 IKCTpaKopropasibsHOe YAapHO-BOMTHOBOE YCTPOCTBO,
VCrob3yemoe [y 06e300/MBaHUS. 3arpeLLgeTcs UCro/b30BaTb €70 HE-AO HA3HAYEHMIH).

2.3 [lpepnonaraemoe ucnosnb3oBaHue gna RSWT

RSWT - 310 Hexvipyprnyeckaa asbTepHaTvBa JIEHEHNIO XPOHUYECKOTO MPOKCUMAUILHOTO

NOAOLLBEHHOTO hacLymTa A1 Nau/ieHToB B Bo3pacte 18 fieT 1 CTaplie ¢ CUMITTOMaM B
TeueHre 6 MecsLEB 1 6oree 1 6e3yChELLHON KOHCEPBATVBHON Tepannell B aHavHESe.
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SALUS-RSWT: pykoBOACTBO NO 3Kcnayatauuu

3. YcTaHOBKa

3.1 KOMNOHEHTHI

Main body with gun

NFU-SRSW (EN)!
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Power cable Userguide

S.4L1S-RSH1

Jnsirucnom For L'se
ExtrarorpamtlShort Wmr Therapy

RE\a:D Co.. Lid

Applicator

6mm 10mm 15mm 20mm 35mm(option)

eagal

Habop. g uictkm

Cleaning stick

Tweezers Hex wrench

PuncyHok 2. OCHOBHble KOMMOHEHTHI
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SALUS-RSWT: [LL

3.2 CoCTOSHME 3NEeKTPOYCTAaHOBKMU

[0 BxoaHasa moLHoCTL: 220 B nepemeHHoro Toka, 50 Iy
O TlMotpebnsemas MOWHOCTL: Makc. 1,5 KBA

3.3 CocTofsHMe oKpyXXaku,ei cpepqbl
331 Cpepa NpUWIoKeHMA
O Temneparypa: 10-30 ° C (50-86 ° A

O BnaxHocts: 30-85 % RH
O [dasnenve: ot 70 oo 106 K

3.3.2 YCnoBuA TPaHCTMOPTUPOBKM U.XPaHeHNA
0O Temneparypa: -10-60 C/(14 - 140° B
0 BnaxxHocTb: 80% Makc.

O [Haenenve: ot 70 oo 106 Kl

3.4 Cnoco6 ycTtaHOBKMU
341 Mepbl NPesoCTOPOXHOCTU NP YCTaHOBKE

[0 YcraHoBuUTe 060PY/A0BAHNE Ha POBHYHO MOBEPXHOCTD.
[0 Yoemymech, YrQ NTaHvie NoaK/ioHeHo.

0O Sxcrvyarmpyte SALUS-RSWT npun Temrieparype okpyxatoeit cpeapror 1010 30 °Cu

BnaxHoct-or 30 ao 85%

0 YcTaHaBavBaiiTe 060pyaoBaH/E B MECTE C NOAXOAALLEA Temnepatypoii U BNaxKHOCTHHO
OKpy)KAroLLIeli cpefbl U He YyCTaHaB/MBaliTe B MECTE, [Ae OHO-.OydeT NOoABEPKEHO

BO3,C|,€VICT BUIO TMb N W JIETKOBOCTIAQMEHAIOLLIIXCA MaTepUasioB.

[ By/isTe 0CTOpOXHbI, UTOOLI HE MOBPEAUTL 0GOPY/AOBAHNE CMBHBINIA YOAPAMMA.

[IFU-SRSW (EN) 15/48

Peructpamua MH & Pocanpasranzope
www.nevacert.ru | info@nevacert.ru

2021.02.23 Pep.3



SALUS-RSWT; pykoBOACTBO NO 3Kcnayarauuu

3.4.2 TloaxnoHeHve nuTaHus

O Mepes ncronb30BaHEM MalLMHbI YoeouTeCh, YTO PO3eTKa U Kabesb NMTaHns
3a3em/ieHb|.

O lMoaknioumTe Kabesb NuTaHns K pasbeMy mintaHns SALUS-RSWT, Kak MoKasaHO HIDKe, a
[PYTOA KOHELL, NMOAK/HOMMTE K 3a3EeM/TEHHO POBETKE.

O Yéegurech, YTO Kabesb MTaHWS MPaBWILHO MOAKMOHEH K KIEMME MTaHMA U
pasbeM. Ec/m noaxniodeHvie HenpaBWbHOE, MOTYT BO3HVKHYTL HEMPEABUAEHHbIE
npoGsiemMbl.

O He noaxnoHaliTe HECKOMBKO YCTPOCTB K QIHOM PO3ETKE.

0O B 4acTHOCTW, He WuCToMb3yTe Kaberb MUTaHMs, KOTOPbIA (CO34AET MOMEXV MK

NOAK/THOHEHNN.

PucyHok 3. MoaknwoyeHne kabeasa aMtaHuns

Urobbl NPEAOTBPATUTE MCK MOPXKEHWSI SIEKTPUUECKVIM TOKOM,

A Mpeoynpexaeke  OH AO/DKEH ObTb MOAKMIOHEH K 3ALLMLLEHHOMY 333eM/IEHHOMY

VCTOYHVIKY MTaHA.

3.4.3 TllepemelLieHVie nycTaHoBKa 060pYA0BaHNA

O

O

Mepen nepemeLLEHeM 060pyI0BaHSA OTCOEAMHTE MOAK/KOHEHHbIN Kabebs NUTaHns 1
coeauHuTesbHble Kaberm a/isi neprudoepuidHoro 060pya0BaHIS.

Mpy NepemeLLieH N 060PYA0BaHMS YCTaHOBUTE TPAHCMOPTMPOBOYHOE KOMNECO B HYDKHEN
4acTn B «CBOOOAHOE» MOJOXEHME.

Korpa AB/KeHve 3aBepLLUTCS, NpeaoTeparuTe TPSICKy 060py/A0BaHIUSA, MNOMECTVB
TPaHCAOPTVPOBOYHOE KOJIECO B MONIOKEHNN «3a0/I0K/POBAHO.

Ecnn 06opynoBaHve GyaeT rnepemeLLieHo, Koraa Komeco Haxoaumca B
«3a0/I0K/POBaHHOMY> MOSIOKEHIA, STO MPVBEAET K NMOBPEXAEHO KOMeca, rnosToMy
6YyAbTE OCTOPOXKHbI.

HFU-SRSW (EN)! 16/48 2021.02.23 Pea.3
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SALUS-RSWT

PucyHok 4. TpaHCNOPTUPOBKA Koneca B «He3aKpenseHHoOM» (c/eBa) n B
«3a6/10KMpOBaHHOM» (CnpaBa) COCTOAHMMN.

3.4.4 Tluctonet

He pa3nensiite MMCTOMET Y anfyIMKaTop BO BPeM paboThbl 060PY/I0BaHNS, Tak Kak 3TO MOXET
MPVBECTN KTPaBMaM 113-3a OTAA4M JABNEHUS BO3yXa.

A MpenynpexaeHve He-pasnensate NUCTONET Y anffikatop BO BPEMSI ornepaLyn.

HFU-SRSW (EN)! 17/48 2021.02.23 Pen.3
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SALUS-RSWT

4. OnwucaHue npoaykrta

4.1 BHewHWNn BUA

411 TlepeaHwi riaH
Key lock
© Q
A
S 3
4y 5,
. Q
§
F S
5 N
S &
S )
o
412 Bug csam O N @
(@) @) A

Kopo6Ka.annnMKg€22a

TepmuHan
BXoja
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SALUS-RSWT:

4.2 Muctoner

@chyHOK?. Muctonet
S S
4.3 OpraHbl ynpassieHusd é?
s IS
Shock count & Operating t@ O A
Qb ir pressure

Gun Life Time @ g Configurati@con
O @) N
(U 5 O
S"l@@oum C&ﬂs ,@ @ Count

7 3 2
K § o omewm,  JYock Cour
5 @2.5 bar 13 Hz
&
&

< (O
5 3
3 z S
@ 9 N
S o) %
C'()Q, Application of the sel@d mode @ Start / Stop
L

Mode sele@ (1*20) Channel selection
p eHuns

& @. PucyHok 8. DnemeHTbl yn

"HFU-SRSW (EN)!
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SALUS-RSWT: pyKkoBOACTBO MO 3Kcnayatauuu

5. lMopagroTtoBKa K paboTe

5.1 MNepemelweHne v yctaHoBka o6opyaoBaHus

0O Tepen nepemMelLieHemM 060pya0BaHMst OTCOEAMHUTE NOAK/OHEHHbIM KaGeb NTaH s 1
coeuHUTENbHbIE Kabern [y1s NepudiepuiiHOrO 060PY,A0BaHIS.

O Tpy nepemMeLLieHn 06opya0BaHV S YCTaHOBUTE TPaHCMOPTUPOBOYHOE KOJIECO B HYDKHEN
4yaCTn B «CBOOOAHOE» MOSIOKEHME.

O Korga opvbKeHvie 3aBepLLMTCS, NpeaoTBpaTuTe TPSIcKy 060pYy/I0BaHUA, NOMECTVB
TPaHCMOPTVPOBOYHOE KOECO B MOAOKEHNN «3a0/I0K/POBAHO.

[0 Ecrm obopyaosaHue OyaeT repeMeLLeHo, Koraa Komeco HaxoauTest B
«3a0/OKNPOBAHHOMY MOSIOKEHN, -STO MPVBEOET K MOBPEXAEHNKY KOreca, NnosToMy
OyaLTE OCTOPOXKHb.

5.2 Moaknw4yeHne NUTaHns

0 Tlepep, Ucrosb3oBaHeM MallmHbl yoeamTech, YTO Po3eTKa U Kaberlb NMUTaHnA
3a3eM/iEHb|.

O MogkniounTe Kaberb MTaHus K pasbeMy mtaHus SALUS-RSWT v nogkroumre
[PYroii KOHeL, K 3a3eM/IeHHOM Po3eTKe.

O Yéegurech, YTo Kabefib NUTaH!A MPaBWILHO MOAKMHEH K KEMMVE MTaHUS U
pazbeM. Ecrm nogkatoHeHre HenpaBWbHOE, MORYT BO3HMKHYTL HEMpPeaBUaEHHbIE

npoG/iemb|.
O He NOAK/MHOHAIATE HECKOMBKO YCTPOWCTB K OOHOM PO3ETKE.
0 B 4aCTHOCTW,) HE WCMOMb3yiTe Kabeslb- FMTaHns, KOTOpPbIA CO34aeT - TIOMEXU Mpn

MOAK/OHEHNN,
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SALUS-RSWT:

6. WHCTPYKUMSA NO 3KcnayaTayuuu

6.1 MpunoxxeHuns

SALUS-RSWT MOXHO 1CMO/b30BaTb Ha pas3HbIX yuacTkax Tefia B 3aBYCUMOCTY OT 6onn. Ha
prcyHKe 9 rMoKasaHO VICTo/b30BaHMe Havbosiee PacrpoCTPaHEHHBIX MPUWIOKEHNIA.

PuncyHok 9. NMpumeHenue SALUS-RSWT
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SALUS-RSWT; pykoBOACTBO MO 3Kcnayataunmn

6.2 Pexum paboThl

BKntoumTe BbIKMHOMATE b MUTAHS, PacroNIOKEHHbIA HA 33HEN NaHe I o6opyaosaHMA. Mo
BK/OYEHUN MUTaHMA 3KPaH MaHe M YMpaB/fieH/s BK/IOHAETCH, KaK MOKa3aHO HbKe, U Ha
MrHOBEHME MOSB/IAETCA 3KPaH ¢ ioroturnom REMED, 3arem OH nepekitodaeTcs Ha r/1aBHb I

3KPaH.

S ROUJT

PucyHok 10. Jlorotnn(REMED. PucyHok 117 HauanbHblin akpaH SALUS-RSWT.

CocTaB [71aBHOIO 3KpaHa BbIrIRAUT CrieyHoLLMIM OGPa30M.

Shock count & Operating.time _
Air pressure

Gun Life Time Control panel icon

PucyHok 12.naBHbI 3KpaH
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SALUS-RSWT; pyKoBOACTBO N0 3Kcnayartauuu

/lcrionb30BaHre MCToneTa B BO3Ayxe 6e3 KOHTaKTa C Te/iom
MOXET MPVBECTN K HEVCTPABHOCTU. UTOBbI MPOBEPUTL COCTOSHIE
MVCTOMNETA, UCMOSL3YIATE CaMyH HU3KYO VHTEHCVBHOCTb Y/AAPHOI
BO/HbI MY UCTOME30BaHMA B BO3yXeE.

MpenynpexxaeHve

EcTb 2 kaHara, Kaxapi 13 KOTopbIX MMeeT 20 pexxumMoB. [Monb30Bare/ib MOXET YCTaHOBUTb
napamMeTpbl, HanpUvep KO/IMYECTBO YaapHbIX BorH (Set Count), AaBneHue)yaapHO BOMHbI
(maBnenve), dactotry ypapHbix Bo/H (Frequency). [yanasoHbl Ka&KOoro napamerpa
creayroye.

- KommyectBo ycraHoBok: 100 5000 paspsnos

- [aBneHve: 1~6 6ap
- Uactora: 1~21 Iy,

VHCTPYKLIMM MO paboTe C KaxKabIM/KaHA/IOM TakVE Xe, Kak MoKas3aHo, Hke, CM. «8. MpoTOoKO/bI
NeYeHns > Icrnosib30BaHvie PEXXMOB PaboTbl BbINISANT CieAytoLLVIM 0BPa30M.

c (@) BbibepiTe KaHan 151 UCTONb30BaHIS
AShockCeuBi (KHOMKa aKTUBMPOBAHHOIO KaHasia

CTaHoBUTCA. TeMHee). [Ipa KaHara Hesb3A

MCro/L30BaTb OAHOBPEMEHHO.

(b BbibeprTe pexiM C NOMOLLBHO CTPESIKA
B/IEBO / BMPaBo WM NOBOPOTHOIO
aHKoaepa. OtobparkaeTCH MPUMEHEHVE
BbIOPAHHOTO PEXMMA, 3HaYEHVIS
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SALUS-RSWT:

L Xbir 2t

P(#« IFau T u-rt
BhX

UKWidftlr. P«p

k@Dawn *

[IFU-SRSW (EN) |

Pernctpamua MH & Pocampasramzope
www.nevacert.ru | info@nevacert.ru

2.S b*r

J-1. 8 —

3akpbiBaTb

“

17 Hi

24/48

(© OrcoeanHvTe ann/mMKarTop et
MUCTO/ETa, NOBEPHYB anm/IMKarep no
4acoBOI CTpesIKe. YCTaHOBUTE anrviKarop,
BblOpaHHbI B (b), NoBepHYB HOBb I
anr/iKaTop NpoTVB HYacoBO CTPESIKN.

(d) YT06bI BPEMEHHO M3MEHUTL 3HAYEHNe
NapamveTpa, HaXXMIATE HA OKHO KadKIOM
nepemMeHHoN, YTabbkl BbIOpaTL e, U
MOBEPHUTE 3HKOAEP, YTOObI M3MEHUTL
3HaueHve. OOHaKo, Kora Bbl BbIKMOHaETE U
CHOBA BK/IHOMAETE YCTPOWCTBO W
NepekItoHaeTeCh Ha APYrom KaHas, a 3arem
BO3BpALLGETECH K MCXOOHOMY KaHavly,
3HaueHVie NapamveTpa, KoTopoe BbU1o
BPEeMEHHO M3MEHEHO, He COXPaHsIeTCs,
MO3TOMY 3HaUeHVe A0 MOosIB/IEHNS
v3vieHeHVs. (E) - () - aTo meTogp! /A
COXpaHeHVs MapameTPOB Moc/e U3MEHEHMS

napaveTpoB
(e) Korpa nornb3oBaresib XoUeT U3MeHUTb

3HaYeHVs NapamMeTpoB, HaXMUTE HOMEP
pexvva B TeveHve 2 ~ 3 CekyHA,

(N TMosiBATCA 3KpPaH HACTPOEK MapamMeTPOB,
MO3BO/IAIOLLMM MOMNB30BATENO VBMEHSTH

3Ha4eHA MNMapavET0B.
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SA| I'b 1iy,0i',;,i- :i". fiO Skcnnyataunn

(0 Haxvmre Ha 06/1acTb pexxiva B
TeueHve 2 -3 CeKyHa, W NMosiBUTEH SKPaH.
Ha. KOTOPOM Ha3BaHVe pervioHa MOXeT
M3MEHUTLCA. ocre n3MeHeHs1 HasBaHKA
HaxkvmTe Exit, UToObI 3aKPbiTb IKPaH.

I
<
N <+ Z I ©
S O B O
< U <« ©
S O X m
X v - mi

1-1 EC*

(h) YcraHoBuTb  CYETW/K,  [aB/EHVe,
4acTOTy MOXHO, BbIOpaB VX 1 NoBopaUnBast
SHKOAEP /191 U3MEHEHVST 3HAUEHWIA.

0) flons3oBarens HaXKMaeT
anrVikarop Ha 9KpaHe HeCKOSbKo [as,
noka_ ‘He orobpasuTca Tun  Tpedyemoro
anmnaKaTopa. Korpa  nonbsoBaresib
3aBEPUMT  HaCTPOIKy rapameTPOB,
3aKpoIfTe 3KpaH HaCTPOVKM MapavEeTPOB,
LEe/IKHYB  3HAYOK 3aKpbys'_B  MpaBoOM

() ViBvieHeHHoe 3HaueHvie/ napamvetpa U

Snodi Court 0 - BbIGPaHHbLIA  anr/IMKaToP-MOXHO YBUAETL

K L= BHV3Y OKHa PeX/Va, B/OKHE MapamMeTpoB U
— » © HaL SKpaHe anr/ivKaropa BbIoopa KaHaria.

(K Ecim Bbl HaXKVIETE KHOMKY /MyCKa HA OMCTVIEE OVH pad;~a 3areM OfyH pa3 HaKveTe
KHOMKY Mycka Ha MWCToneTe, OYAET CreHepupoBaHa yaapHas BorHa (1 yaap). Havavwre
KHOMKY MyCKa Ha NUCTOMETe; B TeYeHre 2-3 CekyHa, YTOObl HauaTb paboTy 060pYya0BaHUS.
Jasnenve (6ap) nyactota (') MoryT GbITb M3MEHEHbI BO BpeMs padoTbl.
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SALUS-RSWT; pykoBOACTBO MO 3Kcnayarauumn

(I) Yr06bl BPEMEHHO OCTaHOBUTL PabOTY 0OOPY/AOBaHMS, HAXMMTE KHOMKY Mycka Ha
MCTO/IETE OWH Pa3 WM HaXXvIATE 3HKOZEP. EC/m Bbl XOTHTE BO30GHOBUTL .OAEPALMIO,
CHOBA HaXXMUTE KHOMMKY MyCKa Ha MUCTO/IETE WM HaXKMIMTE SHKOZEP.

(T) HaXMmTE KHOMKY OCTAHOBKN HA CEHCOPHOM 3KPAHE, €C/ Bbl XOTUTE TIONHOCTLIO
OCTaHOBWTLCS [10 TOFO, Kak 0G0PY/A0BaHME 3aBEPLLMT CBOHO paboTy.

(n) Koraa onepauyst 3aBepLLAETCS Mo KOMMUECTBY reHepupyeMbIX YAapHbIX BO/H, patoTa

060py/A0BaHVA MPEKPALLAETCS.

6.3 HacTpoiika cpeabl

HacTpoiiki OKpy)<aroLLieli cpeapl 3T0ro 060py/A0BaHNA NOKa3bIBaAT KOIMUECTBO BbIXOA0B
MyCTOMETa, O6LLIEe KONMYECTBO BbIXOA0B MCTO/ETA, SPKOCTb 3KpaHa 1 VIHTEHCMBHOCTb
BXOOHOO / BbIXQAHOIO 3ByKa. Bbl MOXeTe COpOCUTL KOMMHECTBO BbIXOAHbLIX CUrHAJ/IOB,
reHeprpyeMbIX UCTOML3yEMbIMIALB AaHHBIA MOMEHT MyLLKAMI, @ Takke HaCTPOUTb SPKOCTb U

[IFU-SRSW (EN) |
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a) Vcmonb3ys CeHCOpHbI 3KpaH, HaXXMIATE
3HAUOK) KOHGMINypaLym, PacriofioXXeHHbIN B

MPaBOM BEPXHEM YT/Ty IKpaHA.

(6) Korpa nosisnTCst akpaH KoHdwurypawwin,
UCMO/b3YHTE NIEBbIA MNPaBbiid MHAMKATOPSI

[/19 PErYNIMPOBKA SIPKOCTU 11 3BYKa aKpaHa.
UTo0b! COPOCUTL KOMUECTBO BbIXOAOB,
reHepypyeMbIX TEKYLLYIM UCTOMb3YeMbIM
opy*vieM, HaxxvTe KHOMKy copoca. Korga
Bbl 3aKOHUMTE, HXMMTE «3aKpbITb OKHO» B
MpaBoOM BEPXHENYYT/TY 3KpaHa, YTOoOb!
3aKPbITb OKHO.

2021.02.23 Pen.3



SALUS-RSWT: pykoBOACTBO NO 3Kcnayarauumn
7. CoobuweHus

7.1 MeperpeTbiii
Ecm  BO3OyLLHbIA  KOMMpEccop B 000pydOBaHMM MeperpeBaeTca BO Bpems  pabotb,
NOSIBSETCA NpeayrnpexaeHe, Kak nokasaHo Ha [Pvc. 13], v reHepaums yaapHON BoMHbI OyaeT
BpeMEHHO OCTaHOoB/leHa. B 3ToM Cryuae He BbIK/oHaiiTe nutaHvie 06opyAoBaHns, NoaoKamTe
HEKOTOpPOE BpeMsi, Moka COOOLLIEH/E HEe UCHESHET MY BK/IKOHEHHOM NTaHMN, 1 OHO OyaeT
MOBTOPHO BK/HOMEHO. EC/m Bbl Yacto BugyTe 310 COOOLLEHWe, obpatuteck B LleHTp
obcyxvBaHnA kveHToB REMED a9 npoBepkin.

Over Temperature

This message will disappear
within a few minutes.
Don't turn off power switeh.

PucyHok 13. CoobueHne o neperpese.

7.2 Gun Open

310 060pyaoBaHVe BCELAA NMPOBEPSIET COCTOAHME MOAKAHEHMS NMUCToNeTa. Korga ncToseT,
COOTBETCTBYIOLLMIA WCTIONL3YEMOMY KaHavly, He MOOKAHEH, HA [1aBHOM 3KpaHe MosB/AeTCH
coobLLeHre «Gun Opens, Kak rnokasaHo Ha PvicyHke 14 Hke.

PucyHok:14. CoobuweHne 06 OTKpbITUM _AUCTONETA.
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SALUS-RSWT; pyKkoBOACTBO MO 3Kcnayarauumn

7.3 KOMNOHEHTbl 06MEeHUBaKTCHA COOOWEHUAMM
B 3aBMCUMMOCTM OT KO/IMHECTBA reHeprpyeMbIX YapoB 3T0 060pyA0oBaHMe MOKa3biBaeT BaM
COO0OLLIEH/E O 3aMeHe KOMIMOHEHTOB, Kak Moka3aHo Ha PycyHOK 15,16. Jaxke ecan NosiB/ISeTCA
coolLLeHre, 00OpyaoBaHVEe pPaboTaeT, HO PEKOMEHIYeTCs 3aMeHUTb KOMIMOHEHTbI A1
6e30MnacHOro 1Crosb30BaHNA 000py/A0BaH/E.

(1) 3amveHa Tpyb 1 cHapsAaoB

Please Check
Tube-and Prolectile

aftienUomt : 99<Wo99
RoffHencpra n t: 1SO0000

Call »

PucyHok 15. CoobuieHue 06 obmeHe TpyOKON 1M cHapagoMm.

(@ 3awveHa HakoHeuHvKa (rmMetorneTa 1/2)

Please ‘Check Handpiece (CH.I)
Contact Service Center

CuiTentcouit : 9999999
Reference coieit : 6000000

Call :

PrncyHok 16. CoobueHne 06 o6mMeHe HakoHEYHKKa (NnucToneTa)

HFU-SRSW (EN)! 28/48 2021.02.23 Pep.3

Perncrparua MU 8 PocampaEHanzope
www.nevacert.ru | info@nevacert.ru



SALUS-RSWT: pyKoBOZACTBO N0 3Kcnayarauymm

8. [lpoToKOoNbl NneyeHusa

JoctynHble npotokosbl nedeHnd SALUS-RSWT nokasaHbl B Tabimue Hke. Obparture
BHVIMaHVE, YTO 3TOT PEXVIM MOXET BapbUPOBATLCA B 3aBVICUMOCTY OT YesIoBeKa 1YPOBHSA 601
/151 CrpaBK.

Tabnuua 1. MMpOTOKONbI eYeHns

3asBreHvie Jasnenve (6ap) Pexxim
MnaHTapuT 25 1
Borb B 06n1acTu Taza 25 2
[NOBEPXHOCTHb VA 28 3
TPHAVNHWT
borb B rvieve 2.4 4
Borb B NpovexHoCTU 2.4~2,5 5,6
borb B axwi0BOM 24 ~25 7,8
VYA
HaaxorneHHNK 20 9 10
BonblLebepLOBbIi 24 11, 12
NAPMUMKANNUAT
oypcuT 18- 32 13, 14
Crm3vctast 0boroyKa 20 15, 16
JIOKTEBOW 30 18
Bonb-B-6empe 20 19
Borb B BOTE 20 20

[0 BAeHb NeYeHns NaLyieHT MOXET NOYYBCTBOBATb, YTO CYMITTOMbI YXYALLIAKOTCS, HO Ha
CrieaytoLLMIA AEHb MALIEHT MOXET NOYyBGTBOBATL CEGS yULLE.

[0  VIHTEHGUBHOCTb /IEYEHUS MOXET HESHAUUTESTbHO OT/IMUATLCS B 3aBVICUMOCTY OT
nawieHTa. - 1o/1630BaTteslb I0/DKEH PEryAMpOBaTb UHTEHCMBHOCTL /lEYeHs B
COOTBETCTBUM C MaLIEHTOM.
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SALUS-RSWT:

9. TexHunyeckue xXxapakTepucTuUKu

9.1 Pasmep u Bec

9.2

9.3

9.4

9.5

9.6

9.7

O Pa3vep

O Macca
MowWwWHOCTb

0 BxogHasA MOLLHOCTL
O [Motpebnsemas
MOLLHOCTb

KonuuecTBo yaapoB

0 100 ~5000 yaapos

PexXumbl
O Py4HOn pexim
MHTEHCNUBHOCTb

O 1~66ap

YacToTa

O 1-21 Iy

AnnnnkaTtop

O 6, 10, 15, 20,35 vm

[IFU-SRSW (EN) |
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SALUS-RS

10. 9muccma 9MC M HEBOCNPUMUMUYUBOCTb

PeKoMeHIALI 1 3asBMeHViE NPOV3BOAVTESS © SEKTPOMArHUTHOE U3/TyUeHe

Cvcrema SALUS-RSWT npepHa3HadeHa /19 VCMo/b30BaHUA B 3/1EKTPOMArHUTHON cpeag,
yKazaHHO/ Hke. [Mokyraresib Win noss3oBaresb 060pyA0BaHNA AO/DKHbI rapaHTpoBaTb, YTO
OHO VICTOMb3YeTCs B Takol cpese.

Cucrema SALUS-RSWT TpebyeT npuMeHeHUs crielparibHbiX Mep ‘gas  obecriedeHus
ANEKTPOMArHUTHON COBMECTUMOCTW Y IO/DKHO ObiTb YCTAHOB/IEHO M BBEAEHO B KCTUTyaraLmio B
COOTBETCTBUM C MHCpopMaLWIEN, OTHOCALLEICA K AMIC, NPUBEAEHHOM B HACTOSLLIEM PYKOBOACTBE
MO 3KCTUTyaTaLyn.

MepeyeHb 06pa3LOB, [1/151 KOTOPbX HEOOXQANIMO COOTBETCTBYE TPEOOBaHUAM 3/1EKTPOMArHUTHON
COBMECTUMOCTW: LLHYP MTaHVS, NMUCTONET YAAPHO-BO/IHOBOA Teparuu ¢ Kabenem, aycrien,
ppMar  fepkarenss € [epxarenien ) npeobpasosaresii B cBope, npeobpasosaresb
ANEKTPOMArHUTHOIO BO3AECTBMS CO LLUJAHTOM.

I Vicnonb3oBaHMe Mpeobpasosartefiell 1 Kabene, OT/MYatOLLMXES OT YCTaHOB/EHHbIX - He
[JOMYCTUMO. 3TO MOXET TMPUBECTA) K MOBbLILLEHHON 3/IEKTPOMArHATHOA  3aMMCCMM WM K
MOHVDKEHHOWN MOMEXOYCTONHMBOCTU:

Cuctemy SALUS-RSWT He crieayeT NpUMEHSTb B HEMOCPEACTBEHHON G/M30CTU Opyroro
000pY,10BaHMS WM BO B3aUMOCBESI3V C HAML

OMUCCUOHHBIN TecT Cornacue dneKTpomMarHuTHas cpega - pyKoBoACTBO

B cucteme Salus-RSWT HawvepeHHO
reHepupyeTest-n/ Wiv Ucrosb3yeTcs
pyrria 1 TOKOMPOBOAALLAA PaaMovacToTHasA SHEPFS,
HeobxoaumMas [/ BHYTPEHHENO
JoyHKLIIOHMPOBaHMST cCamMoro 060pyA0BaHYSA.
PaayoyactotHoe Cvcrema Salus-RSWT nogxoaut oyia

PaayodactotHoe
n3nydeHve ENS5011

enve ENB5011 ~/KacCA MCTIQ/IB30BaHIS HA BCEX MPELTPUSTILSIX,

M3y

[apMOHYECKOe JOMBLLIHAX U TEX, KOTOPbIE Harpsmyto
n3ny4eHnelEC Kracc A MOAK/HOHEHBI K OOLLIECTBEHHOV HU3KOBO/ITHOM

61000-3-2 CETV 3/EKTPOCHAOKEHIS], KOTOPas CHaGXaeT

30aHMS, UCTOMb3yeMble [/19 ObITOBbLIX LIESEN.
HanpsokeHve

KonebaHus / MepLiaHve
BbIOPOCHI
|EC 61000-3-3

CootBeTcTBYET
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BblMESaELL KE KOBOACTBO MO 3KCnayataum

PekomeHgauun v 3assreHne nponssognTens -yCTOVI‘-IVIBOCTb K 3/1EKTPOMarHMTHbIM NMomMexam

Cvictema Salus-RSWT nipeHasHaueHa 151 UCTo/b30BaHNSA B 3/1EKTPOMArHUTHON Cpege,
yKazaHHO HDke. ToKyraresib Win Mosib30Baresb 000pyA0BaHMS A0/DKHbI rapaHTpeBaTb,
YTO OHO MCIO/b3YeTCs B TaKOW cpese.

TecT Ha YpoB€eHb

HeBoOCNpMUUMUKNBOCT TecTuposaHusa IEC YpoBeHs IN1eKTPOMARITHAS
b IEC 60601 60601 COOTRETETENA cheAa - PYEQBOACTEO
[Mornbl A0/PKHbBI ObITh
. [EPEBAHHLIMIA, GETOHHLIMM
IeKTpoCTaTM-ecki +B KOHTAKTOB+8  +6 KOHTaKTOB+8  WW Kepamiieckmm. Ecim
paspsa (ESD) IEC BO3YX BO3MYX MO/bl HOKPLIHI
61000-4-2 CYHTETMECK/M
MaTepiasiom,
BbicTpbI KayecTBo aneKkrpocemm
MEKTPIHECKA " +2 Bona wvHaA 2 KB Ans "vHniA 'D'OM%COOTBGTCTBOBaTb
Fgcpﬁ;(gc,qltulagcnpouecc ANEKTPOCHAOKEHMS  A/IEKTPOCHAOMEHNA mwptﬁévcw WM
61000-4-4 GO/TBHNYHBIX YCIIOBUIA.
UTo6b! rapaHTVpoBaTb
+1kBB +1kBB 3alpry or
Becrneck JdachepeHLIyanbHoM avddpepeHUMaIsHOM NEPEHAMPSDKEHNS,
|EC 61000-4-5 pexve pexvive HEOBXOVIMO BK/THOHUTL
+2 KB 06LyiA pexm 2 KB 00LLYIA-peseimM 3aLLYTY OT MepeHanpshkeHs
B OCHOBHOW VICTOUHIK
MTaHVst 000pyA0BaHUS.
MapeHns 5% uT (> <K% uT (>
HarpsPKeHSA, 95% 95%
KpaTkoBpeMEHHbIE nafieHve raaeHve
NpepbIBaHnA 1 uT) B uT) B
Ko/iebaHMst TeyeHve 0,5 Teyenvie 0,5 Ka4ecTBo ar1eKTpoceT
HaMNpPSPKEHVST HA KM LyKra [O/DKHO COOTBETCTBOBATb
BXOAHbIX JINHUSIX TUMNYHOMY /151
3/eKTponUTaHUS. 40% nt 40% nt KOMMEPUECKMX W
60% 60% 60/IbHNYHBIX YCOBUIA. ECiin
1HC61000-4-11 (naqume (ﬂa,quVIe No/MbL30BaTESIO CUCTEMBI
wT) Ha 5 uT) a5  SALUSRSWT TpebyeTcs
LK/IOB LYIK/OB HernpepbIBHasA padota
Bpems) Nepeboes B nojasge
70% n7, 70% T 9NEKTPO3HEPIN,
(30% (30% peKoMeHayeTCA 3anurarb
naaenve naperve  chctemy SALUS-RSWT ot
wT) pas 25 vT) ans 25 UCTO4HVKa BecriepedoiiHoro
LMKIIOB LWIKIOB nMTraHA.
5% Ut 5% Ut
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SALUS-RSWT: pykoBOACTBO MO 3Kcnyarayuu

Ha 5 cek Ha 5 cek
MarHnTHble nonmA
yacTtoTa cetu NPOMbILW/TEHHON YacToThl
(50/60 I'L) LOJIXXHbI 6BITb Ha YPOBHAX,
Maruuthoe none SA/M 3A/m XapakTepHbIX Angd
TUNNYHOFO MecCTa B
IEC 61000-4-8 TUMWYHOM 'KOMMEPYECKON
nnn 60ALHNYHON cpepe.
N3ny4dyeHHbIt PO 80 MIu-2,5T1Ty 2 Ob6opysoBaHue cnepyert
NMMMyHUTET Ny 80% McnombsoBaTb TO/ILKO
EN61000-4-3 aMmnanTynHas pagom c opyrum
MOAYALMNA o6epynoBaHuEM,
COOTBETCTBYIOLWUM
EN60601-1-2.
NMpoBepgeHo P® 0,15MTu-80.MINy 2 ObopynoBaHune cnepyert
NMMMyHUTET My 80% Mcnosb3oBaTb TO/bLKO
EN61000-4-6 aMmnanTygHas paaomMm c Apyrum
MOAYNALMSA obopypoBaHuem,
COOTBETCTBYHLWNM
PN6Q6Q1.1-2
NMPUMMEYAHWE Ut Hanps>XeHne ceTn NepemMeHHOF0.ToKa 40 NPUMEHEHNA TECTOBOI0O YPOBHA
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SALUS-RSWT: pykoBOACTBO MO 3KCnayaTauum

PekomeHpaunn 1 3agaBneHne npousBoanTens -yCTOVI‘-IVIBOCTb K 3/IEKTPOMarHUTHbIM fomMexam

Cucrema SALUS-RSWT npefHasHaueHa /151 MCMOMb30BaHUA B 3/IEKTPOMArHUTHON cpese,
yKazaHHOI HbKe. [Mokyrnaresib WM NoMb3oBare/lb 060pyAoBaH/A A0/DKHbI FapaHIpOBaTb, YTO
OHO VICIO/b3YETCA B TaKO cpese.

TecT Ha UMMYHUTET YpOBEHb TECTUPOBAHUSA CooTBeTcTBME Tpe6OBaAHUAM K
KoHOyKTVBHas payiodacTota IEC 60601 3N1EeKTPOMarHUTHOMY YPOBHIO

IEC 61000-4-6 3 Vims [MepeHocHoe' 1t MOBWIbHOE

Vianyu 150 kHz-80 SV 0GOpy/A0BaH/e
e o a g POOHECTOT 3 yym PaMO4ACTOTHOM CBSI3N He

80 MHz-2.53 3 B/m [0/DKHO VICMO/b30BaThCs
G/IVDKE K KaKOV-b0o YacTu
cuctembl SALUS-RSWT,
BK/OMast Kaben, Yem
pEKOMEH0BAHHOE

PaCCTOsHME Pa3HOCa,
paccuMTaHHoe 13

PekomeHpgyemoe
6e3onacHoe paccTosiHue

_ Pt

d= H VP
80 MHz - 800 MHz

d=— Vl lvP
800 MHz= 2.5 GHz

FaeP makcumasibHas BbixogHas
MOLLHOCTB=AepeaaTynka B
BaTTax (Br)cornacHo gaHHbIM
NpoOu3BOAUTENSA NepefaTunka u o
- pekomeHgyemoe 6e3onacHoe
paccTtosiHue B meTpax (m).

HarpsbkeHHOCTL noia oT
duwKCMPOBaHHbIX
PY-nepearynkos,
onpeaeneHHasn

3NEKTPOMarHUTHOE
o6creioBaHvie M1oLLgaKN
[0/DKHO ObITb H/DKE YPOBHS
COOTBETCTBY/SA B K&XKIOM
4YaCTOTHOM [yiarasoHe™.
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SALUS-RSWT: pykoBOACTBO NO 3Kcnayartauuu

Momexm MOFYT BO3HMKATb
B6N13n obopynoBaHus,
OTMEYEHHOFO
cnefyrouwmm CUMMBOIOM:

NMPUMEYAHWE 1. MNpmn 80 My u 800 MI'y npumeHseTca 60/1ee BbLICOKMIA YaCTOTHBbI
AnanasoH.

NMPNMEYAHWE 2: 3TN pekoMeHAauunu MOryT NpUMeHATbLCA He BO)BCceX cuTyaumax. Ha
pacnpocTpaHeHne 3/1eKTPOMAarHUTHbIX BOJIH BAUSAET MNorjoweHne M oTpaXeHue oOT
KOHCTPYKUMIA, NpeaMeToB N NK0A4EI.

a. Hanps>xeHHOCTb nond oT (PUKEUPOBAHHbLIX MepefaTyNKoB, TakKMX Kak 6a30oBble
cTaHuun ana paguotenedoHoOB (€OTOBbIX / 6eCcnpPOBOAHbLIX) Y HA3EMHbIX MOOU/TbHbIX
paguocTaHunini, nwb6mUTenbCcKoro—pagno, pagmosewaHna B-aAmanasoHax AM u FM wun
TefeBelW,aHnsA, HEBO3MOXHO TOYHO TnpejackKasaTb TeopeTnyeckn. UYToObl OLEHUTHb
3N1eKTPOMAarHnUTHyI cpeay, c€034aBaemMyl cTauMoOHapHbLIMW pajguonepepgardymkamu,
cnefyeT pacCMOTpPeTb BO3MOXHOCTb NpoOBeAeHUs 3/1eKTpoOMarHnTHoro oé6cneposaHms
nnowankn. Ecnu uidmepeHHad cumna nosasa B TOM MecTe, rge Mcnosibdyetcd cucrtema
SALUS-RSWT, npeBblWaeT NpUMeHUMbIA YypoBeHbl cooTBeTcTBUA RF, yKasaHHbIN
Bbille, HeobxoguMmo Hab6Awgatb 3a cuctemMol ' SALUS-RSWT ans npoBepku
HOpManbHOW  paboTbl.( Ecnn  Habnwpaetcs HEHOpMmanbHaa  pabota, MOryT
noTpe6oBatbCsa OOMNOAHUTENbHble Mepbl, TakWe Kak nMepeopueHTauusa  unu
nepemeuieHne cuctemMmbrSALUS-RSWT.

b. B gnanasoHe 4yacTtoT oT 150 kl'y go 80 MIu=HanpsA>XeHHOCTb NoaA A0FKHa OblTb
MeHee [VI] B/ m.
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SALUS-RSWT; pykoBoACTBO NO 3Kcnayaraumm

PekomeHpauun n 3asaBfieHne nponssoanTens - yCTOVIHMBOCTb K3NEeKTPOMardHnTHbIM
nomexam

Cvcrema SALUS-RSWT npeaHasHadeHa /151 VICTo/b30BaHUS B 3/IEKTPOMAarHUTHOI, cpeae, B
KOTOPO M3/TydaemMble paamoHacToTHbIE MOMEXV KOHTPO/IMPYIOTCH. 3aKkas3uvK Wi [o/b30Bare/b
cuctembl  SALUS-RSWT  MOXET rMomModb  NpefoTBpaTUTb — S/IEKTPOMarHUTHbIE — MOMEX!,
NOAAEPKVBaS MUHUME/TEHOE PacCTOsiHYE MeXy MOPTaTVIBHEIM 1M MOOWTbHBIM PaAan0oHaCTOTHBIM
060pyAoBaHVeEM CBsA3 (Nepeaarymkamy) 1 cuctemoin SALUS-RSWT, kak pekOMEHAOBaHO HIDKE, B
COOTBETCTBMM C MAKCUMa/TbHOM BbIXOAHOM MOLLHOCTBHO CBS3W.

PaccTosHWe pa3geneHnsa B 3aBMCUMOCTM OT 4acTOThl nepegatymka

HoMMHanbHas 150 kHz-80 MHz 80 MHz - 800 MHz 800 MHZ-2.5GH?2
MaKcuManbHas

35
BbIXO/JHas 3.5 d= Vi
MOLHOCTb d= Vb El P Vp
nepepgartymka, BT foeE1=3
loe vi= 3 fApEL=3
0,01 0,117 0,117 0,233
0,1 0,369 0,369 0,738
1,167 1,167 2.333
10 3,689 3,689 7,379
100 11,667 11,667 23,333

LA nepesaTuvkoB, PacCUUTaHHbIX HA MAKCUMaVTbHYHO BBIXOAHYHO MOLLHOCTb, He YKas3aHHYHO
BblLLIe, PEKOMeHyemoe pasfenunTesibHoe PaccTosHe PBivieTpax (M) MOXHO OLIEHUTE C MOMOLLHO
ypaBHEHVS, MPYIMEHUMOrO (K HacToTe MNepefativka, rae a - MakCUMasibHas BbIXOAHas-MOLLHOCTb
nepefativika B Bartax (Br); ykazaHHas npovsBoayTe/iem nepeiarimka.

NMPUMEYAHME 1 [lMprns80 My, n 800 MI'L, npuMeHseTca pasfae/mTenibHoe paccTosHve a/1d
60/1ee BbICOKOro YacTOTHOMO AyarasoHa.

3AMETKA 2. 311 MpaBwia MOryT MPUMEHATLCA! He, BO BCEX cUTyaLusax. Ha pacrpocTpaHeHve
ANEKTPOMArHUTHLIX BO/HH B/IASIET MOIJIOLLEHVE N OTPaXKEHVE OT KOHCTPYKLMIA, NMPESMETOB U JIOAEN.
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SALUS-RSWT: pykoBoACTBO N0 3Kcnayartauuu

11. YacTo 3agaBaemMble BOMPOCHI

Q1) AsnAeTca M annanmkKaTtop NOTYNOCTOAHHbIM?

A Annymkartop crefyeT nprobpeTarb Kak pacxoHbii Marepuasl. ByapTe: OCTOPOXHbI,
NOTOMY 4YTO 3TO MOXET COKPaTUTb CPOK CI'Iy>K6bI, €C/M Bbl UCMOJIL3YETE €ro 6e3
KOHTaKTa C MOPayKeHHOI YaCTbio Tera.

B) He 1cnonb3yiTe ero ¢ 04eHb BbICOKON MHTEHCYBHOCTBLIO (AB/MEHNEM); MOTOMY YTO 3TO

MOXET COKpaTUTL CPOK CIy)KObl. MoXarmyiicTa, 1Cronb3ynTe ero C-CoOOTBETCTBYHOLLIEN
VHTEHCUBHOCTbIHO.

Q2) Korpa cnepyeT MeHATb cHapag?

A) MapaHTna 6onee 1500 000 npu XOpOoLLEM TEXHNUECKOM OOCy»KBaHW. PekomeHayeTcA
PerynsapHo YCTUT.

Q3) O6A3aTeNbHO 1N UCNONb30OBATL Fefb?

A) PekomeHayetca uvcnonb80BaTtb 411 AOCTaBKA  YOAPHOW BOMHbI 6e3 MoTepb K
MOPaPKEHHOMY Y4YaCTKy Tefla.

Q4) Kak MHe ob6cny)xuBaTb-060pynoBaHmne?

A) OuvcTKa Hanpaenstowiel (Tpyobl) cHapsiaa B OCHOBHOM PEKOMEHOYETCSl OuUALLATL OT
Mac/ia He pexe OpHOoro pasa B Heaemo. Ecm)Bbl MHOMO Mosb3yeTech UM, bl
pexkomMeHIyeM O4UCTUTL ero B TOT Xe AeHb. Qv . 12.3 MpoLeaypa O4YMCTKA.

Q5) Mory nu A ucnojicdoBaTtb 2 nucrtonerta (KkaHana) o4HOBPEMEHHO?

A) Mbl nNpeocrasnsieM  06opyAoBaH/e [JIs. OfHOTO MMCTONETa, U HEBO3MOXHO
1CrO/b30BaTh [IBa MCTONETa OAHOBPEMEHHO.
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SALUS-RSWT: pyKOBOACTBO MO 3Kcnayarauumn

12. 0O6cnyxunBaHue

12.1 Tekywwuii ocmoTp o6opyaoBaHus

O

O o o 0O

[MOKPbITVE SIMHAW 3MIEKTPOMNEPENAYN 0G0PYA0BaHS, COEAMHUTENBHON NMHIAN MCTONETa
nT. [, He NO/MKHO OTC/IavBaTLCsl, BHYTPEHHVE SMHAM HE AOMKHbI ObITs Q0HaXKEHb! U He

[0/MKHbI ObITb MOBPEXAEHDB! Y/apaM/ CHaPY>N.
BbIvoiiTe 060pyaoBaHe CHapy», YTOObI He ObIIO MOCTOPOHHKIX MPEAMETOB.

KHorka yripaenieHnst 06opyaosaHvemM U T. [, He aormkHa opoxarb.
PaznuHble YacTu, MpYKpervieHHbIe K0OopYA0BaHMIO, HE AO/DKHBI TPSCTVC.
Ec/m npor3oiaeT YTo-/ibo 13 BhiLLENepeUmnc/IeHHOro, 06paTUTECh B CITY»KOY MOAAEKM

K'MEHTOB 3a MNMONMOLLBHO.

12.2 TpoBepka 6e30nacHOCTM

O O obecrneyeHns  6e30MacHOro  UCMOMb30BaHNs, BHYTPEHHSS  WiCTKAa  O0/DKHA
BbINO/HATLCA OAMH Pa3 BFQL, SIMLOM, YTO/THOMOYEHHBIM BTOM KOMMaHMEeN.

O Yrobbl [na  obecrievelnst 6e30MacHoOro  MCrosib3eBaHst He 3abyasTe  MpoBepPSTh
000pyaoBaHMe, BKOHMasT BHYTPEHHVIE KOMIMOHEHTbL-“BbIXOAHOE HarpshkeHve, Y U,
JIOMy4MBLLErO paspeLtieHre OT KOMIMaHW, OMH pas B oL,

O TMoxanyiicta QYMCTIATE NMUCTOMET Nepes, XpaHeHem

O Korga xpaHs NpPOAyKT B TeYeHVe [/MTENBbHOMO Mepuoda BpeMeHy, 06si3aresibHO
NpoBepLTE NPOAYKT Nepes
CIOsb3YW 3TO.

O [Moxanyiicta ebpatvTe BHUMaHVE Ha CrieaytoLLye YC/IOBYS XPaHEHWS.

- bepeyb o1 BOOpI
- Bepeyb OT NPAMbIX COMHEUHbIX JTyyei
- He xpaHuTb BO3/1e oborpesaresniei
- V136eraite MecT, NoABepeHHbIX CWIbHLIM Yaapam Wi BUOpaLyn, BO3AEIACTBIAO
XVMMKATOB WM B3PbIBOOMACHbIX ra308:
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SALUS-RSWT; |iRS 1155
12.3 TopAAO0OK OUYNCTKMNU
1231 [eHeparibHasA yoopka

SALUS-RSWT 1 ero akceccyapbl MOXHO O4Y/LLATH pas3/IMyHbIMA - Criocobamu; . 3beraiire
MOOOr0  MOBPEXOEHUST WM 3arpsidHeHns  000pydoBaHMS,  UCTIONb3ys  METOobl,
pekoMeHOOBaHHble HDKe. [lepes YACTKOM arperara 06s3are/ibHO BbIK/WMTE  arperar.
UncTka BHYTPEHHEN YaCTV MallHb| paspeLLieHa TO/bKO YIONHOMOUEHHBIM Hal SILIAM.

O TMeprog/yeckn  OYALLRINTE  BHELLHIO  MOBEPXHOCTb  000PYAOBaHIs, MWCTONIET U
CEHCOPHb I 3KpaH MArKO

TKaHb, CMOYEHHYIO CrvpToM. He wucrnonb3yite abpasviBHble /MaTeprasibl, JiaKy,
paz6aBUTENM, STWIEH WM OKCUOpI, TaK KaK 3TV MaTepuasibl MOryT Bbi3BaTb HEOOpaTMvoe
roBpeXxaeH1e 00opya0BaHMS.

O He norpyxaiite Kakve-mbo Yactia 000py0BaHNA B MWAKOCTL WM MOIOLLEE CPeaCTBO.
Kpome Toro, Henb3s A0MycKaTb MoradaHnist XOKOCTV B 060pYA0BaHME W aKCeccyapbl.

O Korgpa oriepauvs st QOHOMO. MauyeHTa Oy[aeT 3aBeplleHa, OuuCTUTE  anryKaTop
CIPTOM.

W 1aaKast TKaHb.

0 Ec/m BbIXOTUTE MCMO/Mb30BATh AE3VHIMLIVPYIOLLIEE CPEACTBO WM METOM, He YTOMSHY ThIlA
Bblle, 3T0 MOXET MOBPEMVTL YCTpoiicTBo. O6patMre BHUMaHVE, 4YTO B C/lydae
MOBPEXAEHNA 0G0PY/AOBAHVS C MICMOMb30BAHMEM HEepaspeLLIEHHbIX MATEPUA/IOB HVKAKVE
rapaHTUN He NPEAOCTABASIOTCS,

12.3.2 AnnymkaTopbl /19 YACTKA

MpUMEHSIATE  anf/IMKATOp Moc/ie HaHeceHus renid- Transmission Ha Koy B CBA3U C
XapaKTepyICTVKaMKM 3TORO YCTPOMCTBA. BaXkHO MCMo/1b30BaTb A0CTATOHMHOE KO/IMYECTBO revis,
MOTOMY 4YTO OOpPa3ykoTCH My3bipbK/ BO3MOyxa M 60Mb OLYLLBETCA MK reHepau yaapHbIX
BO/H. Mo 3TOM NprumHE HEOBXOAVIMO MPOBOAUTL PENYIAPHYO YMCTKY OOMH Pa3 B-HeaesHo, Tak
KaK reflb MOXET Hpuinarb K anrvivKaTopy rnocsie A/MTeIbHOrO WCMosb30BaHNA 1 MOXET
MOB/MSTTb HA FEHepaL0 YAPHOA BOSHbL.

L1 O4MCTKM _ACTIONb3YiTe MPOTOYHYHO BOAY.  EC/n OH mioxo dwkeupyeTest, athdeKTvBHO
Norpy3vTb amiyIMKaTop B BOAY Ha 2-3 yaca, a 3areM NpombItb. locrie Membsa yaanure Bogy
MSITKOI CyXOIA' TKaHBHO W BbICyLLUTE M KOMHATHON TemMneparype 6onee 1 vaca. CHimmte
anr/KaTop;- Kak MokasaHo Ha pucyHke 17, 1 ounctute nepenHIion MeTarvIMUeCKyto YacTb
MUCTO/ETA, MSITKO LLIETKONA.

PucyHok 17. OuyucTka annnnkaropa.

(1) OumcTka anrymkaropa 6-Mmv
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SALUS-RSWT:

CHymMTE anmyiKaTop C NMUCTO/ETA, Kak NoKasaHo Ha PYCyHKe 18 Hbke, 1 OUUCTUTE Tefb,
MPWIANLLIA K CTPESKE BH3Y.

PucyHok 18. Ounctka annavkaropa 6 mm.

(@ Owumctka anrymkaropa 10 vm
CH/AMATE anm/IMKaTop C MWCTONETa, Kak MokasaHo Ha pucyHke-19, n ouicture refb,
HAaHECEHHbI M0 CTPESIKE HA HYDKHEM VCYHKE.

W

PuncyHok=19. Ouyuctka annamkartopa 10 Mm.

(@ Owuncrtka annrmkaropa 15 mMv
CHymMTE anmyiMKaTop C-HUCTOMNETa, Kak MNokasaHo Ha PucyHke 20 HDKe, U OUUCTUTE refb,

MPWANLLAY K CTPESTKE. BHV3Y.

Puc. 20. Ounctka annavkaropa 15 mm.

(4) Ouuctka anmkaropa 20 MM
CHiM/TE amrivKaTop C MUCTOMETA, KaK TIoKa3aHO Ha pUCyHKe 21, # oumctute refb,
HaHECEHHb I, MO CTPESIKE Ha HVDKHEM PUICYHKE.

>Abr

PucyHok 21/Quuctka annamkartopa 20 Mm.
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SALUS-RSWT: pyKoBOACTBO N0 3Kcnayarauuu

(5) Oumctka anrmkaropa 35 Mvi
CH/MMTE anryivKarop € MUCTO/ETa, Kak MokasaHo Ha PYicyHKe 22 Hke, 1 oHrCTUTE b,
NPWIMNLLMIA K CTPESKE HA PUCYHKE HIDKE.

PucyHok 22. Ouunerka annaunkatopa 35 mm.

12.3.3 OuncTKa cHapsAA0B 1 HanpaB/IAoLLYIX.CHAPA/I0B

Kak nokazaHo Ha Pvic. 23- (1), [[OBEpHUTE arnm/iMKarop /19 Pa3topki 1 MOBEpHUTE
LEHTPa/IbHYH0 YacTb MUCTOMETa AAS pastopky.  Vicnonb3yiTe. IMHUET, 4TOObl YAa/UTh
HanpaB/AOLLYI0 CHAPSAOA B LEHTPE OTAE/IEHHOTO NMCTOMNETa W €Hapsid, OCTaBLLMIACA BHYTPA
mcToneta. PucyHok 23- (2). Ouictute CHapsid, MCTOSb3yd: CyXyto TPArkKy, W ouucTuTe
BHYTPEHHIOKO YaCTb NMUCTOSET, (MCTOMNb3YS VHCTPYMEHTBI /1. O4VCTKY, MpeacTaB/eHHbie Ha
Pvicyrke 23- (3).

(1) CHummTe ann/mKaTop WTCTOSIET.

(2) Vicnonb3yire nMHUET, YTo0b! YA 1T
HanNpaB/AloLLY0  CHApsAia B LEHTpe
OTAENEHHOTO MWCTONETa WM CHapsif,
OCTaBLUMIACS BHyTM nucToneTa.
OumcTuTe CHapPAL, CyXOin TPSMNKOIA,

B  OunctuTe~L BHYTPEHHIOIO  4YaCTb
nucTonieTa € ~MOMOLLBIO  MpuiaraembIX

UMCTSILLYIX MHCTPYMEHTOB.

PucyHok 23. OuncTtka cHapsaga u HanpaBaswouwenh gna cHapsga.

12.3.4 CoepyHuTebHasa YacTb UMACTKU MUCTOAETa

lMocre grmTensHOro UCTosb30BaHKS HEOO/TbLLIOE KOJIMHECTBO BOZbl M Mac/ia MOXET BbITeKaTb
V3 0GAacTel, 0003HAYEHHbIX CTPEKaMY, KaK MokasaHo Ha PricyHKe 24. 310 He sIBMsieTcs
HEVCRPABHOCTLIO, MOSTOMY Bbl MOXETE MPOTEPETb WX MSMKON TKaHbto. OOHako, ecrm 3To
NPQVCXOOMT YacTo, ooparutecs B LIeHTp obcymBaHms KnineHToB REMED a/19 MpoBEpK.

PrcyHok 24. OuncTka COeAUHUTENbHON YacTn nucToneTa.
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SALUS-RSWT:

12.4 3amMeHa KOMNAEeKTYLWnX

JT0T annapar reHepupyeT SKCTPaKopropasibHbie YaapHble BOSHbI C MOMOLUBIO CKATOro
BO3yXa. V/13-3a 0COBGEHHOCTEN MaLLHbI €CTb PACXOAHbIE KOMIOHEHTBI, KOTOPbIE HEOBXOIVMO
NEPUOMMUECKN OWALLETL, U Te, KOTOpble HEoOXOMyMO 3aMeHsTTb  13-3a - [I/UTESbHOTo
1CMo/b30BaHMs. MoapoGHas MHAopMALIMA O NepVoae 1 METoaE 0GMeHA NMPUBOAMTCS HIDKE.

CHapsn, PyKOBOACTBO MO CHapsiiaMm Bamnep

PucyHok 25. CHap4apa, HanpaBastwwasa cHapsaga, 6aMmep.
(D) Teprog ooveHa
PekomeHyeTcs Mpov3BoaMTb 3amMeHy rocrie kaxkapX 1 500 000<3)000 000 (3 6apa, 15 )
UCTMOMb30BaHNA, HO Mepro, 3aMeHbl MOXET BapbMpoBaTbLCH B/ .3aB/CVMOCTM OT YC/IOBUIMA
SKCIVTyaraLpm.

(2 Mertopg 0bmeHa

Kak nokazaHo Ha Puc. 26- (1), ‘noBepH/Te anrymkarop AAd pa30opki 1 MOBEPHUTE LEHTP
nicToneTa A/1a pasoopki. Vcionb3ynre M HLET, YTobbl YAa/MTL HanpaB/AtoLLy0 CHapsiaa B
LIEHTPe OTAENEHHOrO NUCTOMETa WM CHapsid, OCTaBLUMIACH BHYTPW MCTONETa. PucyHok 26-
(2). Bamnep TaKke MOXHO-CHSTb C MOMOLLHO MHLETA! MCMONb3yTe LLECTUMPaHHbIA KM,
YTOObI CHATL LLUTUAIT KaKMOKa3aHo Ha PvicyHke 26- (3).

Mocne3smeHaa HOBble AeTann, nobnoaTb B o6naTtHOM. HONAMNKe.

(1) CHumMTE anrymKaTop 1 MUCTOSIET.

(@ Wcnome3yiite  nvHUET,  YToGbI

YOQ/MTb  HARPaB/SIOLY0 CHapsiga B
LEHTPe OTAENIEHHOro MnucToseTa Wi

CHapsia, OCTABLLMIACS BHY TP MCTOMNETA.

@ Caavwmre 6Gamriep C  MOMOLLBHD
M/HLETA.

(4) “CHMMMTE HanpaB/AHOLLYO CHapsaa C
[OMOLLIbHO LLECTUMPAHHOTO KITHaHA:

PucyHok 26. CHapsapg, HanpaBasito uasi cHapsaga, pasdbopka 6amnepa.
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SALUS-RSWT: pyKoBOACTBO MO 3Kcnayartauuu
12.5 YpaneHue KoHAaeHcaTa M3 BO34YLWHONo Komnpeccopa

BosayLLHbIA KOMMPECCOP - BaXKHbIA KOMIOHEHT, KOTOPbIA CXMAET BO3AyX W UCMO/IB3YET €ro B
KOHTPO/MPYeMbIX KONYECTBaX. BosdyX, XpaHsILLWCS B BO3MYLLHOM PE3EPBYaPE, COAEAT
6OMbLLOE KO/MUYECTBO Brary, Macria U mbiii. [osToMy KoHAeHcaT B BO3AylLHOM Gake

HEOGXOAMMO PETY/IFIPHO YA SITh.

(1) Mepvog ypaneHnst KoHOeHcara
KoHpeHcar cnepyet yaanars nocre KavkabX 1500 000 paspsaos vcnerb3osaHys. B
MPOTVBHOM C/Tydae 3TO MOXET MPUBECTU K HEUCTIPaBHOCTW WX MOSAB/AEHUIO HEMNPUATHOTO
3anaxa. B 3aBVCMMOCTY OT B/I&XHOCTU OKPYXAOLLEV Ccpefibl MOXET noTpeboBarsea 6onee
YaCTbIA OTBO/, KOHAEHCATa.

(2 Metopg yoaneHrss KoHaeHcara
Moa nepenHeli YacTbio 06OPYAOBaHUA HAXQOMTCS YEPHbIA OPOCCENbHbIA KnaraH, Kak
NoKasaHO Ha prCyHKe. 27)]. BkguTe nutaHve 1 NnoBepHUTE BEHTWIb BripaBo (M0 YacoBOi
CTPEsIKE) Mpu MOBbILLEHWN AABMEHUA B Ga/VIOHE.

PWCyHOK 27. YaneHune KoHAeHcaTa»u3 BO34YyLWHOINo Komnpeccopa.

Korpa KoHAeHcar, yaaiseTcs, OTKPbM/E KramaHa MOXET Bbi3BaTb BbiTEKaH/e Maciia M
3arpsi3HEHVe  OKPYXKaole cpeabl. CoemyHuTe Mpo3paqHbid LLTaHT, MNOCTABMSEMbIA C
KriaraHom, 1 MoAroToBbTe eMKOCTL /18 coopa’ KoHaeHcaTa. 3areM OTKPOTe BEHTWIb /11
yOaneHust KoHfeHcara. [Mpn noAcoeayHeHA Npo3paqHoro LiiaHra K KiaraHy BCTaBbTe

LL/TaHT B CUHKOO MydoTy BbICTPOIO COeHERMS, piC. 28.

ByabTe OCTOPOXHbI, Tak Kak Mpn YAarieH KoHAeHcaTa OH MOXET pas3tpbiBrBarbCs BO BCEX
Hanpas/ieHnsiX. locrie Toro, Kak BECh)KOHAEHCAT BbIAAET, CHAMMUTE LLIaHr, HaXXaB Ha Mydory
JwTrHra, paboTaroLLEro B OOHO KacaHie, Kak rMokaszaHo Ha PyicyHke 29.
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SALUS-RSWT: pyKoBOACTBO NO 3Kcnyarauuu

PuvicyHok 28. LLInaHroBoe coeayHeHve. PucyHok 29. OtcoefiyHeHVe LnaHra

[Mocrne yaaneHus KoHAeHcaTa CH/MaEMFPO3paqHyto
A OCTOPOX |y igHr ofigUTVHrA B OHO KacaHve, a 3aTeM MOBEPHITE
rn [poccenbHbIA KanaH BeBo (MPOTVB-HacoBO CTPESKK), UTOObI

3a0/10KVpOoBATH €rO0.

12.6 Mouck npob6nemsl

Ecrm obopyaoBaH/e He paboTaeT HOPMA/IbHO BO BpeMSt- KCTo/b30BaHUA, MOXasyNCTa,
NpoBepbTE A/IEMEHTLI, MEPeYCrIEHHble B Tab/mue HDKE, Mpexae yYeM obpalatbCs 3a
CepBVICHbIM 0OC/Ty}VBaHVEM: Ec/im i1 ofHa 13 crieyroLLpx npobrieM He BO3HVIKAET Wi e/
crefyrolme crocobbl He-[IOMOrakoT, BbIKMKOUMTE MTaHvie 060pyAoBaHUS 1 obpatnTech B
LeHTp obcy)xmBaHnA KameHToB REMED.

Tabnmua-2. CamocTosiTe/IbHOE YCTpaHeHVe Hernoraaok

CcbUkM B pyKOBOACTBE: Mo

CAMITTOM Hro fenarb SKCIUyaTaLy
[MpoBepbTe, NPaBWILHO S e 342 PucyHok 3
NOAK/HOHEH CWIOBOI Pa3EEM MoaxrnoyeHve Kabers
000pYy,A0BaHMSI. MTaHMS

Yéeaymech, UTo BbK/HHaTe b

’ *4.1.2 PYCYHOK 8. C3am
NUTaHVst 06oPY0BaHIAA BKITHOHEH. 4 B
OBOpyAoBAHIE He  yenmect, YTo GROKAPOBKA « 411 PreyHok 7. Bupg
BK/IOHAETCH. KIABVILL BKIHOHEHB. criepeyt

[NoarsepouTe, €Cnn Haxkara
aBapuiiHasi KHOMKa Ha

06OpyBaHIA, ECrv oHa Havara, ¢ (_ff-l-l PricyHok 7. Bup,
MOBEPHITE €8 BripaBo, YToGb! P&

0CBOOGOOUTL
CoobLLeHne 0 neperpese
OtobparkaeTcst BO3MyLHOIO KOMIpeccopa.
COOBLLEHVE O Mopoxye, coobLLeHe YCHesHeT - 4 Meperpes
MPEBbILLEHN M ero MoXHO OyAEeT MCro/b30BaTb
Temneparypb|. MOBTOPHO. EC/m Bbl YacTo
rnoslyyaeTe 310 CoobLLIEHVE,
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SALUS-RSWT; pyKoBOACTBO NO 3aKcnayaTauunm

CumMmntom

Bo Bpems paboTbl
nucToneTa chbleH
BeTep.

MoLLHOCTb MyLLKN cnabas.

M3 nuctoneta HeT
BblXoAa.

Koneco He kaTtutca npu
nepemMeLleHnn
obopyaoBaHuA.

[IFU-SRSW (EN) |
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CcbINkM B pyKOBOACTBE. 110
Yrto genatb
aKkcnayaTaumm

obpatuTech B LieHTp o6cy»BaHUA
KrmeHtoB REMED /19 npoBepKu.

C/MLLKOM BbICOKasA TeMreparypa B
MOMELLIEHN MOXET BbIBBATb

HapyLLEHNE OXTNAKNCHA. » 3.3 CocTosHUe OKpyxaloLei
MoanepxvBaiiTe KovHary cpeppl

Temneparypa ke 25 ° C,

HACKO/TbKO 3TQ  BO3MOXHO.

[MpoBepbTE G/IOKMPOBKY KraraHa
BO34yLLHOr0-GaviioHa. MoBepHuTe
KraraH npoTyiB YacoBOWN CTPESKY,
YTOGbI 3200KVPOBATL ET0.

¢ 12.5 Puc.=27. YpaneHue
KOHAeHcaTa 13 BO34yLHOro
KomMmnpeccopa.

MoxaryicTa, NpoBepbLTE
NOAKAOHEHVIE COEAVHUTENBHOMO ~ ~»4.1.2 PucyHok 6. Bua c3aam
Kabens NUCToNeTa.

Briara B BO3yLLHOM pe3epByape

MOXET BbiBBATb Pa3paKeH/e. + 12.5 YaaneHue KoHaeHcara
nO)IGTIYVICTa, MNpoBeEpPbTE N YOVITE  so3gywHoOro komnpeccopa
KOHOEeHcar.

Ecnu BHYTpM nuctonieta ectb Ablb UAN
yTe ¢ 12.3.3 Oumnctka cHapgpos u
anniukaTtop HeMHOro ocnabfieH, BbIXO[

HanpaBNALWNX CHAPSA0B
MOXET ObITb cnabbiM. P t PAA

Moxanyiicta, nposepbTe-nOgKNIoueHne ., PucyHok 6, Bug caagu

coeAnNHNTEeNbHOTO kabens. nucroneTa.

Mocne TOro, Kak Bbl HaXann CTtapT Ha
CEHCOPHOM 3KpaHe, .Bbl JOMKHbI HAXaTb | o 5 poy e paGoTI- (K)
CTapT Ha NUCToNeTe, YTo6bl NOAYUYUTb

pe3ynbTar.

OTO MOXET ObIThb¢BA3aHO C

obcnyXnBaHnem:
e 12.4. 3ameHa KOMMNIEKTYIOLLNX
(1) 3ameHuTb Hanpaensatouwyo cHapsga U

e 1215 YpaneHue koHgeHcara 13
camMm cHapsaf.

BO34YyLIHOro Komnpeccopa
(2) Ypanutb KoHpeHcaT

(3) Moxanyiicta, NpoBepbTe COCTOSAHNE
»3.4.3 PUCYHOK 4.

MepemecTuTe 060pyoBaHue, ycTaHosus | PAHCMOPTAPOBOYHOE KO/1ECOo

KO/IECO B «CBOGO/HOE» MOJOXEHME. B «HE3aKpenjeHHoM» 1
«3a610KNPOBAHHOM>
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SALUS-RSWT: pyKoBOACTBO NO 3Kcnayarayuum

12.7

12.8

CCbIK/ B PYKOBOACTBE M0
aKCrvyaram

B cneaywunx canydadax octaHoOBUTe pa60Ty, OTKMHUYUB NMUTaHNMe 060pyp,0|3aH|/|;| , U

obpaTuTeECb B CEPBUCHbLIN LEHTP.

—>[1aBHbIA BbIKMKOHATES b MUTAaHUA CAMOMNPOU3BO/TBHO BbIKMOHAETCS.

—»KK-3KpaH NaHesm yrpaB/ieHns He 3aropaeTcs, KorJa NTaHve OTKTIOHAeTCs, a 3arem

CHOBA BK/THOHAETCS.

—»Korfa CTMynauns He Npon3BoaUTCA MUCTO/IETOM.

—»3Ha40oK TeMneparypbl Ha aKpaHe MUraeT, 1 0bopyaoBaHV e He PabOTaET.

—»C0o00LLIEH/E, YKa3bIBaKOLLEE Ha OTCYTCTBYE CBA3M MEXY MCTO/IETOM Y1 OCHOBHBIM G/I0KOM,

NOSIB/IAETCA MOCTOSHHO.

Cymrmom Uro penatb

PerynsapHblii ocMOTp 414 nogAep>XXaHns paboTocnoco6HOCTH

UT0oObI rapaHTVpOoBaTb Ge30MNacHOE MCrob30BaHVe, 06s3aTeIbHO) MPOBOANTE PeryrsipHbIA
OCMOTP Y Ue/IoBEKa, MO/TYUVBLLIEFO: Pa3peELLIEHVE OT KOMIMaHWW, “0aMH pas B rof,

MapaHTNA
[0 3TOT NpOAyKT MPOM3BOAMTEA B MPOLECCE MHTEHCMBHOMQ. KOHTPO/A KavecTBa U MHCTIEKLWN.

0 KomreHcaLys 3a peMOHT-1 3aiveHy NpodyKTa OyaeT NpoM3BOAUTLCS B COOTBETCTBUN C
«paBUIOM KOMMEHCALM TpaBM MoTpebuTenei», 0bbsiBNeHHbIM COBETOM M0
3KOHOMVUECKOMY T/IaHVPOBAHMIIO.

O [apaHTUAHbIA CPOK Ha iaHHoe obopyaoBaHVe -1 rof,

O Ec/m BTeYeHVe rapaHTUIAHOIO CPoKa Mp HOPMasTbHbIX YC/IOBUSIX SKCTUTyaTaLjau
BO3HUKHET HEMCTIPaBHOCTb, 000pYA0BaHNe GyAeT 6ECT/IATHO OTPEMOHTVPOBAHO B HaLLEM
CEPBVCHOM LIEHTPE.

0 Ecrm npoGnema ¢ 060pyaoBaHMeEM BO3HVKHET B TEUEHVE FrapaHTUIAHOIMO reproaa,

NOArOTOBLTE CriefyHoLLMA 3arpOC B CIY»OY FOAAEPKKN KIMEHTOB, YTOOLI COOOLLYITL O HEM
HaLLEeA KONMITaHN.
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SALUS-RSWT: pyKoBOACTBO MO 3Kcnayarayum

dopma 3anpoca Ha 06Cny>XKnBaHMe K/AMEHTOB

Liens 3toii chopmbl - MOMyUMTb MHAIOPMALWKO, KOTopas Mo3BO/MT HaM ObICTPO 0BpaboTars Ball
3anpoc Ha obcymBaHve. MoxamyiicTa, ONLLMTE HEMCTNPABHOCTb WM OTK/IOHEHME OT HOPMbI Kak
MOXHO MOoapoGHee.

1 VHdopvaLys o nosb3osaresie

- HazeaHvie 60/IbHULIBI:

- Aapec 60/bHNLb:

- m nonb3oBarens / Hovep TenedoHa: (Ten':)

2. VHdhopmaLwa 06 1crorb3yemom 060pyA0BaHNN
HazsaHve mopem;, SALUS-RSWT
Lara nokyrku:

- CepuiiHblIi HOMEP ToBapa:

3. OnmcaHre TexHndeckux npobriem-(OnmumTe Kak MoXHO nogpodHee.)

4. KOHTPO/IbHbIA CMIYICOK MOMb30BaTeSA
Ec/m HeT BO3MOXHOCTV OTBETUTL -HA BOMPOC «Ig» W «HET»,, MPOockOa BHECTU MHCIOPMALMIO B
KO/OHKY MpyMeYaHuiA. Ecrm Bbl-HE yBEpeHbI B OTBETE, OCTaBLTE)Mo/ie MyCTbM.

Uncio  MyHKT ocMoTpa EmenglngaT 3ameyaH/s

BO3MOXHO /M_MCno/b30BaHvie  06opyaoBaHnA  113-3a [la HeT

TEeKyLLIero oTkasa?

Korga BbikAQHaTe/lb MTaHA 000PYAOBaHNA BKIIHOHEH,

2  paboTaer M aMcnied WM Kakas-/mbo  YacTb [a Het
06opyaoBaHNS?

3 TpousBoanTCA /M NPOLYKUMA 060pyA0BaHMEM? [a Her

1

3amMeTHO /I OT/IMHAETCA MOLLHOCTL-BBIXOAHOMO cuUrHasia
4  OT 00Opy[OBaHWsi, KOrga OHO ObYO YCTAHOB/IEHO B Il ver
nepBbin pa3? Ecrm aa, To Kak Obl Bl OLEHWIA PasHULY B
NPOU3BOAUTENBHOCTM B MPOLIEHTaxX?
MoketTe /M Bbl  MOYYBCTBOBATL  U3MEHEHVE 1 Her
MPOV3BOAMTENBHOCTY, €C/M MOLLHOCTb  060pYy/A0BaHNS

6 . ECTb /1 yTeuKa »}OKoCTU 13 000py/A0BaHUA? Ja Her
ECTb /M Kakve-niMbo MoBpeXaeHNs BO BHELLHEM BUOE?

! OnmumTe 310 B KOJIOHKE APUMEHaHIIA. Hp ret
[Mocne.mofHOro 3ano/iHeHNA doopMbl BEPHUTE ee HaML.
Tene®on : 182 42-934-5560
®AKC . +82 42-934-5562
3NeKTpOoHHas nouyTa service@remed.kr
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SALUS-RSWT: m

14. KoHTaKkTHasa nHpopmaumns
O Mokyrka MpoyKTa U TEXHAYECKUA 3arpoc

Anpec: 4-1 atax, CvmkoHllapk A, 35, MaHrn-po 255 6eoH-Tun, ByHaaHr-ry, CeoHam-ci, KeHrn-ao
13486, Pecriyormka Kopea (4th A, SiliconPark A 35, Pangyo-ro 255 beon-gil, Bundang-gu,
Seongnam-si, Gyeonggi-do, 13486, Republic of Korea)

TenedooH: H(82) 1588-7395
dakc: + (82) 31-696-4877

O Cny)x6a noaaepxku
Anpec: # 301 ~ 303, Muryn TexHo Bopng I, 187, TexHo 2-po, HOceoHr-ry, TamkoH, 34025,

Pecrybrmka Kopes (#301-303, Migun_Techno World 1I, 187, Techno 2-ro, Yuseong-gu,
Daejeon, 34025, Republic of Korea)

TeredpoH: + (82) 42-934-5560
daKc; + (82) 42-934-5562

0O OHnaiH-rnoaaepxka
http: // www. remed.kr
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(MpunoxeHwue opma Ne 43)
[axaH Jlo ®upm aHg Hotapu Ogmc MHK.

PermcTpaumoHHbIii Homep 2023 - 10891
HOTAPUNANBHOE CBNAE/NBCTBO

AHI MbOHIT CY, poBepeHHOe nuuo, BbicTynatoulee ot umeHn PEMEQ Ko., Jizn. (REMED Co.,
Ltd.)

FeHepabHbIi aupekTop blH-XéH, Ko (Eun-Hyim,.Koh), Canr-WoHr, /in (Sang=Yong, Lee)

B MOeM MPUCYTCTBMM NOATBEPANAN MOAMMUCK YKa3aHHbIX LOBEpUTeNei, NOCTaBAEHHbIE Ha

OEKJTAPALNN
3acBMaeTeNbCTBOBAHO CErofHs, 26 nons,2023 rofa, B 3T0i KOHTOpE.

[axaH Jlo ®upm aHg Hotapu Oduc UHK.

OTHocuTcA K: CeynbCKON LieHTpanbHOW PaioHHONM MPoKypaType
[arsaHr bungur, 3 atax, 36 ToHAKaK-A3p0

Ceuyo-ry, Ceyn, Kopes

Hotapuyc
/Moanuce/
KBOH XHOK WKOH (KWONHYIIJK JUNG)

Meyvatb: [axaH J1o ®upm sHg-Hotapn Oduc NHK.

[aHHad HoTapuasbHas KOHTOpa nosiyymna paspeLleHve- MUHUCTpa toctuumm Pecnybankn Kopes
BbICTYMNaTb B KayecTBe (rOCyAapCTBEHHOro Hotapuyca-C 6 aHBapa 2010 roga B €OOTBETCTBUM C
3akoHoM Ne 11823.

AarsaHr bunguur, 3 atax, 36 FoHaxak-a3po, Cevo-ry, Ceyn, Kopes 210MM X 297MM
Ten. (02)590-0900, dakc; (02)3477-0957 [Lonrose4Has 6ymara (1 auct) 70r/m”

MepeBo/ yKa3aHHOTo JOKYMEHTa C aHITIMIACKOrQ_KOPECKOr0 S3bIKOB Ha PYCCKNIA S3bIK BbINOMHEH NEPEBOAYNKOM
UnrpuHoBo-HOnneli AnekcaHapoBHON. MepeBaf SBNseTCs NpaBuibHbIM, TOYHBIM UWHOMHbIM.
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Poccuitickaa deaepauns
CaHkT-lMeTepbypr >
TpeTbero aBrycra [iBe TbiCAYM ABajLAaTb TPETLErO roja

A, TlapuH Wropb Bnagummnposuy, HoTapuyc CaHkT-leTepbypra, /cBUAETENLCTBN
NOAIMHHOCTb NOANMUCYK MepeBogYMKa YnurpmHoBoin Konmm AnekcaHapOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NoAnNMCcaBLUEro AOKYMEHT YCTaHOB/EHA.

3aperunctpuposaHo B peectpe: Ne 78/63-H/78-2023-15-635.
YnnayeHo 3a CoBepLUeHMEe HOTapuankHero aeinctems; 600 py6. 00 Kom.

W.B. MapnH

MmMmnpmocrm'3loTace
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CaHkT-lMeTepbypr
CeabMmoro aBrycTta [iBe TbiCAYM ABajLaTh TPETLEro rofa
A, FapuH Wropb Bnagumuposuy, HoTapuyc  CaHKT-TeTepbypra, CBUAETENbCTBYHO
BEPHOCTb KOMWW C NPeACcTaB/IEHHON0 MHe JOKYMEHTa.
Nnctbl 1-50 NpeaocTaBneHHOro JOKYMEHTa ABMSOTCA KCEPOKOMUEN.
3apeructpuposaHo B peecTpe: Ne 78/63-H/78-2023-15-709.

YnnayeHo 3a COBEPLUEHNY,HOTapumanbHoro aenctauns: 9090 py6. 00 Kon.

WN.B. MapuH
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OPTIMUS-Pro Instructions For U

Preface

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 aguide to the efficient use of the OPTIMUS-
Pro. 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 12).

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.

IFU-O-P(EN)] 2/67 2021.01.08 Rev.6
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Information on safety
1.1 Definitions of symbols
] When there is specific information in the Instructions For Use thatjneeds to be

emphasized for safety, the following terms and symbols are indicated. Alt warnings
and precautions shall always be observed.

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

Warnin “Warning” symbol is used to indicate alife-threatening risk to the
9 operator if the warning is disregarded.

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

m No pushing To prohibit pushing against an object
No sitting To prohibit sitting on a surface
BE Type Applied part BF type)

Operation I .
. . Operatlon instructions
instructions
rSN{

Caution

instructions

Follow instructions for use.
for use.

Serial number  Serial number

Article number Article number

rd Manufacturer  Manufacturer

Date of

Date of manufacture
manufacture

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

*
[IFU-0-P{EN)| 10/66 2021.01.08 Rev.6 1
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Keep away
from rain
Fragile
f
U This way up
Recycling

“OFF" (Power)

O

“ON" (Power)

Alternating
current

WEEE

Temperature
limitation

Humidity
Limitation

Atmospheric
pressure
limitation

Dangerous
Voltage

>0 O—¥

[IFU-O-P(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 binfor)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 platesthat the equipment is suitable for
alternating currentonly to identify relevantterminals.

Indicates that when the end*userwishes to discard this product,
it must be sent to separate, collection facilities for recovery and

recycling.

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

To indicate the jacceptable upper and lower limits’ of relative

humidity for transport and storage.

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

W arning, ‘electricity

11/66 2021.01.08 Rev.6
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1.2 Requirements for safety

1.1.1 Precautions for electrical safety

] The rated power for this equipment is 220 V-.

j

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

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 generaior. 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.

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

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

1.1.2 Classifications

J Protectiontype and level for electric shock; Class |, BF Type

J Electromagnetic compatibility (EMC) test standard: class A

(IFU-0-P{EN)] 12/66 2021.01.08 Rev.6
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1.3 Precautions for Use

O Installation and re-installation of equipment shall always be performed by
specialized personnel authorized by the manufacturer.
“PLEASE MAKE SURE THAT PATIENT IS NOT WEARING ANYTHING WITH

METALLIC OBJECTS DURING TREATMENT FAILURE TO DO SO MAY
RESULT IN SERIOUS SKIN BURN!"

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

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.

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.

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 afan 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.

From the surroeundings of the location where equipment is installed, remove water,
alcohol, flammable materials, and so forth:

As a strong magnetic field is generated.around the magnetic field generating section,
equipment-operation technicians, assistants, and patients must not hold any items

which cam be affected by the magnetic field.

Items such aswristwatches, mobile phones may be damaged by magnetic

fields, so please be careful and keep them sepatately.

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

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

J' Do not separate gun and-applicator during operation ofthe equipment, as it may cause
injury due to recoil of airpressure.

] Ifyou do not apply the Transmission Gel enough or do not come into contact with the
skin, patients may feel pain because the air bubble is formed and the shock wave is

[IFU-0-P{EN)| 13,66 2021.01.08 Rev.6
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generated. Therefore, it is necessary to apply gel sufficiently and close.the gun to
patients tightly to prevent pain.

j Shockwave may be affected by overpressure when used around the lungs, ear,
and gastrointestinal tract.

j Do not directly apply shockwaves to the heart, head or wounded area:

i This equipment should be used for patients who can accurately express and
communicate pain during operation.

j [Excessive pressure on the stimulation area with a gun may cause skin damage such
as blisters and redness.

J Do not move the unit during use because the gun may fall or the unit may be
damaged due to impact or movement of the unit.

[IFU-O-P(EN)] 14/66 2021.01.08 Rev.6
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1.4 Contraindication

1.4.1 Extracorporeal Shock Wave Therapy

Do not use in combination with other electronic medical devices.
Do not use to carry out procedures in the area of the endoprosthesis.

The following patients must be approved by the physician during the jrocedure:

- Patients with high body temperature (more than 37 °C), the elderly (over 85 years old)
and children (under 3 years old)

- a person with implants (for example, an artificial pacemaker,-an implantable infusion
port, a hearing aid).

Do not treat with the product the following patients who have

- blood disorders, clotting problems or use of anticoagulants;

- blood-thinning drugs (warfarin);

- thrombosis;

- oncological diseases;

- with diabetes metiitus, diabetic neuropathy;

- pregnant women;

- acute inflammation in the target area;

- growth of cartilaginous tissue in children;

- contact infectious patients (to avoid transmission of infection);
- Corticoid therapy for 6 weeks.

XK Caution; shock waves should not be applied on top of air-filled tissues (lungs), nor should
they be applied near large nerves, vessels, vertebrae or heads.

1.4.2 Electromagnetic Stimulator
| Do net.use the equipment in parallel'with other electronic medical equipment.
| Be:careful to ensure that magnetic stimulation does not penetrate the heart region.

j Ingeneral, patients in the following categories cannot be treated with this equipment. Prior
to any treatment with this equipment, permission of the dector in charge must be

obtained.
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- patients with high body temperature (more than 37 °C), pregnant women,'the elderly
(over 85 years old) and children (under 3 years old)

- a patient with a history or diagnosis of epilepsy or convulsive disability;

- a patient with suspected epilepsy based on electroencephalography;

- patients with traumatic brain injury and spinal cord injury within a‘month from the
moment of injury;

- patients with implantable infusion port systems or hearing aids;

- patient with cranial implants.

« use during magnetic resonance imaging.
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1.5 Side effect

1.5.1 Extracorporeal Shock Wave Therapy

]
]
j
J

J

Swelling
Redness
Hematoma
Viscous bleeding

Pain

1.5.2 Electromagnetic Stimulator

J No side-effect

1.6 General warnings

J
j

J

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.

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.te the operation
of equipment by a person without a medical.education.

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

1.7 Safety Label

-1 Labels attached to devices provide information and safety information.

Label Attachment position Safety contents
CAUTION

boundup duelo gasspringprm uv
Please separate Transducei

n Whendeiatfang TrMtsducer, bodycaxM Upper Slde Surface Of V\/arnlng n‘ark

fransducer arm related to transducer arm

while keeping the ARM body vertKaUyuprigH:

Table 1. Safety label
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Intended use

The Optimus-Pro is a combo device of extracorporeal shockwave therapy and
electromagnetic stimulator.

2.1 Extracorporeal Shock Wave Therapy

]  The OPTIMUS-Pro is indicated for extracorporeal shock wave treatment of heel pain due
to chronic proximal of heel pain due to chronic proximal plantar;fasciitis for patients of
age greater than 18 years with a history of failed alternative conservative therapies for at
least 6 months. Chronic proximal plantar fasciitis is defined as traction degeneration of
the plantar fascial band at the origin.on the medial calcaneal tuberosity that has persisted
for six months or more.

2.2 Electromagnetic Stimulator

j  The OPTIMUS-Pro 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 electro-magnetic stimulator is
intended to provide entirely non-invasive electromagnetic stimulation of pelvic floor
musculature for the purpese of rehabilitation of weak pelvic muscles and restoration of
neuromuscular control-forthe treatment of urinary incontinence in human.
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S. Installation
3.1 Components

Main body with transducer Power cable Instructions/For Use

-W

OPTIMIMRn) Imiruciions For Use
shtk'k 1TV Thurapy A
EBTfapunn;Stmuluin

CE-
Gun Applicator
6mm 10mm 1ol i 20mm 35mm(optlon)
Cleaning kit

Cleaning stick

Tweezers Hex wrench

Table 2. Main components
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3.2 Electrical Installation condition

i Input power : 220 V-, 50 Hz

i Power consumption ; Max. 1.5 KVA

3.3 Environmental condition

3.3.1 Operation environment

J Temperature :10-30 °C (50-86 °F)
J Humidity : 3085 % RH
j Pressure ; 70'kPa - 106 kPa

Transport and Storage environment

OO0 Temperature ;-10-60X (14-140.T)

J Humidity : 80 % RH max

J Pressure : 70 kPa -106 kPa
[IFU-O-P(EN)] 20/66
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3.4 Installation method

3.4.1 Precautions during installation
] Install the equipment on a flat surface.
] Confirm that the power is connected.
j Operate the OPTIMUS-Pro within the ambient temperature range-of 10 - 30 °c,

and a humidity between 30 - 85 %.

J 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.

3 Be careful not to damage the_equipment by excessive shock.

3.4.2 Connection of power
J Confirm that power socket 'and power cable are grounded before operating the
machine.
J Plug the power cable-into the power terminal of the<OPTIMUS-Pro as shown in
below, and connectthe other end to a grounded;power socket.

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

J Do not connect several devices to one power outlet.
J In particular, do-not use a power cable that generates connection noise.

Figure 1. Power cable connection

To prevent-the clanger of electrical shock, connection shall be made to a

Warning
protected-and grounded power supply.
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3.4.3 Moving and fixing of equipment

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

0O 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.

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

Figure 2. Transporting wheel in 'Loose’ (left) and-in 'Locked' (right)

nx
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3.4.4 Transducer

The OPTIMUS-Pro 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.

] When separating the transducer from the transducer arm supporter, the pressure of
the gas spring may cause the arm to jump up and the transducer may fall off. Be
sure to hold the transducer with one hand while holding the arm supporter vertically.
When replacing the transducer, be sure to mount the arm support vertically as well.

Figure 3. Separating the transducerfrom the transducer arm supperter

j When separating the transducer from the transducer arm supporter, the
i pressure of-the gas spring may cause the arm, to jump up and the

A Warning | transducefimay fall off. Be sure to hold the transducer with one hand
j while holding the arm supporter vertically. When replacing the

| transducer, be sure to mount the arm support vertically as well.

J When using the OPTIMUS-Pre.for a long time, the transducer arm support may be
struck down or up. In this ease, the position of the transducer arm support can be
changed by adjusting the gas spring pressure. To lower the arm support, turn the
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hexagonal wrench bolt in the (-) direction as shown in Figure 5, and turn:it.in the
(+) direction to lift it upwards.

N« 5
Sgf®# 5 1
a
X§ E;?E,é =13
TS 5 §5
?7«S2 M"No®
Ll
Move
upwards downwards

Figure 4. Adjusting’ height of the transducer arm=supporter

345 Gun

Do not separate gun and applicator during operation of the equipment, as it may cause
injury due to recoil of air pressure.

A Warning bO-not separate gun and applicatorduring the operation.
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4. Product description

4.1 External view

4.1.1 Front view

4.1.2 Rear view
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4.2 Transducer and gun

Transducer ‘D’ Gun

Figure]‘ﬁransducer and gun Q'
AY ™
4.3 Controls c? &
4.3.1 Electromagnetic field functit@control w
iton 1
Total operation time
T O
9 Q
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4.3.2 Extracorporeal shockwave function control
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. Preparations for operation

5.1 Moving and fixing equipment

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

0 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

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

] Plug the power cable-into the power terminal of thes OPTIMUS-Pro, and connect
the other end to a grounded power socket.

0 Confirm that the power cable is properly connected to the power terminal_and
power socket. If the connection is incorrect, ‘unexpected problems can aceur.

J Do not connect several devices to one power outlet.

J In particular, do not use a power cable that generates connection noise.
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O. Operation instructions

6.1 Transducer placement

You can adjust the position and angle of the transducer according to.the patient and
the stimulation area. The transducer arm supports can be moved tp and down and
left and right, and the angle of the transducer can be adjusted using the transducer
holder. The height of the transducer arm is adjusted by the weight of the transducer
using gas spring pressure. Refer to Figure 10 to adjust the height. To adjust the angle
of the transducer, hold the transducer holder in the unlocked paosition and adjust the

angle. The holder must be locked.after adjustment is complete.-Please refer to Figure
10 below.

Figure 10. Changing the angle of the transducer

j If the transducer-hose is deflected as shown:in Figure 11, the hose may break or be
damaged. When positioning the transducer, make sure that the hose is not bent.

Figure/11. Deflected transducer

Warning Do notuse the transducer if the transducer hose is bent.
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6.2 Applications

The OPTIMUS-Pro can be used at different sites of the body depending on the(pain. Figure
12-13 shows the use of the most common applications (Please note that there are some
variations in the design of the transducer arm depending on the time of release.).

Figure 12. Application of the magnetic stimulation

[REMIFU-O-P] 27167 2020.12.14 Rev.5

Peructparmma MU B PocanpaBranzope
www.nevacert.ru | info@nevacert.ru



instmctions For Us

OPTIMUS-Pro

1*

2020.12.14 Rev.5

28167

[REMIFU-O-P]




TO

OPTIMUS-Pro tnstax:tions For U

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.

REneo @ @

OPTIM USp - Magnetic RSWT
Stimulation
Figure 14. REMED logo Figure 15. Function selection screen

Select the treatment function you-want to use by pressing Magnetic Stimulation or RSWT
on the function selection screen.. Conversion of treatment functions is also possible on the
main screen of each device operation, and both functions-can be used at the same time

6.3.1 Magnetic stimulation function

Pressing Magnetic Stimulation-‘on the initial function selection screen or RSWT function main
screen switches the equipment to the electromagnetic.function screen. The main screen
configuration of the electromagnetic field function is as/follows.

Total operation time

(e remaining Transducer temperature

Mode selected

Channel selection Magnetie field intensity
Start/Stop
Figure 16.‘Magnetic stimulation main screen
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The operating mode has Auto, Manual, User mode. While the Auto mode machine already sets
the values of the parameter, users can set them in the Manual and User mode. Press Select to

choose the mode.
(1) Auto mode

This mode has A1-“A20 modes, and the frequency, train duration, inter train interval are
set in advance. The waveform of selected mode is applied repeatedly for operating
time by a user. Pease see ‘8. Treatment protocols’. The ways of operation for Auto

mode are like the following.

[IFU-O-P(EN)]
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(@ By using a.touch screen, choose
Auto mode and turn an encoder to
choose the imode. The selected mode
Is presented upper and lower stage of
a display.«

(b)~Please set the time by turning the
encoder to set the total operation
timing. After press Start button, 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.

2021.01.08 Rev. 6
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(2 Manual mode

The Manual mode has ML - M20 and the user is able to set directly the values of
parameter. The parameter setting ranges are as follows.

-Fl :1~ 100 Hz
-F2 ;1- 100 Hz
-Ton :1 ~4s (The setting ranges are different according to the-value of FI and F2.)

-Toff ;0 ~ 10s (The setting ranges-are different according to the value of FI and F2.)

The ways of instruction for Manual mode are like thefollowing.

csbdH (a) Please press the Manual mode for
© ME 2 3 seconds to set the parameters,
on touch)screen.

(b) The user is able to-set the
parameter values after appearance of
parameter setting screen.

(C) Press Region of the mode and a
screen will appear in which a name of
the region can’change. After changing
the name, 'press Exit to close the
screen.

SPACE

CAPS
EXfT
BACK NeACE CuFAR LOCK
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(d) Choose the parameter to change.
Freql, Freg2, On Time, QOffjTime can
be set in this mode. By turning an
encoder, parameter values are set.
Meaning of changed parameter value
is sho\ft/n in the bottom,'After finishing
al the settings, close the parameter
setting screen by ‘pressing a closing
icon at the upper right corner.

(e) The operation method from this point is same as (b) ~ (d).in Auto mode.

(3) User mode

This has UL ~ U20 mode, the user can set the parameter values directly. Each parameter
setting ranges are as follows.

- Freq 1 ~ 100Hz
- On Time 1 ~ 4s (Theé setting ranges are different‘according to the value of Freq.)

- Off Time 0 ~ 10s (The setting ranges are different according to the value of Freq.)

- Strength 1- 100% (It is multiplying factor ofthe‘main magnetic field intensity.)
- Repetition  1-100 cycle

The detailed installation and instruction of User-mode are like the following.

(@ In the beginning of~using the
equipment, press User_mode on the
touch screen for 2 -.3\seconds to set
the parameter values.

AUTO
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U™ <UMLdet (b) The user is able torset the
© O'HVI\//\[*MI? parameter vqlues after/’showing
MR B parameter setting screen:
imp W9 I[Jlimg v/
vul  Don 20 i ayde
2K pall
d@ DO QB
MicnMokmMon UNMrode (c) By pressing. Region of the mode
, A B Cap e F forsetting, alphabet screen appears
K82 90. tm. HO

and the name of the region can

G H 1 J K L
. 9A tm. 9 Change.
M N 0 P Q R
.0 TONDV

S T.=u V W X

ne* M74 9a wi w v 2 ’ FNE

I Mro%.vo&)mm@ BXT

A HeSd Ui\dit Qi (d) “By pressing the Parameter

Ptnmam

Q 1 section, setting screen appears and
| KW 1'Ar.B. |I m D

/'\ ' the parameter values change.

MADMSHnUIMON e MoM (e) Choose the parameter to change.
Ne wm gt Neww o (T Freql, On Time, Off Time, Strength
and Repetition can be set in this
mme e . adm B mode. By turning an encoder,
parameter values' change. Meaning
of changed (parameter value are
it o' NOw shovm in the bottom.

kxie, fa.um
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vmyv lat >

mmeo M >noxw ok

ark KO 59,200 3

e
2JIse

() Each mode has 9 sub-modes with
different parameter sets. The mode
operates sequentially from'sub mode
1 A sub-mode is added by pressing
a pencil figure at the end of the top
right parameter setting-screen.

(9) To remove the sub-mode, press a
bin figure in therright top corner after

choosing thatsub-mode. Close the

parameter setting screen by pressing

a dosing window in the end of the top

right. After-finishing all the settings,

close thelparameter setting screen by

pressinga closing icon at the top end

of the rightscreen.

(h) The operation method from this point is same-as (b) « (d) in Auto mode.
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6.3.2 Extracorporeal shockwave function

Pressing RSWT on the initial function selection screen or magnetic stimulation function

main screen switches the equipment to the RSWT function screen. The ‘main screen
configuration of the RSWT function is as follows.

Shock count & Operating time

Air pressure

Gun Life Time Configuration icon

Figure 17. RSWT main .screen

Using the gun in the air without'contact with the body may cause
malfunction. To check the status of the gun, please use the lowest
intensity of the shockwave when using in the air.

jhere are 2 channels and each has 20 modes. The user can set parameters, for example
a number of_shockwaves (Set Count),-shockwave pressure (Pressure), Shockwave
frequency (Frequency). The ranges of each parameter are as follows.

- Set Count. ; 100 ~ 5,000 shocks
- Pressure : 1~ 6bar
- Frequency :1~21Hz

Operation instructions of each’ /channel are same as follows and see ‘8. Treatment
protocols’. The use of operation’/modes is like the following:

(IFU-O-P(EN)] 35/66 2021.01.08 Rev. 6
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(@) Select the mode by using“a left/right
arrow or turning encoder. Application of
the selected mode, parameter values
and type of the applicator are shown.

O To temporarily change the
parameter value,) press the window of
each variable‘to select it and turn the
encoder to change the value.

However, when you turn the unit off
and backyon, or change to another
channel;.and then return to the original
channel;sthe parameter value that was
temporarily changed is not saved, so
the value before the change appears.

©--to G are methods te. save
parameters after changing parameters.
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(d) The Parameter Settings - screen
appears, allowing the user.to change
parameter values.

(e) Press Region-0f the mode for 2~3
seconds and a.screen will appear in
which a name of the region can change.
After changingyithe name, press Exit to
close the screen.

() Set Count, Pressure, Frequency can
change by selecting them and turning
the'encoder to change the values.

(9) The user presses the applicator on
the screen repeatedly -until the type of
the applicator required is displayed.
When the user has-finished setting the
parameters, close the parameter setting
screen by clicking closing icon at the
upper right comer.
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(h) Disconnect the applicator connected
with the Gun by turning clockwise the
applicator.  Install the . "applicator
selected in (@) by turning anti-clockwise
the new applicator.

Close

(i) The changed parameter value and
the selected applicator can be seen at
the bottom of the mode window, in the
parameter window, and in the applicator
display of the channel selection.

() If you press the start button in the display once and then press the start button on the
gun once, a shock wave-will be generated (1 Shock)./Press the start button on the gun
for 2 to 3 seconds to start operation of the equipment. Pressure (Bar) and Frequency
(Hz) can be changed-during operation.

() To temporarily stop the operation of the equipment, press the start buttonyon the
gun once or press;the encoder. If you want to-restart the operation, press the start
button on the gun.again or press the encoder.

(m) Press the stop-button on the touch screen when you want to stop completely before
the equipment has finished its operation.

(n) When the gperation is completed by the number of shockwaves: generated, the
operation of the equipment isterminated.
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6.3.3 Environment setting

The environment setting of this equipment shows the number of gun output, the total
number of gun output, the brightness of screen, and the intensity of input/output sound.
You can reset the number of output generated from guns currently in use-and adjust the
brightness and sound. The setting method for this is as follows.

UIMmnKrantot. .4BB<T>

0 ) Gun

[IFU-O-P(EN)]
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(@) Using the touch_ screen, press the
configuration icon Jocated at the top
right of the screen:

(b) When, the configuration screen
appears, use the left and right
indicators'to adjust the brightness and
sound of the screen. To reset the
number of outputs generated from the
gun-currently in use, press the Reset
button. When you are finished, click
Close Window in the upper right of the
screen to close the window.
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M essages

7.1 Over Temperature - Transducer

The OPTIMUS-Pro is an equipment that generates a magnetic field by applyinga 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 ail inside the-transducer. If the
transducer is used in atilted position, the cooling ail 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 is temporarily
suspended and the “Over Temperature” message as shown in Figure ‘18 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.

OverTemperature

A This message wit) disappear
within a few minutes.

Doni turn off power switch.

Figure 18. Over temperature messages - Transducer

It is highly recommended to-use the transducer in a horizontal position.

7.2 Transducer Error

The OPTIMUS-Pro always checks the connection of the transducer cable. If the cable is
disconnected or-damaged, the message iS:shown, Figure 19. In this case; equipment cannot

be used anymore, and the user must contact authorized personnel:of our local distributor
maintenance:
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Transducer Error

Please contact service center
or sales manager.

Figure 19. Transducer error message

The equipment always checks the connection state,of the cable connected to

the transducer.

7.3 Over Temperature - Air compressor (RSWT)

If the air compressor in the equipment is overheated during operation, a warning as shown in
[Fig. 20] will appear and the generation of shockwave will be temporarily stopped. In this case,
do not turn off the power of the equipment, wait for a while until.the message disappears while
the power is on, and it will be .re-enabled. If you see this message frequently, please contact
the REMED Customer Service-Center for a checkup.

Over Temperature

A This message-will disappear
within a few -minutes.
Don't turn_off power switch.

Figure 20. Over temperature - Air compressor (RSWT)

7.4 Gun Open

This equipment always checks the .connection status of the.gun. When the gun
corresponding to the channel in use is not connected, the message:"Gun Open" appears on
the main screen as shown in Figure 21;:22 below.

[IFU-O-P(EN)! 41167 2021.01.08 Rev. 6
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Figure 21. Gun open message in RSWT function(/ JFigure 22. Gun open message in magnetic stimulation
screen function screen

7.5 Components exchange messages

Depending on the number of shocks that are output, this equipment shows you the message
for replacement of components as shewn in Figure 23, 24. Even/ifthe message appears, the
equipment works, but it is recommended to replace the components for safe use of the
equipment.

(1) Tube & Projectile exchange

Please Check
Tube and Proiectile/fCHI)

Currentcomt ; 9999999
RefererKe count; 1500000

Call :

Figure 23. Tube & Projectilesexchange message

(2 Gunexchange

Please Check Handpiece (CHI)
Contact.Service Center

Cuneotcount : 9999999
Reference count ; 6000000
Cali-

Figure 24. Gun exchange message

IIFU-O-P(EN)] 42167 2021.01.08 Rev. 6
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o. Technical specifications
8.1 Size and weight

0O Size (Hx Lx W): 11960 x 515 x 580 mm
0 Weight: 76 kg

8.2 Power
Clnput power : 230 VAC, /50 Hz

j Power consumption : Max 1.5 kK VA

8.3 Modes - Magnetic stimulation

] Auto Mode :Al ~A20
] Manual Mode ; MLL~M20
j User Mode U1'-u20

8.4 Modes -RSWT
J Manual Mode Ml ~M20

8.5 RSWT number ofshocks

O 100 - 5,000 shoeks

8.6 RSWT intensity
i 1- 6bar

8.7 RSWT frequency
J 1-21 Hz

8.8 RSW T applicator

O 6,10, 15, 20, 35 mm

[IFU-O-P(EN)] 43/67 2021.01.08 Rev. 6
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8.9 Life Time

N 1 patient = 2000 shocks

1day = 3 patients = 6000 shocks I%Q
3year = 4,680,000 shocks ©©
FSWT Probe Life Time = 5,000,000 shocks
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EMC emissions and immunity

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The OPTIMUS-Pro 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.

The OPTIMUS-Pro requires special measures to ensure electromagnetic compatibility and must
be installed and commissioned in accordance with the EMC-related information provided in this
user manual.
Samples that require EMC compliance: power cord, shock wave gun with eable, display, holder
am with transducer holder assembly, electromagnetic transducer with hose.
I'The use of transducers and cables that differ from those installed is not allowed. This can result
in increased electromagnetic ~emissions  or  reduced noise immunity.
The OPTIMUS-Pro system should not be used in close proximity to or-in conjunction with other
equipment.

Emission Test Compliance Electromagnetic environment - guidance
The OPTIMUS-Pro uses RF energy only for its

RF emissions Group 1 internal function:

ENS5011 Therefore, its-RF emissions are very low and

are not likely to cause any interference in
nearby electronic equipment.

RF emissions ' Case A The OPTIMUS-Pro system is suitable for use in
ENS5011 F all establishments other than domestic-and those
Harmonic directly connected to the public low voltage
Emissions Glass A power supply network that supplies buildings
IEC 61000-3-2 used-for domestic purposes.
Voltage
fluctuations/ flicker :
emissions Complies

|EC 61000-3-3

[REMIFU-O-P] 50/66 2020.12.14 Rev.5
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

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

such an environment.

Immunity Test IEC IEC 60601 Test

+ 8 KV contact
discharge

+2 KV for mains

+1kVfori

60601 Level

Electrostatic _

discharge (ESD) + 15kVair discharge

|IEC 61000-4-2

Electrical fast cables

Transient/ burst ik

|EC 61000-4-4 oupuE cables

Surge + 1KV differential
[REMIFU-O-P]
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Compliance Level
+8 KV contact
discharge

+ 15 kV air discharge

+2 kVfor mains
cables

+ 1kVfor input ad
output cables

+ 1 KV differential

51/66

Electromagnetic
environment -
guidance

Hoors 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

2020.12.14 Rev.5
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|IEC 61000-4-5 mode mode to be incorporated:into the
+ 2 KV common + 2 kV common main supply to the
mode mode equipment if surge
protection is to/be
guaranteed.
Voltage dips, short 5 %uyJ 5 %in
interruptions and (>95 %dip in uj) for |(>9%5 %dip inuT) for
voltage variations 0,5 cycle p,5cycle
on power supply
input lines. 40 % uT 40,.% UT . .
160 %diip in uT) for 560 % dip in uT) for 5 Mains power quality should
[EC61000-4-11  cycles [yoles be that-of atypical
commercial or hospital
70 % UT 70 % uT environment. If the user of
(30 %dip in UT)for (30 %dipin UT)for  the OPTIMUS-Pro
25 cycles 25 cycles System requires continued
operation during power
<5 %uT <5 %UT interruptions, it is
(>95 %dip iINUT) (395 %dip in UT) recommended that the
for 5 sec for 5sec OPTIMUS-Pro System be
powered from an
interruptible power supply.

Power frequency magnetic

Power Frequency fields should be at levels

(50/60H2) characteristic of a typical

Magnetic Held 3AIm 3Am location in a typical
commercial or hospital

IEC 61000-4-8 environment

Radiated RF 80 MHz-2.5 GHz Equipment should only be

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

EN61000-4-3 modulation equipment;compliant with
EN60601+1-2.

Conducted RF 0.15 MHz-80 Equipment should only be

Immunity MHz 2Hz 80% used inthe vicinity of other

EN61000-4-6 amplitude equipment compliant with

modulation EN60601-1-2.

NOTE .u: Isthe a.c. mains voltage prior to application of the test level

[REMIFU-O-P] 52/66 2020.12.14 Rev.5
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity:

The OPTIMUS-Pro 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\ns 3 Portable and mobile RF

150 kHz-80 communications equipment

Radiated RF IEC 61000-4-3 should be used no closer to

3VIm any part of the OPTIMUS-

80 MHz=2.5 3V/Im Pro System, including
cables, than the
recommended separation
distance calculated from
the equation applicable to
the frequency transmitter.

Recommended separation

distance
35
M v :
35

A = [-Tpi Ei

80 MHz-800 MHz
7

800 MHz-2(5) GHz

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

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

frequency range™.

[REMIFU-O-P] 53/66 2020.12.14 Rev.5 | #
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Interference may-oecur in
the vicinity of equipment
marked with the following
symbol:

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 Held 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. Toassess the electromagnetic environment due
to fixed RF transmitters, an electromagnetic site survey should be eonsidered. If the measured
filed strength inthe location in which'the OPTIMUS-Pro System is used exceeds the applicable
RF compliance level above, the OPTIMUS-Pro System should-be observed to verify normal
operation. Ifabnormal performance.is observed, additional measures may be necessary, such as
re- orienting or relocating the OPTIMUS-Pro System

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

[REMIFU-O-P] 54/66 2020.12.14 Rev.5 1 *
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity.

The OPTIMUS-Pro System is intended for use in an electromagnetic environment in V¥idch
radiated RF disturbances are controlled. The customer or the user of the OPTIMUS-Pro System
can help prevent electromagnetic interference by maintaining a minimum distance between
portable and mobile RF communications equipment (transmitters) and the OPTIMUS-Pro 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 35
transmitter, W Cb Y, "= ® e,
Where W=3 Where Er =3 Where E, =3
0.01 0.117 0.117 0.233
01 0.369 0.369 0.738
1 1.167 1167 2.333
10 3.689 3.689 7.379
100 11.667 11.667 23.333

For transmitters rated at a nmaximum output power not listed above, the recommended separation
distance ¢ in meters (M) can be estimated using the equation applicable to the frequeney 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 2. These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects-and people

[REMIFU-O-P] 55/66 2020.12.14 Rev.5
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OFAQ

Q1) Can it be used for the area of the body with artificial joints or plate p.ins?
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).

Q4) What part should be used with' care?

A) If the transducer with the lever fixed is moved, the rubber ball inside will wear out and the
transducer may come off. Therefare, release the lever when it iS'not in use

Q5) Is the applicator semi-permanent?

A Applicator should be purchased as a consumable item., Please be careful because it
can shorten the life time when you use it without contact with the affected part of the body.
B) Do not use it with very high intensity (pressure) because it may shorten the life_time.
Please use it with appropriate intensity.

Q6) When should the!projectile be replaced?

A) It guarantees over- 1,500,000 with good maintenance. It is recommended to-clean it
regularly.

Q7) Do | have to‘use a gel?
A) It is recommended to use it to deliver the shockwave without loss to the affected area of the

body.

Q8) How do=Ilmaintain the equipment?

A) Projectile;guide (pipe) cleaning is basically recommended to clean;the ail at least once a
week. If youruse It a lot, we recommend-cleaning the same day. Please referto 13.3 Cleaning
procedure.
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1.Maintenance

11.1 Routine inspection of equipment

j The covering of power line of equipment, gun/transducer connectingsline, etc. shall
not be peeled off and internal lines shall not be exposed, and shall not be damaged
by impact from outside.

O 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.

J The various parts attached to equipment must not shake.

3 If any of the above occur, contact customer service forhelp

11.2Safety inspection

J Inorder to ensure safe use;-internal cleaning should ke performed once per year by
a person authorized by.this company.

O 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 ence peryear.

O Please clean the transducer/gun before storing.it

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

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

- Keep awayfrom directsunlight
- Do not store near heaters

- Avoidrlecations subject to excessive shock or vibration, exposure:to chemicals or
explosive gases.

[REMIFU-O-P] 57/66 2020.12.14 Rev.5
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11.3Cleaning procedure

11.3.1 General cleaning

The OPTIMUS-Pro and its accessories can be cleaned in variable ways. Avoid-any damage
or contamination of the equipment using the methods recommended below; Before cleaning
the unit, be sure to turn off the unit. Cleaning of the inside of the machine-is-only allowed to
the person authorized by us.

| Periodically clean the equipment’s exterior surface, gun 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.

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

- When the operation for one-patient is completed, clean-the applicator with alcohol
and smooth cloth.

] If you want to use a disinfectant or a method not mentioned above, it may damage
the device. Please note that in the event of damage to the equipment using
unauthorized materials;-no warranty of any kind iswarranted.

[REMIFU-O-PI 58/66 2020.12.14 Rev.5 141>
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11.3.2 Cleaning applicators

Apply the applicator after applying Transmission gel on skin due to the
characteristics of this device. It is important to use a sufficient amount of-Gel because
air bubbles are formed and the pain is felt when shock waves are generated. For this
reason, it is necessary to do regular cleaning once a week, since the gel may adhere
to the applicator after prolonged use and may affect the shockwave generation

For cleaning, use running water to clean. If it is hardly fixed, it is effective to immerse
the applicator in water for 2 to 3 hours and then wash it. After washing, remove the
water using a soft dry cloth and dry‘itrat room temperature for @ver 1 hour. Remove
the applicator as shown in Figure,25-and clean the front metal part of the gun with a
soft brush

Figure 25. Applicator cleaning

(1) 6 mm Applicator cleaning

Disassemble the applicator from the gun as shown in Figure 26 below and clean
the gel adhered to'the arrow in the below.

Figure 26. 6mm Applicator cleaning

(2 10 mm Applicator cleaning
Disassemble the applicator from the gun’as shown in Figure 27 and clean the gel
adhered to the arrow in the below.

VvV /

Figure 27.10mm Applicator cleaning

(3) “15 mm Applicator cleaning
Disassemble the applicator from the gun as shown in Figure 28 below and clean the
gel adhered to the arrow in.the below.

Figure 28.15mm Applicator cleaning
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(4) 20 mm Applicator cleaning
Disassemble the applicator from the gun as shown in Figure 29 and clean the gel
adhered to the arrow in the below.

JD'bbr

Figure 29. 20mm Applicator cleaning

(5) 35 mm Applicator cleaning
Disassemble the applicator from the gun as shown in Figure 30 below and clean the
gel adhered to the arrow in the elow.

je><y

Figure 30. 35mm Applicator cleaning
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11.3.3 Projectile & projectile guide cleaning

As shown in Figure 31-(1) rotate the applicator to disassemble and rotate the center
part of the gun to disassemble. Use the tweezers to remove the projectile-guide in the
center of the separated gun or the projectile left inside the gun, Figure 31-(2). Clean
the projectile using a dry rag, and clean the inside of the gun using the_cleaning tools
provided Figure 31-(3).

(1) Disassemble the applicator and
gun.

(2) Use the tweezers to remove the
projectile guide in the center of
the separated gun or the projectile
left inside the gun. Clean the
projectile using a dry
rag.

(3) Clean the inside of the'gun using
the cleaning tools provide.

Figure 31. Projectile & projectile(guide cleaning

11.3.4 Connection part.of the gun cleaning

After a long period of use, a small amount of water and oil may flow out from the areas
indicated by the-arrows as shown in Figure 32. This is not a malfunction, 'so you can
wipe it off with-a soft cloth. However, if this happens frequently, please contact the
REMED Customer Service Center for inspection.

Figure 32. Gun connection part cleaning

[REMIFU-O-P] 61/66 2020.12.14 Rev.5
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11.4Replacement of components

This unit generates extracorporeal shockwaves using compressed air. Due to the nature of
the machine, there are consumable components that need to be cleaned periodically and
those that must be replaced due to long-term use. Details for exchange period and method

are as follows.

Projectile Projectile guide Bumper
Figure 33. Projectile, projectile guide, bumper

(1) Exchange period
It is recommended to exchange afterevery 1,500,000 to 3,000,000 {3 bar, 15 Hz) use, but

the exchange period may vary depending on theoperation conditions.

(2) Exchange method
As shown in Figure 34-(1) rotate the applicator to disassemble and rotate the center of

the gun to disassemble. Use.the tweezers to remove the projectile guide in the center
of the separated gun or the projectile left inside the gun;Figure 34-(2). The bumper can
be also removed by using.the tweezers. Use hex wrench to remove the projectile guide
as shown in Figure 34-(3).-After replacing new parts, assemble in reverse order.

(1) Disassemble the applicator and
gun.

(2) Use the tweezers to remove the
projectile’ guide in the center of
the separated gun or the
projectile left inside the gun.

(3) Remove the bumper using the \\
tweezers.

(4) Remove the projectile guide
using the hex wrench.

Figure 34. Projectile, projectile guide, bumper-disassembling

[IFU-O-P(EN)] 60/66 2021.01.14 Rev.6
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11.5Air compressor condensate remove

Air Compressor is an important component that compresses air and uses it in controlled
amounts. The air stored in the air tank contains a large amount of moisture, ail, -and dust.
Therefore, the condensate in the air tank must be removed regularly

(3) Condensate remove period
Condensate should be removed after every 1,500,000 shocks of use. OtheiAvise, it
may cause malfunction or malodor. Depending on the humidity of operating
environment, condensate may need to be removed more frequently.

(4) Method of condensate remove
There is a black butterfly valve below the front of the equipment as shown in Figure
35. Turn on the power and turn'the valve in the right (clockwise) direction while the
pressure in the tank is raised

Figure 35. Air compressor condensate remove

When the condensate is removed, opening the valve can cause oil to come out and
contaminate the-environment. Combine the fransparent hose provided with the valve
and prepare the-container to receive condensate. Then open the valve to remove
condensate. \When connecting the transparent hose to the valve, insertithe hose into
the blue one-touch fitting sleeve, Figure 36.

Please be careful because it may splash_in all directions when condensate is removed.
After all of-the condensate is coming out, remove the hose by pressing the sleeve of
the one-touch fitting as shown in Figure 37.

Figure 36. Hose connection Figure 37. Hose disconnection

[IFU-O-P(EN)] 61/66 2021.01.14 Rev.6
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After removing the condensate, remove the transparent
A caution hose from the one-touch fitting, and then turn the butterfly
valve to the left (counter-clockwise) direction toslock it.

11.6Troubleshooting

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.

Symptom What to do References in the

Instructions
For Use
Check if the'power connectorof |, 5 Figure 1. Power cable
the equipment is properly connectl on
connected.
Check if-the power switch of *4.1.2 Figures. Rearview
equipment is turned on..
Equipment does not N\ _
turn on. Confirm if the Key Lock switch *4.1.1 Figures. Frortview
Confirm if the emergency button on
the equipment is pressed. If itis - -
pressed, turn it to the frightto 411 Figures. Frontview
release it
Table 3. SelMroubleshooting
[IFU-0-P(EN)] 6266 2021.01.14 Rev.6
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Symptom

Magnetic field is
not generated
from equipment

Over Temperature
message

s displayed.

When the gun’is
in operation, ‘there
Is a windy sound.

Gun's output is
weak.

There is no
output from the
gun.

[IFU-O-P(EN)]
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References in the

W%%t to Instructions
For Use
Confirm if the LCD displays * 7. Messages

an ERROR message.

Air compressor overheat

message. Wait a moment and

the message will disappear and

be re-usable. If you receive this < 7.30verTemperature-
message frequently, please Air compressor (RSWT)
contact the REMED Customer

Center for a checkup.

If transducer is in an upright
position, “itis easy for the
transducer to overheat.
Maintain a horizontal position
as much as possible.

If the_room temperature is
too-high, disorder can be
caused in the cooling.
Maintain the room

temperature at less than 258C
as much as possible.

Check the air tank valve lock.  « 11.5 Figure 35. Air
Turn the valve counterelockwise  compressor
to lock it. condensate remove

* /. Messages

* 3.3 Environment
condition

Please check the connection of 4.1.2 Figure(6;r Rearview
gun connection cable..

Moisture in the air tank can - 11.5 Figure 35. Air
cause irritation. compressor

Please check and remove condensate remove
condensate!

If there ista dust inside the gun, . 11'33 Projectile &
or the ‘applicator is loosened pGrgjectile guide
slightly, the output may be weak.  leaning

Please check the connection *4.1.2 Figures. Rearview
of gun connection cable..
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References in the
Symptom What to do Instructions

For Use

After you press Start on the touch 6.3.2 Extracorporeal

screen, you must press the Start on the .
Y P shockwave function
gun to get the output.

It may be relating the maintenance.
(1) Replace the projectile guide and ~ 11.4. Replacement of

projectile. components
(2) Remove condensate 11.5 Air compressor
(3) Check applicator,assembly status condensate remove
Please.
Wheel does not roll 3.4.3 Hgure 2. Transporting

Move the equipment by placing the

when moving the ) o
wheel in theLoose” position..

wheel in “Loose’ and
‘Locked'.

equipment.

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

— The main power switch spontaneously turns off.

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

A When stimulation is net.generated by gun.

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

N The message indicating no connection between the gun and the main unit appears
constantly.

11.7Regular 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 peryear.

11.8Warranty

j  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.

] he warranty period for this equipment is 1year.

J<_Ifa failure occurs during the.warranty period under normal operating conditions, the
equipment will be repairedfree of charge by our service center.

J Ifa problem with the equipment occurs during the warranty period, prepare the
following customer service request to report to our company
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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; OPTIMUS-Pro

- Date of purchase :

- Serial number of product :

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

If it is impossible to answer the'question yes or no, pleaseadd information in the remarks
column. If you are unsure of the answer, you can leave theitem blank.

Number Inspection item Evaluation result Remarks
1 Is_use of the equipment impaossible due to the current Yes/No
failure? A
When the power switch of the equipment'is turned on, 1
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 If so,;-howwould you rank the difference in performance, Yegho
in.terms of a percentage?
5 Can you perceive a change of output if the output Yeés/No
strength of equipment is adjusted?
6 Is there any leakage of liquid-from equipment? Yes/No
7 Is there any damaged part/inthe external appearance? J Yes/No
Describe this in the remarks colummn.
After completely filling in the form, please return it to us.
Telephone : +(82) 42-934-5560
FAX : +(82)42-934-5562
E-mail - service@remed.kr
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OPTIMUS-Pro Instructions For Us'

2.Contact information

0O 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
[0 Customer support
Address ; #301'303, Migun Techno World I, 187, Techno 2-ro, Yuseong-gu,
Daejeon, 34025, Republic of Korea
Telephone . +(82)42-934-5560
Fax . +(82)42-934-5562
J European Representative
Obelis s.a.
Address ; Boulevard General Wahis 53, 1030 Brussels, BELGIUM
Telephone ; +(32) 2 - 732-59-54
Fax : +(32) 2 -732-60-03
Mail : mail@obelis.net

[0 Online support
http://mww.remed.kr

CE

2265
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Registered No. 2023 - 10892

Notarial Certificate

-1 7JANG MYEONG SU attorney-in-fact of

BN ALANAN

g2)s E J

36

3#
: (02) 3477-0957

CEO / Eun-Hyun Koh & Sang Yong Lee

appeared before me and.admitted said principal’s

subscription to the-attached

User Manual.

This is hereby attested on this
26th day of Jul. 12023 at this office.

Daehan ‘kaw Firm & Notary Office Inc.

Belong .to' Seoul Central District
Prosecutors' Office

DaeGwang B/D 3F. 36 Dongjak-daero.

Seocho-gu. Seoul. Korea

Atth4iN =-afct aw

KWON HYUK JUNG

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

210mmX297mm(.y-~-8-Al(I*-) 70g/m*)

«



MepeBoj C aHIMIACKOTO Y KOPEMCKOTO A3bIKOB HaPYCCKMIA A3bIK

OaxaH JTo ®upm aHag Hotapn Ogpuc NHK.

(MpunoxeHune thopma Ne41) Ten. (02)590-0900 (MHOrOKaHabHbIi)

[arsaHr BUnguHr, 3 atax, 36 TOHAKaK-43p0 thakc: (02)3477-0957
Ceyo-ry, Ceyn, Kopes

PerncTpaunoHHbIi Homep  2023-10892
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NaxaH JTo ®upm avg Hotapu Oduc NHK.
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Norotun PEME/ (REMED)
KomnaHus no npou3BoACTBY 060pyA0BaHWa Ans peabunutaumu

PYyKOBOACTBO MO 3KCMNyaTauum

YCTPONCTBO ANs 3KCTPaAKOpPnopasbHOM yaapHO-BO/IHOBOW Tepafinn (YBT),

mMogesib SALUS-OPTIMUS-Pro

WTamn:

PEME/, Ko., /Ita. (REMED Co., Ltd.)
FeHepanbHbIN AMPeKTOp

blH-Xé&H, Ko (Eun-Hyun, Koh)
Mopgnwuck /Mognucek/

CaHr=oHr, /ln (Sang-Yong, Lee)
Mognwuck /Tognucek/

JInyHble nevaTu

PEME/ Ko., Ntg. (REMED Co., Ltd.), Pecny6nvka Kopes
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PTIMUS-Pro pykoBoACcTBO N0 3Kcnayartauuun

['peancnoBue

Monb30Baresib 3TOF0 YCTPOCTBA OO/DKEH B AOCTATOYHON Mepe MOHUMETH €ro
JoyHKUMM 1 MepbI MPEAOCTOPOXKHOCTY, KOTOpble HEOOXOAMMO COGMOAATE /19 €ro
6e30MacHOro 1Crob30BaHVS U CTabWILHOW paboTb..

[na 6e3onacHoOro UCrosb30BaHKS Y MOCT-YIPaB/IeHN s YCTPOCTBOM,.0653aTe/IbHO
BHUMATE/IBHO  M3yuMTe  AeTayM  PyKOBOACTBA MO aKCrvlyatauym  nepes
MCMOMb30BaH/EM  YCTPOACTBA. 31O “BaXKHO /191 obecrieveHus: - 6e30mnacHoro
CMOMb30BaHNA 1 CTAOWIBHON pabOoThl YCTPOCTBA.

PykoBOACTBO MO  3KCIVyaraLyms' npeactaBnser  coboi ~ PyKOBOACTBO MO
adodpekTBHOMY  Ucrosib3oBaHe OPTIMUS-Pro. i No/iyHMeHrs  KIMHAYECKMX
onpeaeneHnia, Nartoriorm4eckyX.adpdekToB 1 T. . 0OpaTUTECH K COOTBETCTBYHOLLYM

MEVILHCKUM TMTyG/IMKaLYISIM.

lMockorbKy PyKoBOACTBA (MO’ SKCTUyaTalM pasferieHbl Ha HE3aBUCHMbIE [/1aBbl,
HEKOTOPbIE OMCaHVS! Ay 6/MpyHOTCS.

Ecm  Bbl CTOMKHETECH C  KakMMH-IMOO MpoGreMami BO  Bpemd  paboTbl
000pYyL0BaHMS, HEMEL/IEHHO MPeKpaTUTe ero UCTo/b30BaHMe 1 0BpaTUTeCh B LEHTP
obcnyBaHua KveHtos PEME/, (REMED) (cwm. [iaBy 12).

aBTOpPCKOe npaBo

HacTosilwee-pykoBOACTBO N0 3KCMAyaTauuy 3aumiiena asTopckum npasom PEME/[, (REMED).

Mepepava-UAn,xpaHeHne BCEro AN 4acTu cofepxaHua PykoBoAcTBa Mo sKcnayatauuMm Ha APyroM HocuTesne nocpeicTsom
nepesofa,-KonmpoBaHus, CKaHUpoBaHUA, POTOCLEMKN 1 T. 4. 3anpelyeHbl 6e3 npegBapuTeNbHOro NMCbMEHHOro paspeLleHuns
PEMEL (REMED).

PykoBOACTBO Mo 3Kcnayatalmm MOXeT COAepXath OWnOKN pegakTuposanus. Kpome Torog=-nocne nyb6ankauuyu AaHHoro
pyKOBOJCTBA B 3TO YCTPONCTBO MOTyT 6blTb BHECEHbLI TEXHNYECKNE N3MEHEHNS 418 MOBLILEHNSA NPOM3BOAUTENBHOCTU 6e3
npegBapuTesIbHOro YBeJOM/IEHUSA.
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PTIMUS-Pro pykoBoACTBO NO 3aKcnayatauuu
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12 TPeOOBAHMA BE30MACHOCTU ....ccceeeeeeeeeeeeeeeeeeeeee e e e e e e e e aeeeeeeeeeaeea e e e e e e e e e e e e e it e e e e e e e e e eaaaaaaaens 12
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1.3 Mepbl MpeaoCTOPOXHOCTU MOUMACTIONB30BAHNM .......uueeereeeeenneeeennneeesbdedesnneeesseeeennnesennnaaees 13
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PucyHok 36. LLinaHroBoe coevHeHue PycyHOK 37. LLnaHroBoe pasbenHeHle. ................ 6l
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PTIMUS-Pro pykoBOACTBO M0 3aKcnayaTauuu

1. NHhopmMaums o 6e30MNacHOCTMU
fI* 1.1 OnpepeneHna cCUMBONOB

O Ecm B pyKOBOACTBE MO 3KCIVlyaTauym €CTb KOHKPETHas MHCopMaLMs, (HA KOTOpYO
cnefyer obpatTb BHUMAHVE B LEMAX 6Ge30MacHOCTY, YKasbiBaOTCS. CriefytoLpe
TEPMMHbI U cuMBOMbL.  Beerga  coGnogaiite  BCe  NMpefynpexaeHus v Mepbl
NPEAOCTOPOXKHOCT.

O Mpou3soguTtess WM NpeAcTaBUTelb U3OE/MA He HEeCyT OTBETCTBEHHOCTU 3a JIHoOOM
JWMUHbIA/MaTepUasibHbI  YLLepO,  BbBBaHHbIA  OLLMOOYHBIM (. _ICTIO/b30BaHVEM,
SKCrUyaTauvein onis uenei, OT/IMYHbIX OT NpearnosiaraeMoii Len, 1 HeGPEXHOCTBLIO Mpu
0OC/yMBaHN NPOLYKTa.

CumBon. «MpepynpexaeHue» UCNoONb3yeTcs A 0603HaYeHus
MpegynpexaeHne onacHOCTM AN >KW3HW  onepatopa,’) ecnv  npegynpexaeHue

CumBon «OCTOPOXHO» UCMOJb3YyeTCs )49 0603HAUEHUS TOTO, YTO

OCTOPOXHOCTb .
HecobnaeHe NpefocTeEPeXeHNn(MOXeT NPUBECTU K TpaBMaM WUam
He Tonkartb 3anpeTuTb TOKaTb 00bEKT
He cnpets 3anpeTnTb cuAaeTb Ha NOBEPXHOCTHU
S TurBP MpumeHaemasn yactb TURA BF
VHCTpYKUMA no ..
akcnnyatauum  MHCTpyKUmMA no akenayarauuu
VHCcTpyKunmn o
Cnepfyite MHCTPYKUMAM MO NPUMEHEHMIO.
no
31N CepuliHblii HOMEpP CepuitHbI HOMEpP

[REF] Howmepcratbu  Homeperarsu

w N MpoussoauTtens lNpenssoautens

Jata
Jarta npousBopacTea
npon3BOACTB
Ana o6o3HayeHWss TOro, 4yTQIpeAMeTbl Henb3sd wTabenuposaTb
He cknagbiBaTb BepTMKanbHO NM6B0 M3-3a XapakKTepa TPaHCMOPTHOI ynakoBKW, Mb6o
13-3a xapaktepa caMux npegmMeToB.
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PTIMUS-Pro pykoBofCTBO MO 3Kcnayatauuu

Oepxucb nogansiue oT
[0Xas

Xpynkoe

31Ol CTOPOHOI BBEPX

MepepaboTka

«BbIK/1.» (MuTaHune)

«BKJ1.» (MuTaHue)

MepeMeHHbI TOK

YInnusauma oTxon0B
npou3soacTBa
3N1EKTPUYECKOro U
3/IEKTPOHHOTO
o6opypoBaHusa (WEEE)
OrpaHunyeHne
Temneparypbl

OrpaHuyeHune
B/IAXKHOCTU

ATmochepHoe gaBneHune

OnacHo
HanpsykeHne
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YKa3blBaeT, YTO TpaHCMOpPTHAsS ynakoBKa f0/XHa
XPaHUTbLCS BAANN OT AOXASA U B CYyXUX YC/TOBUSIX,

Ans 0603HayveHusn Toro, 4To cofepxumoe
TPaHCMOPTHOM yNakoBKM XPYMNKOe-“u ¢ Hel cnepyeT
obpallaTbCsa OCTOPOXKHO.

Ana 0603HayYeHuns npaBubHOFG-BEPTUKA/IBHOTO
NMOJI0XXKEeHNA TpaHCHOpTHOI7I YMaKOBKMW.

[ns ykaszaHus MycopHoro. 6aka Wam KoHTelHepa

Ana 0603HAYEHNAOTKNI0YEHNS OT CeTu, NO KpainHe
Mepe, ANA rNaBHbix-NepeknyaTenein nau mx
NOJIOXKEHWN, N BeeX cny4vyaes, Korga peyb ngeT o
6e30nacHOCTHU.

[Ana 0603HaYeHNs NOAKIKYEHNA K CETU, NO
KpanHelh mepe, AN cCeTeBbiX BblKAYaTeNnem nam mx
NOMOXEHN; 1 BCEX C/lyYyaeB, Korga peyvb UaeT o
6e3onacHoOcCTY.

YKazaTb_Ha’'nacnopTHOW Tab/anmyke, 4to
obopygoBaHne NoAXoAUT TONbKO A1 NEPEMEHHOIO
ToKa, ANA 0603HAa4YEeHUss COOTBETCTBYHOLWMUX KTIEMM.
YKasblBaeT, 4To KOrga KOHeYHblil nons3oBaTtesb
»XenaeT BbI6POCUTb 3TOT NPOAYKT, OH A0/1KEH ObITh
OTHpaBfeH B OTAENbHbIE MYHKTbI cBopa And
BOCCTaAHOBNEHUA U NnepepaboTKu.

Onsi ykaszaHWa MaKCUMasibHbIX 1 MUHUManbHbIX
npenenoB TeMnepaTypbl, NP KOTOPbLIX n3genue
NOANEXUNT XPaHEHUID, TPAHCIOPTUPOBKE,
MCNoNb30BaHUIO

[nsa ykazaHus 4ONYCTUMbIX ‘BEPXHEr0o U HUXXHEro
npeaenoB OTHOCUTENbHOWBNAXHOCTN NpK
TPaHCNOPTUPOBKE U XPAHEHUMN.

YKaszaTtb AONYCTUMbIE, BEPXHUI N HUXKHUU Npesenbl
aTMocepHOro 4aBAeHUs NPy TPAHCTOPTUPOBKE U
XpaHeHuu.

MpeaynpexaerHue, aNeKTpuyecTso

2021.01.08 Pep.6



PTIMUS-Pro pykosBogCcTBO MO 3Kcnayartauuu

1.2 Tpeb6oBaHusA K 6e3onacHoOCTHU

1.1.1 Mepbl NpenoCTOPOXHOCTN MO 3/71eKTpob6e3onacHoOCTH

0
O

HomumHaribHOe HanpsbkeHre /19 3Toro 0bopyaoBaHus coctassiset 220 B

Ybepymecb, 4YTO BCe COEQMHUTENbHbIE YacTU (JIMHUA MUTaHUS Wik nepudiepuiiHoe
060pyA0BaHME) NPaBWILHO MOAK/IKOHEHB! K 000PY/A0BaHMIO.

[0 Yéeayrecb, YTO 060pyA0BaHVE MO/THOCTHIO 3a3eM/IEHO.

[0 PeMOHT, pacLLMpeHre N YCTAHOBKA 0B0pPY0BaHMS HE [I0/DKHbI BhINIOSHSTLCS KeM-GO,

KpOoMe  Creuyia/M3vpOBaHHOMO  MEPCOHaV1a,  YMO/ITHOMOYEHHOIO  Mpov3BOaUTENIEM.
Mpov3BonbHaA pa3bopka / coopka 060pyaoBaHUA  M0/b30BaTE/IEM  KaTErOpyYECKM

3arpeLLeHa.
Mepen NOAKMHHEHVEM [PYToro- 060py[oBaHMs, He YKa3aHHOTO B PYKOBOACTBE MO

aKCrUyarauy,  06a3aresibHO... MPOVHAOPMMPYITE 3Ty  KOMMaHMIO WM areHTCTBO,
YIMO/THOMOYEHHOE Ha CObIT MPOLYKLN.

Bo n3bexaHve ANIEKTPUHECKIX MOMEX BpeMA 1CINo/1b30BaHNA o6opyp,OBaHv|e cnenyet
YCTaHaB/WMBaTb Ha 3HAYUTESIbHOM PaCcCTOAHUA OT UCTOYHIAKA MTaHAA.

YORIEHHOCTb OT J1000FO reHeparTopa, PEHTTEHOBCKOI 000pYA0BaHMS, MepeiatoLLero
YCTPOICTBA, MOOGWILHORO: 3/IEKTPUYECKOrO MPOBOAA UT. [,

TpebyeT BHUMaHNA 13-3a BO3MOXHDBIX 3/IEKTPOMarHUTHLIX Wi Apyrux rovex mMexay ME
V3OE/WVIEM v opyrvivmn YCTPOCTBaMIA.

Mo cywlecTBy TPEGYeTCA He3aBVCUMAs CWIOBasA, LIEMb, @ COBMECTHOE WICTIOAb30BaHVE
SHEPIM C PYTVIMIA SNEKTPOHHBIMA YCTPOICTBAMN HE PEKOMEHYETCS.

He pasmelaiite MA VIBOE/VE B MecTax, rae-TpyaHO OTCOEAVHUTL BWIKY FIUTaHUS W
OPYTYHO ChEMHYIO BATIKY.

1.1.2 Knaccuukaymm

[0 Tvin 1 ypoBeHb 3aLLTLI OT NOPaXKeHNA 3feKTpdeckM TokoM: Knacc |- Tvn BF

O CraHaapT VCMbITaHWiA Ha 3MeKTpOMarHATHy0 coBMecTMocTb OMC):“Kracc A
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PTIMUS-Pro pykoBoACTBO N0 3Kcnayatauuu

1.4 Mepbl NpPpegoCTOPOXHOCTU NPU NCNOJNIb30BAHUMN

[J YCTaHOBKa 1 MOBTOPHAs! YCTaHOBKA 060PY,A0BaHIISi BCETA [I0/DKHA BbINOMHATECA
CreLMa3/pOBaHHbIM NEPCOHANIOM, YTO/THOMOUEHHBLIM MPOV3BOAVTENEM:

Octopow <YBEAWTECh, UTO Y MALVEHTA HET META/IMYECKWX TIPEAMETOB, BO
/K P BPEMA HEOBXOAVMMOCTW OBPABOTKM OHW MOTYT MPVBECTN K
HO CEPLE3HOMY OXOIY KOXWU! »

YCTaHOBNEHHOE 00OpYyAOBaH/E MOASIEXUT  PEry/sipHbIM - MPOBEPKaM  6e30MacHOCTU
CreLVa/I3VPOBaHHbIM NEPCOHAIOM;; YNOSHOMOUYEHHBLIM MPOV3BOAVTENIEM.

0 PeMOHT wWwm  YyCTaHOBKA  0GOpYydOBaHUS  [O/DKHbI  /BbINO/HATECA  TO/bKO
CreLyianm3poBaHHbIM  MEPCOHAAOM,  YTIONIHOMOYEHHBIM  MPOU3BOAMTENIEM, W MOSTOMY
no6ast Npom3Bo/bHaA pa3bopka. /-coopka 060pyA0BaHNA MOSB30BaTENIEM KaTErOpUYECKM

3anpelLieHa.

0O B uensix anekrpobes3onacHocT 06opyaoBaHMe A1 pab0Tbl Bcerga [O0/MKHO OblTb
MOAK/MHOHEHO K HAAEXHO 3a38M/IEHHOMY VCTOUHMKY MATaHSE:

0 Oneparop 1 MeHemKep 060pyAOBaHNA [OMKHbI MO/THOCTLIO MOHUMATL PYKOBOLCTBO MO
aKCIUyaTaLlym, W OHa - [0/DKHA XPaHUTLCA B HEMNOCPEACTBEHHOM  G/mM30CTM  OT
060pynoBaHS.

0 Yrobbl NpeaoTBpaTUTL. HeCHaCTHbIe Cydal, CBA3aHHble C 6e30MacHOCTLIo, 1 06ecreYnTb
HaZiexalLee TEXHNYECKOe 00Cy/BaHMe, Pa3MeCTIATE 3HaKM 6e30MacHOCTH, UHCTPYKLUMN
N TabnmLy perynsipHbIX MPOBEPOK, NOCTaB/geEMbIE € 000PYA0BaHMEM, Ha XOPOLLO BAOHOM
MecCTe psiioM C 060pPY/A0BaH/EM.

O Tlockorbky B KOpryce 060pYAOBaHVS YCTaHOBMEH BEHTWIATOP A1 LPKY/IALN BO3yXa,
CH/MUTE 3aHaBECKN WM kobble [pyrvie NpeoMeTbl, KOTopble MOryT G/I0KApOBaThb MOTOK
BO3yxa BO/M31 060pYA0BaHMA.

O MocKosibKy BOKPYT CEKLMM FeHepauym MarHATHOrO Mosist CO30AETCA CUABHOE MarHUTHoe
rnose, TeXHUYECKMe CrieliayivcTbl, MOMOLHVKA 1 MaLYEHTbI HE AO/DKHBI AEpXaTb B pyKax
KaKyie-Mbo MpeAMETb], Ha KOTOPbie MOMET BO3AEICTBOBATL MArHUTHOE More.

I MpumevaHue MarHuTHbIE MOMA MOTYT NMOBPEANTL Takue npeameTsbl, Kak
Hapy4Hble yacbl 1 MO6UAbHbIE TeNedOHbl, NO3TOMY ByabTe
OCTOPOXHbI U XpaHUTe UX OTAE/bHO,

O Bo/Bpemsa paboTbl 00OPYAOBaHMA HE WCMoMb3yTe ‘“MOOWIbHbIE — TenedhoHbl,
pagMonpreMHVKY, MOOWTbHbIE - paayonepetaTiiky, 6ecnpoBoiHbie WIPYLLKM U T. 4. B
HEMNMOCPEACTBEHHON 6/IM30CTV OT 06G0pPYA0BaHVS.

[ (Bo Bpems aKCruyaraLym 060pyAoBaHA NaLyieHTy 3anpeLlaeTes NpHAMATL HanuTKW, Bogdy
NT. A, KOTOpble MOMyT NOBAUSTL Ha paboTy 060pY/A0BaHVS.

[0 He pa3gensiite n1CTOMIET W anrviKarop BO BpeMs paboTbl 060pyAOBaHVS, TakK Kak 310

MOXET MPMBECTU K TPaBMaMm 113-3a OTaum [aB/eHs Bo3MyXa.

O Ecm Bbl He HaHeceTe [OCTaroyHoe KO/IMYECTBO TPAHCMUCCUOHHOTO Tenid Wi He

COMMPVKOCHETECH C KOXEV, MaLIEHTLI MOTYT MOYyBCTBOBATL 60/1b, MOTOMY UTO 06pa3yeTcs

BO3/IyLLHbIA My3bIPb 1 FEHepUPYETCs yaapHas BOSHAL
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PTIMUS-Pro pykoBoACTBO MO 3aKcnjayaTtauumn

CrenoBaresibHO, HeOOXOAMMO HAHECTV AOCTATOHHOE KO/MUECTBO refisl U IVIOTHO MPVDKaThb
MUCTONET K NaLYIEHTY, YTOObI NPEOOTBPATUTL GO/b.

[ Ha yaapHyt0 BOSHy MOXET MOB/MSTTH M30bITOUHOE AAB/EHVE M UCTIONb30BaHN
BOKPYT IErKVX, YLLIBIA 1 Key404HO-KMLLIEYHOrO TPaKTa.

D6nHe MPYMEHSIATE yIapHbIE BOSHbI HEMOCPEACTBEHHO K CepALy, rONoBE” WM PaHeHoM
06/1acTu.

[J 3T10 060pYyA0BaHMe CreyeT MCrofb30BaTh /151 MALYEHTOB, KOTOPbIE MOTYT TOYHO
BbIpa3Tb Y NepesaTb 60/b BO BpeMs orepaLiyin.

n Upe3wvepHoe AaBneHre Ha 06/1aCTb, CIMMYIALMN C MOMOLLISHO MCTOAETA MOXET BbBBATb
NOBPEXAEHVE KOK/, HANPUMEP BOALbIPM 1 MOKPACHEHNE.

O He nepemeLLaiiTe YCTPOICTBO BO'BPEMS MCTOMb30BaHWS, NOCKO/IbKY MCTOSET MOXET
YMacTb W YCTPOCTBO MOXET BbITb MOBPEXIEHO U3-3a YAapa- i AB/KEHUS YCTPOCTBA.
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PTIMUS-Pro pykoBoACcTBO Mo aKcnayatauuu

1.4.1 3kKcTpakopnopanbHad ygapHO-BONHOBAaA Tepanug
. He cneayeT UCNob30BaTb BMECTE C APYrMA A7TEKTPOHHLIMU MeAULIMHCKMA yC1‘p0|7'|CT BaMj,
. He cnenyeT NpPoBOAUTL Npouenypbl B 061acT aHA0NpoOTe3a;

. CriefytoLLyie nauyieHTbl A0/MKHbI ObTb 000PEHbI BpadoM /11 NPoBeAEHVA MpoLedypb!.

NaLieHTbI C BbICOKON Temneparypoi Tena (bonee 37 °C), noxwible noay (ctaplie 85 net) u
Aetn (0o 3-x neT);

YesioBeK C UMIVIaHTaraMm (Harprviep, VCKYCCTBEHHbIN KapaMOCTUMYAATOP, UMIVIaHTUpyeMast
VHJOY3MOHHAs MOPT-CHUCTEMa, C/TyXOBO anmapar).

. 3arpeLLeHO JIeYMTb C NOMOLLBHO M3AEMMS CrieAytoLLyX NaLYEHTOB, UNEHOLLYIX:
3a00/1eBaHNA KpoBK, NMPoG/ieMbl CO CBEPTLIBAHNEM WK YIOTPEG/IEHME aHTUKOAry/IsiHTOB;
pa3xxrKaroLLyie KpoBb Npernaparsi-(BapdiaprH);

TPOMOO3:

OHKOJIOrM4eckvie 3a60/1eBaHUS.

Mpv caxapHoOM apabeTte, anabeTnyeckoi HelponaTun:

6epeMeHHbIe XEHLLYHbI;

OCTpOe BOCMasieHre B LIENeBoin 0bracty;

POCT XPALLUEBON TKaHN'Y OETE;

KOHTaKTHble VHJDEKLOHHbIe 60/TbHbIE (BO M30eXaH e nepesaqn MHJeKLN):

Tepanus KOpPTUKOUOAM B TedeHve 6 Heaerb:
BHMaHe! YaapHbie“BOMHbI HEeMb3A HaHOCUTL MOBEPX HarO/IHEHHbIX BO3OyXOM-TKaHe (flerknx), a
TaKe VX He NPYMEHSAIOT BO3/1Ee KPYTHLIX HEPBOB, COCY0B, MO3BOHKOB WM Ha FOfIoBe.

1.4.2 2NeKTPpOMAaFHWUTHbIW CTUMYNATOP

. He credyer WCroMb30Batb 3T0  000pyAOBaHME MapasviesibHO €. ZIPYTM  S/1EKTPOHHBIM
MeO/LWHCKM QBopY00BaHVEM;

. cneflyet 6bITb OCTOPOXHbIM, YTOObI MarHATHOE BO3AECTBME He MPOHNKAVIO B 06/1aCTb Cepaua;
. 00bMHO MaLIEeHTbI CIeAYHOLLYIX KaTeropuil He MOTYT JIeYUTLCH C AOMOLLISHO 3TOr0 060pPY/A0BaHMS

(nepen, MoBBIM SileUeHeM C MOMOLLHO!STOr0 060pYA0BaHUA HEOOXQAVIMO MO/TydeHVe paspeLLeHns
Jlevallero-gpaqa):

MaLyieHTbl C BbICOKON Temneparypon Tena (6onee 37 °C), -bepemeHHbie EHLYHDbI, MoXwIbie
noay (ctapue 85 net) naetm (oo X Jer);

MaLVIEHT C UCTOPVEV WM AVArHO30M SM/IENCN WA Cy/IOPOXHOIN MHBA/AIHOCTY,

MaLVEHT C NOAO3PEHVIEM Ha AMW/IENCYIO HA OCHOBaHIV 3MEKTPOaHLIEdIariorpacm;
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PTIMUS-Pro pykoBoACTBO MO 3aKcnayarayum

NaLWEHTbI C YePEnHO-MO3roBO TpaBMOIA M CMIMHHOMOSTOBO TPaBMOW B TEUEHVEe Mecsila OT
MOMEHTA TPaBMb|;

naunmeHTbl C UMNAaHTUPyeMbiMU l/IHbe3VIOHHbIMVI nopTt-cuncreMmamun “uUnn CnyxoBbiMu
annapartamu;

naLyeHT C YeperHbIM1 MM/ 1iaHTaramMm.

. 1ICMO/b30BaHIIe BO BPEMSi MarHUTHO-PE30HAHCHOV TOMOTpaduii.

[IFU-OP (EN)|
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PTIMUS-Pro pykoBofCTBO N0 3aKcnayaTtauumn

1.5 T1o604YHbIN 3ahdeKT
151 3KcTpakopnopanbHasa yaapHO-BO/IHOBas Tepanusa

O [punyxniocTb

O [lokpacHeHve

O lemaroma

[0 BsAsKoe KpoBOoTeueH e

O Bomb
1.5.2 3OneKTpoOMarHuUTHbI CTUMYNATOP

[0 Be3 Nobo4HbIX adaheKToB

1.6 O6wwe npeaynpexaeHus

n  ObsA3aresbHO KCosb3ynTe 000pYAoBaHVe B COOTBETCTBUM C PYKOBOACTBOM MO KCIUTyaTaLyn.
B pykoBOACTBE MO 3KCIUTyaraLyi OnvcaH METOZ, MPaBWILHOIO MCMO/b30BaHNA 060PYA0BaHYS.

BHUMATE/LHO MPOUTUTE (AYKOBOZICTBO MO SKCTUTyaTaLiym:

o o O

O60pyaoBaHVie A0/MKHO-IKCIITYaTUPOBATLCS M0M, KOHTROMEM /LA, UMEHOLLIETO CrieLyaribHoe

MeaVLHCKOe 0Opa3oBaHve.

[0 3ra KOMMaH/s He HECET OTBETCTBEHHOCTM 3a J1H00bIE HEAOCTATKM / MOBPEXAEHS, CBS3aHHbIE C
aKCr/yaraweir 060pya0BaHMS NIALIOM 6e3 MEOULIIHCKOrO 00pa30BaHMs.

O 3anpewpgeTcs V3VIeHsTTb, PEKOHCTPYVIPOBATD W CT0/b30BaTh 3TO 060pYA0BaHVe A1

KaK/X-/IM00 Lie/ie, Kpovie HaMeYeHHOM.

1.7 3TukeTKa no-6esonacHoOCTH
O Hakneliky,» NPUKPENVIEHHbIe K YCTPOETBaM, Coaepkar WHGopMauio U CBeeHUst O

6e30MacHOCTM:
MofoxeHne
JTMKeTKa OpuKpenneHnsa Co,u,ep»(aHme 6e3onacHocTu
CAUTION BepxHsisi Gokosast -

VilhcAoetadw g Trans<lucef. i»<iyaxiis ﬂOBperHOCTb npepynpe)jﬂawm ?)l'al'&

A bound updueto9» sprmgpmeurp v OTHOCHLLMMCH K KpOHLLITeMHy
Please separate Transducer KFX)HLLITeVIHa ,El,a'NVIKa
whHeheepiog the ARM body verbcaUv p ﬂmO6pa308aTeﬂﬂ

Tabnnuya 1. 3Hak 6e3onacHOCTH
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PTIMUS-Pro pykoBofCTBO MO 3KcnayaTtauumn

Mcnonb30BaHMeE MO Ha3HAYEHUI

Optimus-Pro - 370 KOMOVHVPOBAHHbI annapar 3KCTPaKopPropasibHON YAapHO-BO/THOBOI Tepann 1
3MEKTPOMArHATHOMO CTUMY/ISTTOPA.

2.1 dKcTpakopnopasbHasa ygapHoO-BO/IHOBasa Tepanus

0O  OMTUMYCTTpo nokasaH /151 JieHeHns 60/ B MATKE C NMOMOLLHO 3KCTPaKOPIopavibsHON YAapHOM
BO/HbI, BbBBAHHOW XPOHWYECKO OOSbI0 B MPOKCUMAIbHOM OTAEAE MATKM, BbBBAHHOM
XPOHUYECKMM MPOKCVMa/TbHBIM MOAOLLBEHHLIM (IACLMATOM, /151 MalJeHToB cTaplle 18 net ¢
UCTOPMEN HeyAauHbIX aslbTEPHATVIBHBIX KOHCEPBATVBHbIX METOAOB JIEYEHNA B TEYEHME He
MeHee 6 MeCALIEB. XPOHUYECKUA MPOKEMA/IbHBIA MOAOLLBEHHBIA (haCLUT OnpeaensieTca Kak
TPaKUMOHHas AereHepaups NoAOLLBEHHOTO (hacupmaribHOro 6aHaaKa B Havasie MeayiasisHoro
OyropKa NATOHHO KOCTUY, KOTOpasi COXPaHSETCA B TEHEHME LLECTU-WIN 60iee MECSILIEB.

2.2 ONeKTPOMarHUTHbIA CTUMYIATOP

0  OPTIMUS-Pro - 310 YCTPOICTBO-C 3/1EKTPUYECKVIM MPMBOLOM, TpeHa3HaueHHoe /1
MEVILMHCKMX Liefiei, KOTOpOe MHOMOKPAaTHO COKpaLLIAET MblLLLbI, MPOMycKas a/ieKTpruieck/ie
TOKV Yepe3 3/1EKTPOpb!, He KOHTaKTVPYS! C NMOpayKeHHbIM YHacTKoM Teria. Kpove Toro,
3/IEKTPOMarHUTHbLI CTUMYITOP NMPeaHa3HaYeH /159 06ecneqeH s MoTHOCTBHO HeMHBA3VIBHOM
ANEKTPOMArHUTHON CTUMYSLM MyCKy/IaTypbl TA30BOro AHa C LIe/bo peabuintauym criabbIix

MbILLIL, TA3a 1 BOCCTAHOR/EHVISI HEPBHO-MbILLIEYHOTO KOHTPO/ISI MY IEUYEHN HEAEPHAHUS MOYN Y
yerioBeka.
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OPTIMUS-Pro pykoBoACTBO MO 3Kcnayatauuu

. YCTaHOBKa
3.1 KOMMNOHEHTHI

OCcHOBHOIA Kopnyc ¢ npeo6pa3oBaTtenemM Cunosoii ka6enb NHCTPYKLUM IO UCNONMb30BAHUIO

-M>
OPTIMUS-Pro’ PykoBOACTBO N0 3KcnnyaTauum

SKCTPaKoprnopanbHas yAapHo-BoNHOBas
Tepanus u-aneKTPOMarHiTHbIA CTUMYNSTOP

CE 2265

MucTtoner Annavkartop

6mm 10mm 15mm 20mm 35mm(optlon)

°* dd

Habop Ans=yYncTku

Cleaning stick

Tweezers Hex wrench
MAHUeT LLleCTurpaHHbIiA\ KIkoH

Ta6smua 2. OCHOBHble KOMMOHEHTbI
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PTIMUS-Pro pykoBoACTBO NO aKcnayatauuu

3.2 CoCTOofAHME 3NEeKTPOYCTaHOBKM

0 BxoaHaA mowHocTs: 220 B 50 'y,
O lMotpebnsemast MOLLHOCTL: Makc. 1,5 kBA

3.3 CocTosiHMEe okpyXarwuein cpeqbl

3.3.1 Pabouas cpega

O Temneparypa 10-30°C((B0-8°H
O BrnaxHOCTb 30.* 85% oTHOCUTE/IbHOI BIAYKHOCTU
O ,/JaBneHve or 70 po 106 Kl

3.3.2 YcnoBuA TPaHCNOPTUPOBKU U XpaHeEHUA

O Temneparypa -10-60C (14-140“ R
O BrnaxkHOCTb 80% nvaKc.
O ,daeneHvie or 70 oo 106 k'l
[IFU-0-P (EN)] 20/66 2021.01.08 Pep.6

Perucrpanua MU e Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



PTIMUS-Pro pykosogcTBo no akcnayaraumun

3.4 Cnocob ycTaHOBKM

3.4.1 Mepbl NpefoCTOPOXHOCTN NPU YyCTaHOBKE
0 YcraHoBuTe O60py,£I,OBaHVIe Ha POBHYHO MOBEPXHOCTb.

O Y6eaurecb, YTo NUTaH1E NOAK/MOHEHO.

O OPTIMUS-Pro cneayet akcruyarmpoBarh Mpy TeMneparype OKpy»atoLen cpeapl ot 10 Ao

30 ° C u BnaxkHoctn ot 30 o 85%

[0 YcTaHaB/mBaitTe 0060pydoBaH/e: . B MeCTe C COOTBETCTBYHILLEN Temreparypoil
OKPY>KaIOLLIEN cpedpbl N BMaXKHOCTHIO M He yCTaHaB/mMBaliTe B ‘MeCTe, e OHO Oyaet
MOABEPXKEHO BO3AEVICTBUIO MbIA W NIETKOBOCTVTAMEHSIHOLLYIXCSH MaTeprasios.

[0 ByapTe ocTopoXHbI, YTOOLI HEe-NoBpeayTL 060PYyA0BaHVE CUNbHLIMIA YAapaMA.

3.4.2 TlogknwuyeHne nuTaHmnsa

O [Mepes cronb30BaHeM MaLLWHbI YoeamTeCh, YTO PO3ETKA 1 Kabesb NUTaHUA 3a3eM/1eHb|.

O lMogknoumte KabebfTaHns K pasbemy ntaHna OPTIMUS-Pro, kak nokaszaHo Hbke, a
[pyroin KoHeL, NMOAKAKoHMTE K 3a3eM/IEHHOM PO3ETKE.

0 YbeauTech, YTo.Kaberb MuTaHVst MPaBAbHO MOAKMOHEH K KneMMe MUTAHWA 14 PO3ETKE.
Ec/m noaxrnioserne HenpaBuibHOE, MOMyT BO3HUKHYTL HENpeaBuaeHHbIE APOGieMb..

00 He noaxnodaiiTe HeCKO/bLKO YCTPOCTB K QAHOM PO3ETKE.

O B uvacTHOCTW, He wcronb3yite Kabelb) MTaHus, KOTOpbIA CO303eT MOMEXW MU
NOAKIMHOMEHMN.

PucyHok 1 TefknoveHve kabens nuraHus

MpegynpexaeHue UTo6bl NPeaoTBPaTUTL BNACHOCTbL MOpaXeHuns

% i \ 3N1eKTPUYECKNUM TOKOM, NOAKAOYEHNE AO/IKHO

BbINO/THATLCS K 3aWULLEHHOMY U 3a3eMJIEHHOMY
NUCTOYHUKY NUTaHUS.
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PTIMUS-Pro pykoBoACTBO N0 3Kcnayatauuu

3.4.3 MNepemeweHne nycTtaHoBKa obopyaoBaHns

O [Mepen nepemveLLeHeM 060pYa0BaHNA OTCOEAVHUTE MOAKMOHEHHbIN Kabes-AnTaHns 1
coenuHUTESNbHbIE Kaberm /19 neprdbepuiiHOro 06opyA0BaHS.

O Mpv nepemeLLieH i 060pYya0BaHMS YCTaHOBUTE TPAHCTMOPTUPOBOYHOE KOJIECO B H/DKHEN
. 4aCTu B «CBOOOAHOE» MOSIOKEHVIE.

O Korga apKeHve 3aBepLLUTCS, NpeaoTBpaTuTe TPSiCKy 060py/A0BaHs, MOMeCTVIB
TPaHCMOPTUPOBOYHOE KOSIECO B MOJIOKEHUN <«3a0/I0KPOBAHO.

0 Ecrm o6opyaoBaHue 6yaeT NepemeLLIEHO, KOra KOMECO HaxoaMTCsi B
«3a0/IOKVPOBAHHOND MOMIOKEHN, 3T MPVBEAET K NMOBPEXKAEHMIO KO/eca, NnosTomy

OyabTe OCTOPOXHD!.
Yy Z7Z Yy \ A
Puc. 2. TpaHTITOPTAPOBKa KOFiecd B KHE3aKpernIeHHONDs (CITEBa) T B <3a0/TORMPUBaHHOM> (CripaBa)
COCTOAHUN.
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PTIMUS-Pro pykoBoACTBO N0 3Kcnayartauuun

3.4.4 Mpeobpa3oBaTenb

00 OPTIMUS-Pro - ato 0bopyaoBaH/e, KOTOpoe reHepupyeT MarHUTHoOe rMosie/ rnojasas Ha
[JATU/K CWbHBIA TOK. [OCKOMbKY MpeobpasoBare/ib BbiAeseT Terio Ms<3a CWILHOMO
TOKa, VCrO/b3yeMOro /151 CO3A4aHVS MarHATHOMO MoJIs, OX/aKAEHE OCYLLECTB/ISIETCH 3a
CHET LMPKY/ISLMN  OX/TEKOAIOLLEro Macria BHYTpM npeobpasosaresis. s Ecm  garunk
UCMONB3YETCA B HAK/IOHHOM TMOSIOKEHWY, OX/iadkaatolee Macsio He OCTUrHET BCex
yacTel AaTtunKa, YTO MOXET NPMBECTU K TpaBMaM W OCTaHOBKE paboThl 113-3a Neperpesa
fatuika. Mo 3To MpuuvHe pPeKOMEHOYETCS pa3MellaTb OaT4ik’ B MakCUMa/ibHO
FOPM3OHTA/TLHOM TMOIOXEHIN.

OCTOpPOXHO PekomeHayeTca yaepxunusatb 4aTYMK B TOPU30OHTA/IbHOM
NoN0XeHnn

/A

O Mpy oTaeneHmn Npeobpa3oBaTefis OT AepkKaTesst ppMara npecdpasosaressi AaBneHve
MHEBMATVYECKON MPY>XWHBbI /MOXKET MPMBECTM K TOMY, ~4TO pbMar MOACKOHUT, W
npeobpasoBaTe/lb MOKET yhacTb. O6s3aTe/NlbHO yAepHBAATE [JATUMK OAHON PyKOiA,
YAEPKMBas OMopy 4719 Pyk/ BEPTVIKarTbHO. My 3avieHe fatunka 0053aresibHO YCTaHoBUTE
Oropy 419 PyK/ Takke BEPTUKATEHO.

Punc.-3) OTgeneHne gatuymka oT gepxaTesia pblyara gatyumka.

MNpn  oTaenernu npeo6pasoBatenss 0T ‘@epxartens pbluara

npeo6pasoBatensa AaB/ieHne NHEBMATUUECKON MPYKMHbI MOXET NPUBECTY

Mpegynpe  KMOAMPLITMBAHWIO PYKU 1 Npeobpa3osaTesie MOXET ynacTb. O6s3aTenbHO

XAEHWE  UepXuTe OaTYMK OJHOW PYKOW, yaepXusasi onopy ANsS pyK BepTUKabHO.

Mpy 3ameHe_faTumka, He 3abyabTe TakKXKe YCTAHOBUTb OMOpy ANS PYyKu
BEPTUKa/ILHO.

O IMNpi-mcnons3osBaHn ONMTIMYC-[Ipo B TeueHve [/ MTeNIbHOFO BpeMeHM oropa pbMara
Jaty/Ka MOXET ObITb OMyLLEHa WM noaHATa. B 3atom crydae nosioxeHre oropbl ppHara
rpeobpasoBaresii  MOXHO /7 BMEHUTb,  OTPEry/IvpoBaB-—/aB/ieHne  MHEBMATUYECKON
MPYHbL. YT06bI OMyCTUTE-0MNopY /19 PyK, MOBEpHUTE
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OPTIMUS-Pro pykoBOACTBO N0 3KcnayaTtauyuu

GO/TT C LIECTUrpaHHbIM KKOHOM B HanpaB/ieHnn {-), Kak MokasaHo Ha PYCyHKE 5, 1
MOBEPHITE €ro B Hanpae/ieH {+), YToObl NOAHATL Ero BBEPX.

o
>

1282 - KB
¢ Cun < oS
=g

DKEeHVe [piwkeHve
CHM3y BBepX " BHU3

PucyHok 4. PerynupoBKa BbiCOTbl AepXaTens KpoHwTeliHa faTymka.

3.4.5 Tluctonert

He pa3pensiite NUCTOMET M. anr/IMKaTop BO BpeMsi paboThbl 060pYyaoBaHMS, TakK Kak 3To
MOXET NPMBECTV K TPaBMia-113-3a OTAau AaB/eHns Bo3ayXa.

MpeaynpexaexHve He pa3gensiiTe nueToneT v annimkaTop Bo BpeMs grepaumu.
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PTIMUS-Pro pykoBOoACTBO NO 3aKcnayatauuu
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PTIMUS-Pro pykoBOofCTBO MO 3aKcnayartauuu
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PTIMUS-Pro pykoBOACTBO M0 3KCnayatauum

4.3.2 KOHTpOAb PYHKLUMMN 3KCTPAKoOpNnopanbHOW yAapHOW BOJIHbI

&
L

g

©

JaBneHune 3 %K
KO/IMYECTBO pa3psifgoB 1 BpeMs paboThl turypayun

CPOK CAYX6bl nucToneTa. @

1 CTaHOBKa cyerta
17Shock Count §
X W -

Y ()
Q I'IO,CI'C'-IET 4acCTOThbl
@ yaapos
L O
0
o

AN
$ 8
ﬂpMMeHEP@BE)KVIMOB BbIGOp KaHana @@ pT/cTon
S q
)

@ PucyHok 9. 9nemeHThbl yn@nemﬂﬂ - RSWT @

Bbl6Op pexunma
(1-20y
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PTIMUS-Pfo pykoBoACTBO No akcnayatayum

MoaroTtoBka K paboTe

5.1 lMepemeuweHne nyctaHoBKka obopynoBaHunA

O [Mepen nepemMelLieHeM 060pYa0BaHNA OTCOeAVHUTE NOAK/MHOHEHHbIN Kadeb NUTaHNS 1
coeauHuTesbHble Kaberm ana nepudieprnitHoro 060pyA0BaHIS.

O [Mpy nepemeLleHn 060py/a0BaHKS YCTaHOBUTE TPaHCTIOPTUPOBOYHOE KOMECO B H/KHEN
YacTU B «CBOOOAHOE» MOSIOKEHME.

[0 Koraa AB/KeHVE 3aBEPLLATCS, NPeaoTBPaTUTE TPSICKY 060PY/I0BaHIAS, MOMECTVIB
TPaHCTNOPTVPOBOYHOE KOMECO B MOIOKEHNN «3a0/IOKVPOBAHO.

O Ecrwm obopyaosaHvie GyaeT NepeMeLLIEHO, KOrfa KOJeco HaxoauTes B

«3a0/TO0KMPOBAHHOMY MOSIOKEHIUN, 3TO MPMBELET K MOBPEXAEHUIO KOSeca, NnoaTomy
OyabTE OCTOPOXHDI.

5.2 lMoakntwyeHne nutaHud

O Mepen 1crno/b30BaHNEM MallHb! Y6eauTECk, YTO PO3ETKA W Kaberb MATaHUS 3a3eM/1EHb .

O MookniounTe Kabenb NutaHns K pasbemy nutaHus OPTIMUS-Pro, a pyroii KoHeLl
NOOK/HOHMTE K 3a3eM/IEHHON PO3ETKeE.

[ Y6eaurech, UTo Kabesb MUTaHUs MPaBWIbHO MOAK/MHEH K KNEMIVIE MUTAHMS U PO3ETKE.
EC/mM noaxrioHeH/ie HenpaBuIbHOe, MOryT BO3HVKHYTL HEMNPeABAEHHbIE MPOG/IEMbI.

[0 He nogkntoHaiiTe HECKObKO YCTPOMCTB K OAHOM PO3ETKE.

0O B uyactHOCTW, _HE WUCTOMb3yWTe Kaberb MiATaHns, KOTOpbIiA CO30AET TOMEXN MU
NOAK/THOHEHN.
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PTIMUS-Pro pykoBoACTBO Mo akcnayataumun
3. NHCTpyKUMAa no aKkcnayartayuun

6.1 PasmelleHne npeobpasoBartens

[0 Bbl MOXETE OTPEry/mMpoBarb MosIoKEHE 1 YoM JaTy/ka B 3aBYCUMOCTU OT MnauyeHTa u
obnactn ctuvynsawmn. Onopbl ppMara nNpeodpasosaresisi MOXHO NMepeMELLATL BBEPX U
BHW3, B/IEBO WM BMpaBo, a Yro/l Hak/oHa npeobpasosaresid MOXHO. pery/mposarb C
NMOMOLLBIO  Aepxarena  npeobpasosaresid.  Bbicota  pbMara~ npeodpasoBaress
pery/mpyeTci BecOM Npeobpa3oBaresii C MOMOLLBIO [aB/IEeHNst  NMHEBMATUHECKONA
NPY>HbL. OM. PricyHOK 10, YTOObI OTPEry/ivpoBaThb BbICOTy. YToObI OTpery/mpoBarhb yrosn
HaK/oHa AaTuvka, YaepivBaiiTe Aepkaresb Jarunka B pa36/ioKpaBaHHOM MOSIOKEHN U
oTperynvpyiite yron. [locne ) 3aBepLleHnst  PerysivpoBKA - Aepkaresis  HeoGXoauMO
3a6mokvpoBaTb. OV PUCYHOK 10-HIbke.

PucyHok 10. 3meHeHve yrna npeodpasosaTessi.

O Ecrm winaHr gatyvka OFK/IOHEH, Kak MoKasaHo Ha PricyHke 11, LiaHr MOXET C/ioMarses Win
noBpeauTLCA. Mpy yCTaHOBKe JaTumnka yoeaumecs, YTo LLWiaHr He nepernbaeTest.

PucyHok 11. OTK/IOHEHHbI npeobpa3oBaTenb.

A MpegynpexaeHvne He ncnonb3yiiTe gatyuuk, ecnu LWnaHr gatynka

N30THYT.
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PTIMUS-PfO pykoBoACTBO MO akcnayaTtauuu

6.2 lMpunoxxeHunsa

OPTIMUS-Pro MOXHO M1CMO/b30BaTh Ha pasHbIX yuacTKax Tefa B 3aBUCUMOCTU OT 60/, Ha puc.
12-13 rioka3aHo M1Crosib3oBaHKe Hanboree pacnpoCTpaHeHHbIX NPUIOKeHWA (obpaTvTe: BHUMAaHME,
YTO B 3aBMCMMOCTU OT BpeMeHN BbIMTycka BO3MOXKHbI HEKOTOPbe BapuiaLi KOHCTPYKLWM pbMara

JATUKa).

\V

PrncyHok!12.:-MpnMmeHeHne MarHUTHON CTUMYJTALNNA.
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PTIMUS-Pro pykoBOoACTBO nO 3Kcnayarauum

6.3 Pexum paboThl

BKrtoumTe BbIK/IHOHATES b MUTaHUS, PacrofIOXEHHbIN HA 3a0HEN MaHe M 060pyaoBaHuS. -
BK/HOHEHMM MATaHVSA 3KPaH MaHEeN YNPaBIEHNS BKMHOMAETCS, Kak MOKa3aHO HIDKE, 11 Ha MIHOBEHVE

NOSIB/ISIETCA 3KPaH € /iorotrnoM REMED, 3a1eM OH NEpEKHHaETCs Ha I1aBHbIA KpaH.

© 0

O PT I M U S Magnetic RSWT
Stimulation
PucyHok 14. Norotnn REMED PucyHok 15. OkpaH Bbibopa thyHKUmK

Bbi6epute (oyHKLWIO NeUeH s, KOTOPYHO Bbl XOTUTE UCMO/b30BaTh, HaxaB KHOMKY «MarHutHas
CTUMYTIALMS» Wi «RSWT» Ha akpaHe Bbibopa toyHKUy. [MpeebpasoBaHne GiyHKLMIA ieveHns
Take BO3MOXHO Ha [71aBHOM 3KpaHe Kaxkaoid orepaLym YCTPOoWCTBa, 1 06e (oyHKLWIM MoryT
MCro/Ib30BaTLCA OHOBPEMEHHO.

6.3.1 ®PYHKUMA MArHUTHOW CTUMYNAUUN

Haxkatve KHOMKA «MarHutHas <CTUMYISUMS» Ha. HavaulbHOM 3KpaHe Bbioopa GyHKUMM Wi Ha
MTaBHOM 3KpaHe dwHkuym RSWT nepek/odaeT 000pyaoBaHMe HAa 3KpaH 3/1EeKTPOMArHUTHBLIX
doyHKLWA.  KoHQwrypaupst -[M1@BHOMO  aKpaHa  GoyHKUMM _3/IEKTPOMArHUTHOrO  MoJiA BbINISaUT

CrefytoLLyM 06pasoMm.

o6u e Bpems fatuyk remnepaTypsl

pa6oThl
ocTaBweecs BpemMs

HauyoK
KoOHUrypaumm

MHpopmMaunoHHa
OKHO

BblbOp(pEXUMa

-BblOpaHHbI peXUM

N
npuMmeHeHne peXxnmos Bbl60p KaHanla ETap‘NCTOI'I
HanpAa>XeHHOCTb
MarHuTHOro nons
PucyHok 16. naBHbIA 9KpaH MarHWTHON CTUMYASLUA.
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PTIMUS-Pro pykoBoACTBO NO aKcnjayatayuu

Pabouin pexxiM UMEET aBTOMATUHECKWN, Py4HOM, MO/b30BaTeNbCKAA PeXXM. B TO Bpems Kak
aBTOMAr B aBTOMATVYECKOM PeXvMe YK YCTaHaB/MBaeT 3HaYeHVst napamvetpa, Mosb30Bare/m
MOryT YCTaHaB/MBaTb WX B Py4HOM W MO/Mb30BATE/IbCKOM pPeXxvmMax. Haxxvite Bbioparsb, UTOObI

BbIOpaTh PEXAM.
(1) AsTOMaTUHECKUIA PEXM

B atom pexuve ectb pexxvivibl AL ~ A20, npuyeM YacToTa, NPOAO/DKATENBHOCTL Moesaa 1
VHTEpBa/I MeXOy Moe3damy YCTaHaB/MBAKOTCA 3apaHee. dopMa CUrHana BbIOpaHHOMo
peXMMA MHOTOKPATHO NPUMEHSIETCS NO/b30BaTe/1IeM Ha Bpemsi paboTbl. Cm. ‘8. [poToKosbI
neyeHVa ». Cnocobbl paboTbl B aBTOMATUHECKOM PEXME CrIeaytoLLye.

(@ WVicnomb3ysa ~CeHCopHbId  3KpaH,
BbloepuTe aBTOMATVUECKUA PEXIM 1

noBepHUTE KOZWIPOBLLYIK, 4TOOb
BblopaTb peX/M. BbibpaHHbIN - pexIm
OTOOpaXKaeTes] Ha BEPXHEM U HIDKHEM
YPOBHSIX AUCFIEN.

(B YcraHoBute  Bpemsi,  MOBEPHYB
SHKOOEP, 4TOObl YCTaHOBUTL OOLLEe
BpemMsi paboTbl. [locrie HaxaTus KHOMKA
«Crapr», 060pyaoBaHMe paboTaeTt npu
HAMPSPKEHHOCTV  MArHUTHORQ.  M0sis,
YCTaHOB/IEHHOI NMOBOPOTOM, 3HKOAEPA.

(© VHTEHCVBHOCTb .MarHATHOrO osd
TaKe MOXET OTOOPaKATLCA B pasaere
VHTEHCVBHOCTI.
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PTIMUS-Pro”koBoAcTBO NO aKcnayarauuu

(@ PyuHOl pexim
B pyuHom pexxuive ectb ML ~ M20, 1 Nonb30BaTe/lb MOXET HarnpsiMyto YCTaHaBMBaTb
3HaueHVs1 napaveTpa. [yiana3oHbl HaCTPOVK/ NapaMETPOB CriefyHoLLpe.

F1. 1- 100 'y,
F2: 1~ 100 'y,
Ton: 1~4 ¢ (amana3oHbl HACTPOKA pa3inyakoTcst B 3aBYICMMOCTIA-GT 3HaueHu FL n F2)

Toff: O~ 10 ¢ (ayanasoHbl HaCTPOMKA Pas/IMHaoTCs B 3aBMCUMOCTY OT 3HaveHnin FL 1

F2.) [ns1 pyqHOro pexxva UCTo/b3ykaTcs Crieayrolpyie MHCTRYKLAN

Tuis O (@ Mokanylicta, HaxmiTe  pyudHOl

1 0 ©V pexwmM ~Ha 2-3  CekyHObl, 4TOObl

YCTaHOBUTL MapamMeTpbl HA CEHCOPHOM
3KpaHe.

(b Monb3oBatesib MOXET ~YCTaHOBUTL

3HaueHus napameTpoB rocre
MosiIB/eHNs: aKpaHa HaCTPOKK
w). s _ (0 Haxwre Region pexiva, nossurcs

A B C.9D E F 9KpaH, Ha KOIOpOM MOXHO W3MEHUTb
Has3BaHVe pervioHa. [Mocne v3meHeHus
uveHn Haxdamte Exit, 4ToObl 3aKpbIiTb

H
MNoPORaKpaH_
T

S " vV w X
Y 2 ,
»L;4SnhCC (r:gé BOT
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Q[MIMUS-I'lo pykoBOACTBO NO 3KcnayaTauuu

(d Bolbepute napametp, .. KOTOpbi
HYKHO V3MeHUTL. B atom:-pexxmive
MOXHO YycTaHoBUTL Freql, Feg2, On
: Time, Off Time. M/ noBopote
SHKOAepa  3HaueHVs  ~hNapamveTpoB
yCTaHaB/MBaKOTCS. 3HaueHve
M3MEHEHHOrO  3HaueHus: ~ napameTtpa
oTobpaxaeTcA BHI3Y. Mocne
3aBepLUEHNA BCEX HaCTPOeK 3aKponTe
3KpaH HacTpOlKN MapaMeTPOB, HaXaB
3HAYOK 3aKPbITUA -B- MPaBOM BEPXHEM
Y.

(e) MeTtoz paboThbl C 3TOr0 MOMEHTa TaKol e, Kak (b) ~ (d) B aBToMaTtnyeckom pexxvive.
(3 MMonb3oBaTesbCKUA PEXIM
Nveetcs pexim UL ~ U20, nonb3oBare/lb MOXET YCTaHOBUTb 3HAYEHUs MapameTpoB
HarpsiMyto. Hibke NprBEAEHbI [yianasoHbl HACTPOKA KaKaoro NapamveTpa.
- Yacrora: 1~100 'y

- Bpemsi BrlodeHyst: 1- 4 ¢ (avianasoHbl HACTPOVKN Pas/iyatoTcsl B 3aBUCYMOCTU OT 3HaYEHUA
4aCTOTbl)

- Bpema BbiktodeHnst: 0 =10 ¢ (apanasoHbl HaCTPOMKIAL Pa3/MyatoTc B 3aBUCUMOCTU OT
3HaYeHVA YaCTOTb)

- Cuna: 1~ 100% (MHOXATESTb CWTbl OCHOBHOMO MarHUTHOIO MoJist.)
- [loBTopeHne: 1 100 upKroB

MoapobHast YCTaHOBKA W MHCTPYKLWM MO WCTIOMb30BaHMI0  MO/b30BaTe/bCKORO  peXxvva
BbIM/ISAST CMEAYHOLLAM OGPa30M.

@ B Havasie CM0/Ib30BaHSA
060opyaoBaHMA HaXKVTE
Monb30BaTe/IbCKUIA PEXM Ha

CEHCOPHOM 3KpaHe uyaepxmBaitte 2 ~ 3
CeKyHfpbl, YTOObl YCTAHOBUTL 3HAYEHUs
MapameTOB.
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(b) TMonb3oBaresib MOXET YCTAHOBUTH
3Ha4eHVst napamveTpa rocre

A OTOOpaXeHNs  3KpaHa -~/ HaCTPOVKM
NapamMeTOoB.

m

(© Tpn HaXxaTVKM Ha PervioH B pexxivie
HaCTPOVIKIA-NIOSIBNSIETCS a/idhaBUTHb I
3KpaH, 1 HasBaH1e pervioHa MOXET
ObITb M3MEHEHO.

O
X

aPAit

(d) Mpn HaxxaTn Ha pas3aen
NapamveTPOB MOSIB/IAETCA IKPaH
HaCTPOEK 1 3HaYeHVA MapameTPOB
V3MEHSIOTCS.

701

(e) Bbibepute napaveTp, KoTopbIA
HY>XHO V3MEHUTB. -B-3TOM pexxvive
MOXHO ycTaHoBUTE Fregl, On Time,
Off Time, Strength v Repetition. Mou
MOBOPOTE 3HKOAEPa 3HAYEHVSA
NnapamMeTPOoB N3MEHAKOTCA. 3HaYeHVe
V3MEHEHHOT0, 3Ha4eH!A MapameTpa

oA MOKa3aHO BHM3Y.

B
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OP IiMUS I'to pykoBoacTBo fio akcnnyartauum

() Kaxgpi  pexum  uveer 9
NoOAPEXVMOB € pasHbIMA - Habopamn

napameTpoB. Pexxim paboTaeT
rocrieioBartesbHo, HauVHas Cc
noapeXxiva 1 Mogpexim
[0GaBnseTcss  MyTeM~ HaxaTus  Ha

KapaHfaLLHylo  dmiypy B KOHUe
BEPXHEr0 MpaBoro /AKpaHa HaCTPOVKM
napameTpoB.

(O Ytobbl  yaaMTb  MOAPEXAM,
HaxxvTe Lpmdbpy:bin B NpaBoM BepXHEM
Y7y 1oc/ie Bbibopa 3TOro noapexviva.
3akpoiire 3KpaH HaCTPOVKM
NapameTpoB; HaXaB Ha
3aKPbIBAOLLEECH OKHO B MPaBOM KOHLIE.
Nocne 3aBeplleHVs BCEX HAaCTPoeK
3aKpoiiTe 3KpaH HaCTPOVKM
NapamMeTPOB, HaXaB 3HAYOK 3aKPbITUA B
BEPXHEN HacTy MpaBoro aKpaHa.

(h) MeTopq, paboTbl C 3TOFO MOMEHTA Takom e, KaK (b)-~(d) B aBTOMATUYECKOM PEXVE.

(IFU-0-P (EN)]
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PTIMUS-Pro pykoBoACTBO M0 3Kcnayartauuu

6.3.2 JOkcTpakopnopanbHas yfapHO-BO/NHOBasA (PYHKUMSA

Haxame RSWT Ha Haua/ibHOM 3KpaHe Bbibopa doyHKLMA WM HA [IABHOM SKpaHe CoyHKLM
MarHATHOA  CTUMY/ISILMM  NEPEKMIoMaeT  000pyaoBaHMe Ha  3KpaH CyHKMM  RSWI.

KoHdwmirypaupst riaBHOro akpaHa oyHKLMM RSWT BbIrsiayT criedyHoLLyiM 00pa3oMm.

naBneHue 3Ha4oK
KO/TM4YeCcTBO paspsgoB U BpP s paboThl KOH(QUEYpaLmm

CPOK cnyx6bl nuctonete

YCTaHOBKa c4yeTa

noacyeT 4acCToOThbl
yaapos

BbI6GOp pexuma

(1-20)

npuMmeHeHne pexy¥MoB BbIGOP KaHana

PucyHok 17. TnaBHbIn akpaH RSWT.

Mcnonb3oBaHMe nucTonieTa B BO3ayxe 6€3 KOHTakTa C
TENoM- MOXeT MNPMBECTU K HEUCnpPaBHOCTU. UTOOGbI
.- NPOBEPUTb COCTOSHWE MUCTOMETA, UCMOMb3YliTe caMyto
|V JJ F HA3KYI0  WHTEHCMBHOCTb  yAapHOW~, BOMHbI  MpK
UCHO/Ib30BaHNM B BO34YyXeE.

NpenynpexaeHue

EcTb 2 kaHarna, Kaxapi 13 KOTopbIX MvieeT 20 pextivoB. [Monb30BaTeslb MOXET YCTaHOBUTb
napamMeTpbl, HaAPUMEP KOMMYECTBO YAapHbX-Bo/H (Set Count), AaBneHue’ yaapHOA BO/HBbI
(mnaBnenve), ( yactoty yaapHbiX Bo/H (Rrequency). /[vanasoHbl KadkOooro  rnapamerpa

@@%%%o ycraHoBoK: 100 ~ 5000 pa3psaos
- [OaeneHve: 1- 6 6ap
- Yactora: 1~21 'y,

VHCTPYKLMM MO paboTe C KaKObIMKaHa/IOM TakMe e, Kak Moka3aHo HbKe, CM. «8. [MpoToKosbl
riedenst». Vicnonb3oBaHre pexivoB paboTbl BbINIAOMT CEOyrLLYIM O6pas3oM.
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PTIMUS-Pro pykoBOACTBO N0 aKcnayaTayuu

9 itam

~ShocK Count OShocoa b.

[m) noo JL

n QunLMTVno
2.S b*r
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(@ Bblbepute pexsm C  “FOMOLLBHO
CTPesIK/ B/eBO/ BMpaBo WM MOBOPOTHOIO
aHkogepa. OtobpakaeTcs -MApYMeEHeHVe
BbIOpaHHOrO pexvva, 3HaueHus
napamveTpoB M TUN anmyiMKaropa.

(b) YTOOLI BPEMEHHO VBVIEHUTb
3HaueHVe napamveTpa, HaXxmmTe Ha OKHO
KaXKIO/ NepemMEHHON, YTobb! BbIopaTh ee,
N NOBEPHUTE SHKOAEP, YTOObI V3MEHTHL
3HaveHve.

OpnHako, KOrga Bbl BbIKMKOHAETE 1 CHOBA
BK/KOHaETE YCTPOIACTBO, Wi
NEPEK/iHaETeCb Ha OPyron KaHas, a
3arem (BO3BpallpgeTeCb K  MCXOAHOMY
KaHa/y, 3HaveHve napamveTpa, KOoTopoe
Obl10-.© BPEMEHHO  U3MEHEHO, He
COXpaHsieTcs, TaK KaK 3HaueHve [0
NOSB/IEHNST U3MEHEHWS.

(©. to () ' at0 meTodpl COXpaHeHus
rapamveTpoB rnocre VBMEHEHWA
rnapameTpOoB.

(© Korpa nonb3oBaresib XO4eT U3MEHTb
3HaYeH/s1 MapamveTpa, HaXvMTe HOMeEP
pex/Ma B TeyeHue 2 - 3 CeKyHA,

2021.01.08 Pep, 6
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(CD)MossuTCH 3KpaH HacTpoeK
rnapameTpoB, NO3BO/ISAHOLLYIN
No/b30BaTe/lo  UBMEHSITb- "~ 3HaUeHVs
rNapameTpoB.

(e)Haxvmre Ha -06M1aCTb  pexvva B
TeueHve 2 ~ 3 cekyHa, 1 NosBUTCA 3KpaH,
Ha KOTOPOM Ha3BaHME pervioHa MOXET
M3MEHUTLCS. [Jocie N3MEHeHVs1 Ha3BaHNA
HaxKkvMTe EXity HTOOb! 3aKPbITh 3KpaH.

(OycTaHEBHTb ~ cuetunk,  JaBrieHve,
yacToTy- MOXHO, BbldpaB MX W
NoBOpPauvBas 3HKOAEP /19 U3MEHEHVS
3HaYEHWIA.

(mMonb3oBareri HaXMMAET anruiKaTop
HA 9KpaHe HECKO/bKQ) pas, Mnoka He
oTobpasunTcs v Tpebyemoro
anr/mKaropa.

Korpa rno/L30BaTe/b 3aBepLumT
HaCTPOViKy MapaMeTpoB, 3aKpouTe 3KpaH
HaCTPOVK/ NapaMETPOB, LLESKHYB 3HAYOK
3aKPbMUA B MPABOM BEPXHEM YI/1y.

2021.01.08 Pep. 6
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'KOBOACTBO NO 3Kcnsyatauuu

(b)OrcoeppHuTe anm/Karop or
MUCTOMETa, MOBEPHYB  anrmkarop o
4acoBOW CTpesike. YcraHosuTe
anr/mKarop, BbibpaHHbIA B'(8), NoBEPHYB
HOBbIA  anr/MKaTop MpPOTUB  YacoBOW

CTPE/KA.

Close

(DV/BveHeHHoe 3HaueHve MapaveTpa U
BbIOGpaHHbIA anm/IMKATOP MOXHO YBUAETb

I 2500 B HDKHEN YaCT OKHA pexvMa, B OKHE
0 o MapaMeTpoB M _Ha 3KpaHe anrmkaropa
3.0 u o w 17 e BbIOOpa KaHasia.
MK
< 2
1 - BBXB

())Ecrm Bbl HaXXVIETE KHOMKY: MyCKa Ha AYCTUIEE OAVH pas3, a3areM OyH pa3 HaXKvIETe KHOMKY
Mycka Ha nuctoniete, OydeT creHepupoBaHa yaapHas BonHa (1 yaap). Haxkvmire KHOMKy
Mycka Ha MUCTOMETE B TeyeHne 2-3 CekyHd, 4ToGbl Hadarb paboTy 000pya0oBaHUS.
Jasnerve (6ap) 1 yactora (I'l) MOoryT 6biTb M3MEHEHLIBO BpeMs padoTbl.

() Yrobbl BpEMEHHQ~OCTaHOBUTL [PabOTy OOOPYAOBaHMS, HaXMMATE KHOMKY TMycka Ha
MYCTONIETE OWH Pa3 WM HaXXVMTE 3HKOAEP. ECm Bbl XOTUTE BO30OHOBUTL OREPALMIO,
CHOBa HaXKXMTE KHOMKY MycKa Ha MCTO/ETE WM HaVIMTE SHKOAEP.

(M) HakvmTe KHOFRKY OCTaHOBKM Ha CEHCOPHOM 3KpaHe, €C/M Bbl XOTUTE -[0/THOCTLHO
OCTaHOBUTLCA 0 TOro, Kak 060pyA0BaHMe 3aBEPLLT CBOKO pabaTy.

(M) Korga onepauyis 3aBepLiaeTcsl KOMMHEETBOM reHepupyeMbIX YaapHbIX- BO/H, paboTa
060pyAoBaH/A-MPeKPaLLBETCS.
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PTIMUS-Pro pykoBoACTBO Mo 3aKcnayarayum

6.3.3 HacTpoiika cpeabl
HacTpoiikv cpedpl 3Toro 060pYyAOBaHMS MOKA3bIBAKOT KO/MHYECTBO BbIXOAOB. TWCTOSETA,
obLLee KO/MYECTBO BbIXOAOB MUCTOMETA, SPKOCTb 3KpaHa WM UHTEHCMBHOCTb.. BXOAHOIO /
BbIXOAHOMO 3ByKa. Bbl MOXETEe COPOCUTL KOMMUECTBO BbIXOQAHBIX CUTHAVIOB, FEHeppyeMbIX
UCMO/b3YeMbIM B HACTOSILLIEE BPEMH Opy»K/EM, aTarkke HaCTPOUTL SAPKOCTL W-3ByK. [ aToro

MCIONb3YETCs CeayHoLLyiA METO, HACTPOVIKA.

d lcromb3ysa  CEHCOpHbIA  3KpaH,
HOKMUTE  3HAYOK KOHCmrypauwm,
Pacro/ioKeHHb I BBEPXY IKpaHa.

(6) KorganosBuTCA aKpaH KOHGMrypaLym,
MCrofb3yte  fieBbid U NpaBbli

© VHOVKATOPb! 19 PEry/IMPOBKA SPKOCTU U
3ByKa ), "9KpaHa.  Urtobbl  cOpocuTb
KO/MYECTBO BbIXQAOB, eHepupyeMbIX
TEKYUMM  UCTIOMb3YEMbIM  OPYXK/EM,
HaXXVMTe KHOMKy cbpoca. Korga Bl
3aKOHY/TE, HaXXMTE «3aKpbiib OKHO» B

APaBOM BEPXHEM VI/ly 3KPaHa, YToObl
3aKPbITb OKHO.
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PTIMUS-Pro pykoBoACTBO MO 3Kcnayatauuu

CoobuweHus
7.1 Tleperpes - gaTt4ynk

OPTIMUS-Pro - 310 06opyaoBaH/e, KOTOpoe reHepupyeT MarHUTHOe Mosie, rnofaBas Ha [ar4qvk
CWbHbIA TOK. [MOCKO/bKy MpeobpasoBares/ib FeHEPUPYET TEryiIo C MOMOLLBH ~CWIBHOTO TOKa,
MCMOMb3YeMOro /19 CO3[4aHMA  MarHUTHOrO MO/A, OX/IaKOEHVE OCYLLECTBASETCA 3a cueT
LMPKY/IALAA - OXTIEOKOAIOLLEro Macria BHYTpM npeobpasosaresid. Ec/m jatuvk-uUcnonib3yeTca B
HAKMOHHOM MOSIOKEHUM, OX/IdKIAIOLLEe Mac/io He [JOCTUIHET BCEX YaCTell AaTuvka, YTo MOXeT
MPVIBECTU K TpaBMaM WM OCTaHOBKe paboThl. 1o 310l MpyimHe pekoMeHayeTest pa3MeLLaTb AatimK
B rOpPU3OHTa/ILHOM  Mo/iokeHM.  Korga  gatuik  neperpeBaetcs, L pabota  BpeMEHHO
NPUOCTaHAB/IMBAETCS M OTOOPAXKAETCA COOOLLEHVE «[leperpeB», Kak MokasaHo Ha PyvicyHke 18.
Korga oTtoOpakaeTcs 310 COOOLLEHVe, OT/IOMATE [aTU/K Ha HEKOTOpoe:-BpemMs Mnojasiblle OT
nauyieHTa (He BbIK/KoHaTe 060pyAOBaHUE);. Moka COOOLUEHME HE MCHESHET 1 06opyaoBaH/e He
BEPHETCA B HOPMa/IbHOE COCTOsHYE.

Over Temperature

This message will disappear
within a few minutes.

Don't turn off power switch.

PreyHok 18. CoobLLeHNs 0 neperpese * gaTumk

HacToAaTe/IbHO peKoMeHAyeTCHa UCNoNb30BaTh AaT4YnK B
FTOPN30OHTa/IbHOM NOT0XKXEHNW.

MpeaynpexxaeHve

7.2 OwnbkKa garyumka

OPTIMUS-Pro Beeraa npoBepsieT MOAKMOHEHVE Kabernst JaTumka. Ecrm Kabenb otcoeamHeH Win
NOBPEXAEH, OTOBpaxaeTcst coobLUeHre, Prc=19. B sTom criydae 06opyaoBanHme 60sbLue He MOXET
CrOMb30BaTLES, M MOMb30BaTE b A0/DKEH “€BA3ATLCS C YMO/THOMOYEHHBIM MEPCOHAVIOM HaLLero
MECTHOIO AUCTPOLIOTOPA M0 OOC T BAHWIO.
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PTIMUS-Pro pykoBoACTBO Mo aKcnayatayum

Transducer Error

Please contact service center
or sales manager.

PucyHok 19. CoobLieHne 06 oumbke gaTumka.

MpumeyvaHne O60pynoBaHMe BCerga NpoBepPsieT COCTOsAHME
NOAKMIYEHNA Kabens, NoAKMAIOUEHHOTO K AaTUuKy.

7.3 Meperpes - BO34YWHbIA Kamnpeccop (RSWT)

Ec/m BO3ayLLHLIA KOMMPECCOp B 000pYA0BaHUN rMeperpeBaeTcs BO Bpemsi paboTbl, MOSIB/ISeTcs
npeaynpexaeHre, Kak MnokasaHo Ha-[Pvc. 20], u reHepausi yOapHOW BOMHbI OyAeT BpemMeHHO
OCTaHOB/leHa. B 3tom criydae He BbIKHaliTe MTaHve O6OpYAOBaHWS, MOAOKAMTE HEKOTOpoe
BpeMsi, Moka COOOLLIEHVIE HE UCHESHET MNP BK/TKOHEHHOM MATaHIK, 1 OHO ByIeT MOBTOPHO BK/THOHEHO.

Ec/m BblYacTo BUayTe 310 COOOLLEHME, obpatuTech B LieHTp 66Cy»viBaHua KiveHtoB REMED g
MOOBEOKU.

Over Ternperature

Thi' rrH--*;aué vl
\\tthm a fe:y- minutes
tuir. powe -w ‘Jt

PucyHok 20. MNeperpes - Bo3ayLWHbIA komnpeccop (RSWT)
7.4 TIuctoner oTKPbIT

310 06OpyAoBaHMe BCeraa MPOBEPSIET COCTOsHME MOOKMOHEHVST MUCTORETA. Korga nmcTorer,

COOTBETCTBYIOLLMIA UCTIOMb3YEMOMY KaHauly,) He MOAK/OHEH, Ha [1aBHOM 3KpaHe rOosIB/IAETCA
Co00LLIEHME ‘«Gun Open», KaK MokasaHo Ha-PUCYHKe.21,22 HIbKe.
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OPTiMUS-I'io py».oBoacTEO no akcnnyatauuu

nT O
(4s/

2S00

IQHi 1014/ 3.0 b>r 17 Hi
KMX

AUTO © G un
4 Open

Y. nw/
PucyHok 21. Coob6uieHne 06 OTKpbITUM nucToneTa Ha PucyHok 22. CoobueHne 06 OTKPLITUM nucToneTa Ha
akpaHe B hyHKLUM RSWT aKpaHe PYHKLUUN MarHUTHOWSETUMYNALnm

7.5 KOMMNOHEHTbl 0OMEeHNBaTCA COOOLLEHNAMM

B 3aBMCMMOCTV OT KO/MYECTBA TeHepUpPyEMbIX YOAPOB 3TO OOOPYAOBaHME MOKa3bBAET BaM
COO0OLLIEHVE O 3aMeHe KOMIMOHEHTOB, KaK.IOoKa3aHO Ha PvicyHkax 23, 24. [ake ecrm nosiBiseTcs
coolLLeHre, 0bopyaoBaHe paboTaeT, HO pPeKOMEHOYETCA 3aMEHUTb  KOMIMOHEHTbI /1
6e30MacHoro 1Cronb30BaHNA 060pyA0BaHME.

(1) 3awveHa Tpyd 1 cHapsaoB

Please Check
Tube and Proiectile fC HI")

Cunent count : 9999999
Refeiefice count : JbOOOGC*
Caii :

PucyHok 23. CoobuieHe o0 3aMeHe.TpybKu 1 cHapsaja.

(2 3ameHa nuctoreta

Please Check Handpiece fCHI)
Contact Service Center

Cmenl -1-s)t . 9999999
Reference«count ; 6000000

Cdll :

PucyHok 24. Coob6uieHe 0 3aMeHe NuUcToneTa.
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PTIMUS-Pro pykoBoACcTBO MO aKcnayatayum

TexHUn4YecKne xapakKTepucTtnuku

8.1 Pa3mep u Bec

8.2

8.3

8.4

8.5

8.6

8.7

8.8

MoLWwHOCTb
O  BxoaHoe HanpsbkeHve: 220 B nepemeHHoro Toka, 50 Iy,
[0 Totpebnsemas MOLLHOCTL: Makc) 1,5 kBA
PeXunmbl - MarHuTHaa ctumynsauund
O  AsTOMartnyeckuini pexxum: Al ~A20
O PyuHon pexym: ML ~ M20
O TMonb3oBarerisckuin pexxa- UL ~ U20
Pexumbl - RSWT
O PyuHoin pexvim: ML == M20
RSWT kKonu4yecTtBO pa3psanos
0 100 ~ 5000 ynapos
MHTeHcnBHOCTL RSWT
0O 1~66ap
YacTtota RSWT
O 1~2111
Annnnkatop RSWT
O 6,10, 15, 20, 35 vm
[IFU-0-P (EN)] 43/67
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PTIMUS-Pro pykoBoACTBO N0 3aKcnyaTtauun

amuccud 3ﬂeKTpOMaI'HVITHOI7I COBMECTUMOCTN N HEBOCNPUNMUNUBOCTb

PexoVeHOaLV 1 335BNEHVE NMPOVBBOYTENA - ANEKTPOMArHTHOE Va/yueH e

Cvcrema OPTIMUS-Pro npefHasHaueHa /11 UCMOMb30BaHUA B 3/1EKTPOMArHUTHON  cpenge,
yKazaHHO Hoke. [Mokynaress Wi noMb3oBare/lb 000pYyA0BaH A A0/MKHbI rapaHTUpoBaTb, YTO
OHO VCTIO/NB3YETCA B TakoM cpese.

Cuctema OPTIMUS-Pro TpebyeT npuMeHeHUst crieuyasibHbiX  Mep ([Ofid  obecriedeHms
3NIEKTPOMArHATHON COBMECTUMOCTU W AO/DKHO ObITb YCTAHOB/IEHO W BBEAEHO)B SKCIUTyaTaLMio B
COOTBETCTBUM C MHhopMaLyeld, oTHocsLLEcS K AMC, NprBEeAEHHON B HACTOSLLIEM PYKOBOACTBE
MO SKCIVTyaTaLyn.

MepeyeHb 06pasLIoB, 47151 KOTOPbX HEOOXQAMMO COOTBETCTBYE TPEOOBAHMUAM S/1EKTPOMArHUTHOM
COBMECTUMOCTW: LLHYP MWTaHKs, MUCTOAET YAapPHO-BOMHOBOM Tepanu’ ¢ Kabenem, OUCTUIEN,
pbMar [epxarenss C gepxarenem - npeodpasosaresii B cOope, npeobpasosaresib
3/IEKTPOMArHATHOrO BO3AEMCTBYA CO LL/AHTOM.

I Vcnonb3oBaHre npeobpasoBarerieit-n Kabernel, OT/IMHAOLLMXCA. OT YCTaHOB/EHHbIX - He
[JOMYCTUMO. 3TO MOXET MPUBECTU K MOBbLILLEHHOM 3/1EKTPOMArHUTHOR SMCCAM WA K MOHVDKEHHOI
MOMEXOYCTONUMBOCT.

Cuctemy OPTIMUS-Pro He crnemyer NpUMEHSTTb B HEMOCPEACTBEHHOM 6G/M30CTU  ApYyroro
060pyA0BaHMS W BO B3aUMIOCBA3N C HAM.

SWVCCHOHHLIA TECT Corrnacve neKTpoVarHATHas cpeia - PyKOBOACTBO

OPTIMUS-Pro-mcnosb3yeT paayodacToTHYHO
SHEPIUIO TOMBLKO /151 CBOMX BHYTPEHHMX (OyHKLIIA.

PapayiodactotHoe MpyAna 1 Cneposare/ibHO, ero paayo4acToTHoe U3/yueHve

n3nyueHve ENS5011 O4YeHb HU3KOe W BPSiA, /N BbI3OBET Kakme=Aanoo
NOMEXV B PacrofNIoXEHHOM MoG/mM30CTy
3NEKTPOHHOM 060pPY.L0BaHNN.

PapgyouactorHoe Krace A Cucrema OPTIMUS-Pro nogxoaut pAas

n3nyueHne ENS5011 MCMOAb30BaHMA BO BCEX YUPEXKOEHMSX, Kpome
[ApMOHVUECKOR AOMALHIX N TEX, KOTOPbIE HAMPAMYIO MOAK/HOHEHb |
uanyueHnelEC Kracc A K QOLLIECTBEHHOM HU3KOBOJILTHOM S/IEKTPOCETH,
61000-3-2 KOTOpasi CHAOXaET 30aHUA, VICMOMb3yeMble /1A

ObITOBbIX LIESIEN.
HanpsbkeHve

KoneGaHvs / MepLaHne
BbIOPOChI
IEC 61000-3-3

CootBeTcTBYET
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OPTIMUS-Pro”koBoAcTBO MO 3Kcnayarayum

PekomeHpgauuu v 3aaBieHne nponssoantens ‘yCTOVIHMBOCTb K3/TEKTPOMAarHUMTHbIM nomMmexam

Cvicrema OPTIMUS-Pro npeaHasHaueHa [/151 UCTo/b30BaHUS B 3/1EKTPOMArHATHOA
cpene, YKasaHHO Hoke. Mokynaresib WK rnosb3oBare/b 060pyA0BaHNA A0 DKHbI
rapaHTVPoBaTh, YTO OHO UCTO/L3YETCH B TaKO Cpese.

TecT Ha

HEBOCNMPUNMYUNUBOCTb

IEC 60601

YpoBeHb
TectuposaHusa IEC
60601

KOHTakTHbI pas3psg + 8

KB

SNeKTPOCTaTAYECKWIA £ 15 KB BOsAyWHbI

paspsg (ESD) IEC
61000-4-2

BbicTpbii
ANEKTPUHECKAI
NEePEXOOHbIA
npouecc/ BCrvieck
IEC 61000-4-4

Bcriieck

[REMIFU-0-P]

paspsi

+ 2 KB gnAa ceteBbix
Kabenei

+ 1 kB o1 BXOAHbLIX U
BbIXOAHbIX Kabenei

+1K8
[vchxhepeHLyan
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YpoBeHb
COOTBETCTBUA

KOHTaKTHbI pa3psg + 8

KB

+ 15 kB BO3A4YyLUHBbIN
paspsg

+ 2 KB gna ceteBbIX
kabenei

+ 1 kB ana BXogHbIX n
BbIXOAHbIX Kabenei

+11B
AvidchepeHLyian

51/66

JneKTpoMarHutHasa cpeja -
PYKOBOLCTBO

Moribl AOKHBI BbITh
JepeBAHHLIMA, GETOHHBIMA
W1 kepaMmyeckmn. Ecrim
MO/bl MOKPbITHI
CYHTETUYECKVIM Marepuriasiom,
OTHOCUTE/bHAA B/IXKHOCTb
[0rkHa bbb He MeHee 30%.

KayecTBO 3/1eKTpoCceETU
J0/DKHO COOTBETCTBOBATb
TVINMMYHOMY L7161
KOMMEPHECKMX W
GO/TbHNYHBIX YCIIOBUIA.

3allpTa ot nepeHanpsHKeHs]
[l0/DKHA BbITb BCTPOEHA B
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PTIMUS-Pro pykoBoACTBO NO aKcnayatayuu

OCHOBHOIT UCTOYHUK MUATAHUSA

IEC 61000-4-5 Pexum Pexxum
+2 kB obwuii +2 kB 06wuin obopyfoBaHus, ecnu_4oJKHa 6bITb
Pexum Pexum rapaHTMpoBaHa 3auuTa oT
nepeHanpskeHns.
<5% uT KayecTBo 3/1EKTPOCETU  [OJKHO
MageHns HanpsxeHwsl, <50 uT COOTBETCTBOBATL) TUMUYHOMY [A/15
KpaTKOBPEMEHHbIE > 95% nageHune UT) B (> 95% noa,g,eHVle uT) s K%MMepHeCKOFO N 60/1bHUYHOTO
TeuveHue 0,5 uukna o6opyaoBaHus;
npepbiBaHns 1 TeyeHue 0,5 ynkna L, pyAa
Kone6aHns HanpsHKeHNs 140% uT 40% nT cpega. Echvn  nonb3osatento

Ha BXOAHbIX NUHNAX
ANNEKTpoONnnTaHuA.

IEC 61000-4-11

YactoTta cetun (50/60 I'y)
MarHutHoe none

1EC 61000-4-8

YCTOUNBOCTb K
pagnmo4yacTtoTHOMY
N3NTyYeHNto

EN61000-4-3

YCTORYMBOCTb K
paano4acToTHOMY,
N3yYeHunto
EN61000-4-6

0,
(MageHune Ha 60% o1 UT)(FlageHne Ha 60% oT UT) cnctemsl OPTIMUS-Pro Tpebyetcs

Ha 5 Ha'5

L1K/10B LnK10B HernpepbiBHaa paboTta BO Bpems
nepe6oes B nogave
3NeKTpOosHeprum, pekomeHayeTcsa

70% nTt 70% unT

3anutarb cuctemy OPTIMUS-Pro

(Mapenue Ha 30% OT.UT) (TageHue Ha 30% oT UT) o1 /cTouHuka 6Gecnepe6oiiHoro
anst Ans

25 LMKMOB 25 UMK/I0B nmrayns.
<5% nt <5% uT

(MapgeHne> 95% B UT)  (MageHue> 95% B UT)

Ha 5 cek Ha 5 cek

MarHuTHble Nos NPOMbILL/IEHHOA
4acToTbl AO/MKHbI GbITb Ha
YPOBHSAX, XapaKTepHbIX Ass

3A/ M 3A/m™m TUMNYHOrO MecTa B TUMUYHOM
KOMMEpPYECKOoli nam 60Ab6HNYHOM

cpege.

80 MTy-2,5 Iy

2'Ty 80% amnutyaa O60pynoBaHue cneayert

MoAaynaumusa
Mcnonb3oBaTh TOABKO PALOM C
Apyrum o6opyAoBaHuEM,
cooTBeTcTBYOWMM EN60601-1-2.

0,15 MTy-80 O6opynoBaHue cneayeTt

MIy 2 'y 80% ncnonb3oBaTtb TO/IbLKO pAAoOM C

amnauTyga Apyrum o0bopyoBaHuem,
COOTBETCTBYHOLLNM

Moaynaumsa EN60601-1-2.

MPUMEYAHWUE WT-3TO HanpshkeHne ceTn NepemMeHHOro Toka Ao NpuMeHeHUs-MCnbiTaTeIbHOro YpoBHS.
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OPTIMUS-Pro pykoBOACTBO NO aKcnayaTauunm

PeKOMeH,ﬂ,aLI,I/IVI N 3adBMeHne npon3BoanTens - yCTOVI‘-IVIBOCTb K 31EKTPOMAarHMTHLIM; MOMexXam
Cuctema OPTIMUS-Pro npeaHasHadeHa /19 MCMOMb30BaHMSI B 3/IEKTPOMAarHUTHON  cpese,

yKazaHHOM Hbke. Mokynaresib Wi no/b30Baresb 000pyAoBaH S AO/DKHbI FapaHTypoBaTb, YTO
OHO VICrO/b3YETCA B TaKO Cpeae.

TecTupyemblii VcnbiTaTenbHbli YpoBeHb dnekTtpomarHutHasa cpeja
06beKT ypoBeHb no MOK COOTBETCTBMSA ~ PYKOBOACTBO
60601
HaBepgéHHble PB 3Vrms 3Vrms MepeHoCcHOe " MobunbHoe
IEC61000-4-6 150 kHz-80 pagvo4yacToTHOe [QbopyaoBaHue CBA3N
He cregyet wuCNo/sb30BaTb 6nuMxe K
3V/m 3.V/m KakKoi-nméo HqacTu CUCTEMBI
M3nyyaemblie PB IEC 80 MHz-2.5 OPTIMUS-Prof~Bknoyas kabenun, He
61000-4-3 6/1MXKe peKoMeHAyeMOoro paccTosfHus,
paccuynTaHHOro n3 ypaBHeHUS,
NPUMEHUMOTO, K NnepefaTynKy 4acToThl.
PekomeHayemoe 6e3onacHoe
paccTosiHue

3.5
=M v7

3.5

80 MHz-800 MHz

d=
El
800 MHz-2./% GHz

fpe P - MakcumasibHaa BbIXxofHas
MOLWWHOCTb nepegatynka B Battax (BT)
cornacHo  faHHbIM npoussoauTens
nepegartumka, @ d - pekomeHayemoe
paccTosHue pasgeneHna B meTpax (m).

Hanps>eHHOCTb nons oT
PUKCMpoBaHHBIX PY-nepepartynkos,
onpegesneHHan 3/1EKTPOMArHUTHbLIM
obcrepoBaHnem naowagku, LOJIXHA
O6blTb MeHBlle YPOBHA COOTBETCTBUA B
Ka>0M-4aCTOTHOM fuana3oHe.
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PTIMUS-Pro pykoBOACTBO MO 3Kcnayatauuu

Momexu  MOryT  BO3HWKATb . BGAM3N
o6opynoBaHus, OTMEYEHHOTO
cnefywlwmM CUMBOIOM:

(«I»)

MPUVEYAHVE 1 Mpn 8o MMy, 1 8oo ML, nprivieHsieTcst 6051ee BbICOKUIA YaCTOTHBIA Ayaras3oH.

MPVYIVEHAH/E 2 OV npaBwia MOMyT NPUMEHATLCA HE BO BCEX CUTyaLysX. Ha pacnpocTpaHeHie
3/1EKTPOMAarHUTHLIX BO/TH B/IMSIET MOI/IOLLEHNE N OTPaYXKEHNE OT KOHCTRYKUMN, ‘MPpeAMETOB U

onei.

a. HanpsbkeHHOCTb Mo/ist OT ClanKepoBaHHBIX NEPENATUMKOB, TaKX KaK/Ga3oBble CTaHUMM /15
paavotenetpoHoB (CoToBbIX / ©eCcnpoBOAHbIX) M HazeMHble MOGUbHbIE PaayoCTaHUm,
NOBUTENBCKOE payo, paavoBeLLgHve B ayanasoHax AM 1 FM v TeesellgHne, HeBO3MOXHO
TOYHO MpeacKasarb TeopeTudeckn. YTobbl OLEHUTL 3/IEKTPOMArHATHYIO cpedy, CO34aBaeMyto
CTauyoHapHbIMA pagyornepeaTyMKamm, cnepyet pacCMOTpETb BO3MOXHOCTb
3/IEKTPOMAarHATHOrO 06C/Iea0BaHVA TUIOWRAKN. EC/M 13MepeHHas cwia o B MecTe, rae
ncronb3yetca cucteva OPTIMUS-Pro, MpeBbILLaeT MpUMEHMBbIA  YPOBEHL COOTBETCTBUSA
pagvodacToTaM, ykasaHHbI BbILLE; HeOOX0aMMO HabniopaTts 3a euctemoin OPTIMUS-Pro gnst
MPOBEPKM HOpPMa/ibHOM  pabotbl.  Ec/m  HabnogaeTcss  HeHopMaibHast pabota,  MoryT
NoTpeboBaTLCA AOMOMHUTENBHLIE MePbl, TakMe KaK MNepeopreHTaLms Win nepemeLLeHie
cuctembl OPTIMUS-Pro.

IIOBY B avanaszoHe yactor 01,450 Ky A0 80 ML, HanpsPKeHHOCTb MosiA Ao/mkHa ObImb MeHee [Vi]
M
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3 B WM WUSsP{G RyKOBOACTBO NO 3KcnayaTayum

PexoveHzaLym 1 3asieneHvie NMpoVSBOAMTE A - YCTOMUMBOCTL K 3/IEKTPOMArHATHLIM MOVEXaM
Cvictema OPTIMUS-Pro npepHasHayeHa [/19 WCTOMb30BaHWA B 3/IEKTPOMArHATHON cpeae, B
KOTOPOIA KOHTPO/IMPYIOTCA U3/TydaeMble PayiouacToTHbIe MoMeEXW. 3akasunk Win nos3osaresb
cuctembl  OPTIMUS-Pro  MOXET MOMOYb  MPEedoTBpaTUTb — 3/IEKTPOMArHUTHBIE — MoMexXy,
NoAAEPKVBas MUHUM/IBHOE PacCTOsH/E MeXOy MopTaTvBHbIM 1 MOOGWIbHBIM PaanoYaCcTOTHLIM
obopyaoBaHMem cBsizn (nepeaarykami) 1 cvictemot OPTIMUS-Pro, kak pekoMeHA0BaHO HINKE, B
COOTBETCTBUN C MaKCUMA/IbHON BbIXOOHON MOLLHOCTBHO CBS3W.

PaccTosiHMe pasfeneHns B 3aBUCUMOCTU OT YaCTOThIepesaTumKka

150 kMy-80 My, 80 MI"u- 800 My 800 MINu-2,5 Ty,
HomunHanbHas 35
MaKCuManbHas 3.5 )
BbIXOAHAs MOLWHOCTb Cb y U'fl e. f E
roe \It=3 foeei-s Foeei-=s
0,01 0,117 0,117 0,233
01 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

BblLLe, peKOMeHOyeMOoe pasae/mTe/ibHoe paccTosHre /B MeTpax (M) MOXKHO OLIEHUTb C-FIOMOLLIbH
ypaBHEHUS, MPUMEHMMOTO K YacToTe repeaaryunka, rae n- MakCUMasibHas BbXOAHasA. MOLLHOCTb
nepegaryvka B Bartax (Br), ykazaHHasi Npovi3BoaMTe/IeEM nepeaarymka.

NPUMEYAHVE 1 Mpr 80-MIy, 1 800 My, MpUMEHSETCA pa3aenUTe/ibHoe PacCTosHME 41a 6oree
BbICOKOIO YaCTOTHOIQ AyiarnasoHa.

MPUMEYAHVE 2. ST TpaBia MOryT MPUMEHSTTECS-HE BO BCEX CUTYyaLsiX. Ha pacnpocTpaHeHve

SMEKTPOMArHUTHbIX BO/IH B/IASIET MOM/IOLEHME i OTPaXKEHME OT KOHCTPYKUMIA, MPeaMeToB U
Noaei.
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PTIMUS-Pro pykoBoACTBO MO 3aKcnayartauuu

0. YacTo 3apaBaeMble BOMNPOCHI

Q1) MOXXHO NN Ncnonb30BaTb €ro A4/19 Y4acTKOB Tesla C NCKYCCTBEHHbIM#.CycTaBamMmu
nnn nNnnactnH4YaTbliMU LIJTI/ICbTaMI/I?

A) V3-3a Npypoap!l MarHUTHOrO Mosis ByeT reHepUpPOBaTLCA [/TyO0KOE TErVio, KOTOPOe MOXET
BbI3BATH [/TyOOK/E OXOIN.

Q2) Takoii e appeKT NpM UCNONb30OBaHUN Ha ogexnae?
A) OaHOM 13 XapaKTEPUCTVK MarHUTHOIO Mo/is SIBMSIETCS €r0 NPOHLIAEMOCTb. C'aHa/I0rMUHbIM
TepaneBTMYeck/M 3dhdoekToM. Mo3ToMy ero MOXHO UCTIO/b30BaTh Ha OEXKAE.

Q3) CywecTBYT NN Kakne-nnbo mepbr NpegoCTOPOXXHOCTU APW UCNONMb30BaHUN Ha
ogexpe?

A) Ecrm Ha opexae eCTb MeETaVVIMHECKUIA OPHAMEHT, MarHATHOE Mosie MOXKET Bb3BaTb OXOMM Ha
MOBEPXHOCTU KO, (Hanpuvep, KorbLa [yisi 6peTenieil GrocTraribTepa, MET/VINUECKVE YKpaLLEH A
HYDKHEro 6ebsi, MeTaviocoAepKaLLyie BOsiokHa).

Q4) Kakyt yacTb c/iegyeT MCNOJ/b30BaTb C OCTOPOXXHOCThHH?

A) Ecrm patuvk ¢ 3admKcypoBaHHBIM phbMaroM nepeMeLLiTb, BHyTPEHHA Pe3VHOBbLIN LLIBKK
V3HALLMBAETCS, U AATUMK MOXET OTOPBATLCS. [03TOMy OTTyCKaiATe pbMar, Koraa OH He
VCMO/b3YETCS.

Q5) ABndeTca Nu annNaMKaTop NOAYNOCTOAHHbLIM?

A) Anrymkarop criegyeT nprobpeTtarb Kak pacxoHbii Matepiian. ByabTe 0CTOPOXHbI, MOTOMY YTO
3TO MOXET COKPaTUTL CPOK CAy»Obl, €C/IN Bbl UCTIO/B3YETE €70 6e3 KOHTaKTa C MOPaXKEHHON YacTbo
Tena

B) He 1crnonb3yiire ero-¢-04eHb BbICOKON MHTEHCVBHOCTBHO (AaB/EHEM), NOTOMY YTO 3TO MOXET
COKPATUTL CPOK CIYXObL TIOXaUTyiCTa, UCTO/B3YTE Ero C COOTBETCTBYHOLLIEN UHTEHCUBHOCTBHO.

Q6) Korga cnegyel/MeHATb cHapag?

A) MapaHTnpyeT 60aee 1500 000 npm xopoLLem 06C/ Ty BaHMW. PekomeHayeTes, peryrisipHo
YCTUTD.

Q7) O6d3aTesqlbHO NU NCNONb30BaTb FeNbL?
A) PexoveHayeTcsi 1Cronb30BaTb /151 AOCTaBKU YAApHON BOMHbI 63 MATEPh K MOPadKEHHOMY
yuacTky Tefia:

Q8) Kak mHe ob6cnyxueaTtb obopyaosaHmne?

A) OuvcTKa, HanpasAoLLen (Tpyobl) cHapsiia B OCHOBHOM PEKOMEHAYETCA OuMLATL OT Mac/ia He
pexe ofHOro pasa B Heaeno. Ecrm BslMHOMO Mo/b3yeTech UM, Mbl PEKOMEHIYEM OUUCTUTL Er0 B
TOT »€ AeHb. Cv. 13.3 MpoLeaypa O4neTK.
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PTIMUS-Pro pykoBoACTBO MO 3Kcnayartauun

1. O6cnyxuBaHue
11.1 Tekywuin ocmoTp obopyAoBaHUS

O TMokpbMe SHAM 3neKTponepenaYn 060opYyOOBaHVS, JIMHA coeauHeHVs mvctoneta /
NpeobpasoBaTens UT. A, He A0MKHO OTC/IaMBaTLCS, BHYTPEHHVE SHAM HE I0/DKHbI ObiTb

OrofieHbl 1 He A0/DKHbI BbITb NOBPEXIEHD Y/AapaM CHaPYXKA.

He 0o/mKHO ObIThb CrieA0B YTeUK/ Macra 13 Mnpeodpasosaresis.
BbIvoiiTe 060pyaoBaHe CHapy», YTOObl HE BbUI0 MOCTOPOHHUX MPEAMETOB.
KHorka ynpae/ieHvst 060pyA0BaH/eM U T. 4, He [0/DKHA APOXATb.

Paz/MuHble YacTy, NPVKPErIEHHBIE K 060PYA0BaHI0, HE A0KHELTPSICTYC.

o 0O o o o

Ecrm nporsoiget Yto-rimbo 13 BbiLLENEPEUNC/IEHHOTO, 0OPaTUTECH B CIYXKOY NOAASPHKA

K'MMEHTOB 3a MNOMOLLBHO.

11.2 TNpoBepka 6e30MacHOCTH

O Ana  obecrieyeHnss  6Ge30FacHOrO  UCMOMb30BaHWS,  BHYTPEHHSAA  YMCTKA  O0/DKHA
BbINO/HATLCA OAMH Pa3(BFog, /MLIOM, YIONHOMOUYEHHBIV STON KOMIMaHUEN.

O [Ana obecrneyeHns 6e30nacHoro 1Crorb30BaHUs He 3abyabTe NPoBEPATL 000PYA0BaHME,
BK/KO4aA BHYTPEHHE~KOMIMOHEHTLI U BbIXOAHOE, HaMPSPKEHVE, Y /g, MOMy4/BLLENO
paspeLLieHVie OT KONIaHAW, OAVH Pa3 B rof,

O MNoxanyicTa, O4MCTUTe JaTYVK / MACTONET NEPES; XPaHeHViem

[ Korga xpaHa npofayKT B TEUEHME [/IMTE/LHOM0-IEPVOAA BPEMEHM, 0BA3aTE TBHO
MpoBEPLTE NPOMYKT NEPES], eT0 UCTIONL30BAHVEM.

O TMoxanyiicta/ 0opartute BHMaHVe Ha CrieaytoLLye YCOBUS XpaHEeHUS.
- bepeyb ot BOapI
Bepeub ‘OT NpsMbIX CONMHEUHbIX JTyyeit

He xpannTb BO3/ie oborpesaresiein
V136eraidTe MeCT, NoaBepKeHHbIX CWIBHLIM Yapam Wi BUopaLyn, \BO3AeCTBIO
XUMUKETOB W B3PbIBOOMAaCHbIX ra30B.
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PTIMUS-Pro pykoBofCTBO NO 3Kcnayatauuu

11.3 NMopAfLOK OUYNCTKU

11.3.1 O6wasa oumncTka
OPTIMUS-Pro 1 ero akceccyapbl MOXHO OYMLATL Pa3/MuHbIMKA Criocobamin.  [i36eraiire
JIOOOTO  MOBPEXOEHMA WM 3arps3HeHns  000opyaoBaHus,  MCMOb3ys  MeTodpl,
pekoMeHaoBaHHbIe HKe. Mepes YICTKOI arperara 06s3are/bHO BbIKKoquTe-arperar. Yictka
BHYTPEHHEN YaCTV MaLWHbI paspeLleHa TO/bKO YOSHOMOYEHHBIM HaVIA FIULIaM.

O Meprognyecky OHMLLIBIATE BHELLHIOK MOBEPXHOCTb 060PYA0BaHNSA, MCTONET Y CEHCOPHbIA
3KpaH MSTKON TKaHbHO, CMOYEHHOM CrvpToM. He 1cnonb3yite abpasviBHble Marepuasibl,
naKy, pasbaBuTENA, STWIEH WM OKCWObl, TaK KaK 3T Marepuasibl MOryT Bbi3BaTb
HeobpaTMOe MoBpPeXaeHVe 000pyA0BaHA.

O He norpyxaifte Kakve-mbo Yacii 060pyI0BaHMS B XAOKOCTb WM MOOLLIEE CPEACTRO.
Kpome Toro, Henb3s A0MycKaTbMonaaaHyst YXOKOCTV B 060pYA0BaHME WM aKCEeCCyapbl.

O Korga onepauysi 11 0gHOro nauyieHTa Oy/AeT 3aBepLueHa, O4nCTUTe anmyMKarop CrivpToM
W [1180KO0IA TKaHBHO.

O ECcnm Bbl XOTUTE MCMO/b30BaTs Ae3MHGMUMPYOLLEe CPeaCTBO WM METOZ, He YIOMSIHYTbIA
Bbllle, 3TO MOXET MOBpeMTb YCTpoVcTBO. Obpature BHUMaHVWE, 4TO B C/ydae
NOBPEXAEHVST 060PYA0BaHNA C KICTIONb30BaHNEM HepaspeLLleHHbIX MaTepriasioB HKaKve

rapaHTV He NMPEIoCTaB/SHOTCS.
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OPTIMUS-Pro pykoBoACTBO MO 3KCnayatauuu

11.3.2 AnnnunkaTtopbl 4N YNCTKMU
MpMeHsITE anr/KaTtop Mnoc/ie HaHeceHust rend Transmission Ha KOXy-/B CBSA3U C
XapaKTepCTUKaMN 3TOro YCTPOCTBa. BaxkHO 1CMO/b30BaTh A0CTAaTOMHOE KOIMYECTBO refis,
MOTOMY 4TO 0BpPa3yroTCs My3biPbK BO3dyxa U 60/b OLLYLIAETCH Mpn reHepaun yaapHbIX
BO/H. M0 3TOM Npr4mMHE HEOOXOAMMO NPOBOAUTL PENY/ISIPHYHO YCTKY OOMH Pa3 B HEAENo, Tak
KaK reflb MOXET Npuwinnatb K arrviikaropy rnocie OmtesibHoro UCno/ib3oBaHNA N MOXET
NOB/WMSATL HA rEHEPaLIO Y/AAPHOM BOSHbI.

L5 ouiCTKA Cronb3yiiTe MPOTOYHYI0 BoAdy. EC/mM OH rvioxo domkevpyeTcs, adhdpeKTBHO
NOrpy3vTb anryiKarop B BOAy Ha 2-3 4vaca, a 3areM NpoMbiTb. ocnie Mbimbs yaamTe Body
MSTKOA CyXO TKaHLIO M BbICYLLMTE P KOMHATHOM Temneparype 6o71ee 1 vaca. CHummte
anr/iMkKaTop, Kak MokKasaHo Ha PUCYHKE: 25, U OUMCTUTE MEPeHIo- METa/VIMYECKYIO YacTb
MUCTO/ETA MSATKOM LLIETKON.

PuncyHok 25. OuuncTka annaukartopa.

(1) Owuvctka anrymkaropa 6 Mvi
CHyMmMTE anm/iKaTop.CTIMCTO/ETA, KaK NOKa3aHO Ha-PyCyHKe 26 HKe, 1N QYUCTUTE Tefb,
MPWIMNLLAA K CTPESNIKE, BHI3Y.

Puc. 26. Ouuctka annnnkatopa 6 mm. L

(2 Owumctka anrmkaropa 10 vm
CHM/TE anfyIKaTop C NUCTO/ETA, Kak MNokas3aHo Ha PyUcyHKe 27, U oYUeETUTE Tefb,
HaHECEHHbIA. M0 CTPESIKE Ha PYCYHKE HIDKE.

VvV /

Puc. 27. Ouncika annankatopa 10 mm.

(3) “Ounctka anrmkaropa 15 Mv
CH/MMTE anryIKaTop C MUCTOZIETa, Kak MoKasaHO Ha PYCYHKE 28 Hbke, 1 OY/CTUTE Tefb,
TPWIANLLMIA K CTPESTKE BHU3Y-

Puc. 28. Ouuctka annnnkartopa 15 mm.
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OPTIMUS-Pro pykoBoAcCTBO Mo 3Kcnayaraumun

(4) Owumctka anrvmkaropa 20 v
CH/AMMTE anr/iMKaTop C NUCTOMETa, Kak MOKa3aHo Ha pUCyHKe 29, N OYUCTUTE Teflb,
HAHECEHHbI MO CTPESIKE Ha PUCYHKE HIDKE.

PucyHok 29. Ouuctka annnnkatopa 20 mm.

(B) Ounctka anrvmkaropa 35 MM
CHyMMTE anm/IMKaToOp C NUCTOSETA, “KaK MoKa3aHo Ha PvicyHke 30, Hbke, 1 QUUCTUTE Tefb,
MPWINLLIA K CTPESIKE Ha PUCYHKE HUDKE.

JO>cCr

Pwue. 30. Ouuctka annankatopa 35 Mm.
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PTIMUS-Pro pykoBoACTBO MO 3aKcnayarayum

11.3.3 O4yucTKa cHapsa4oOB M HanpaBAAWUWNX CHAPAL4O0B

Kak nokazaHo Ha PuicyHke 31- (1), noBepHUTE anmymkarop A1 pa3bopky “W. MOBEPHUTE
LEHTPa/IbHYIO YaCTb MUCToNeTa A1 pasbopkn.  MACMonb3yite MyHUET, 4YTe0bl Yaa/uThb
HanpaB/NAOLLYI0 CHapsa B LIEHTPe OTAENEHHOrO NMCTo/eTa WM CHapsa, OCTaBLLMIACH BHYTPU
mucToneTa, PrcyHok 31- (2). Ouvctite cHapsd, WCTONb3yst Cyxylo TPArky, U QuUCTUTE

BHYTPEHHIOO YaCTb MWCTOMETA, UCMOb3Ys MHCTPYMEHTbI [/151 OYMCTKY, NPEACTaB/eHHbIe Ha
PucyHke 31- (3).

(1) PazbepuTe anr/mkarop v
MCTOSET.

(QVicronb3yitte  MHUET,  YTQObI
YAa/MTb HaNpas/IsoLLy0 cHapsida B
LIEHTpe OTAENIEHHOrO MucToNeTa Wi
cHapsg, OCTaBLUMICS BHyTpY
nucToneta. OuniCTUTE CHapsiA-Cyxom
TPSINKOA.

(3) OumcTrTe BHYTPEHHIO YacTb
MUCTO/IETA C MOMOLLBHO MpIiaraeMbIX
UNCTALLYIX UHCTPYMEHTOB:

Puc81. OuncTtka cHapaga v HanpaBAsoWelr ona cHapaaa.

11.3.4 CoeguHuUTenbHas 4acTb YUNCTKWN MUCTONeTa

lMocre omTeibHOro CTo/b30BaHUA HEOO/LLLIOE-KO/IMHECTBO BOAbI M Macria MOXET BbITeKaTb
3 obnacteil, -0003HaYEHHbIX CTpe/KaMi, KakK [MOKa3aHO Ha PucyHke 732, 310 He
HEVICMPaBHOCTb, “NO3TOMY Bbl MOXETE MPOTEPETb WX MSIKOM TKaHbto. O@Hako, ec/m 310
MPOMCXOAMT YacTo, obparnTecs B LieHTp obempkvBaHia kimeHTos REMED-Ais npoBepki.

PucyHok 32. QYyncTka coeguHNTENbHONM YacTu. fucToneTa.
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11.4 3ameHa KOMMNIEKTYIOLWNX

3TOT annapar reHepupyeT SKCTPAKOPNopa/ibHbIE YAapHbIE BOSHbI C MOMOLLBIO CKATOr0 BO3yXa.
I/3-32 0COBEHHOCTEN MaLLMHbI ECTb PACXOHbIE KOMMOHEHTBI, KOTOpbIE HEOOXOAMMOQ NEPUOIMUECKN
OUMLLIATB, U Te, KOTOpble HEOGXOAMMO 3aMEHsTTb 13-3a [/ITENbHOMO UCMob3oBaHYs. MoapoGHas
MHChopMaLYSt O MEPVOAE U MeToae 06MEHA MPVBOANTCS HIDKE.

PucyHok 33. CHapaf, Hanpasnfwwas cHapaga, 6amnep”

(1) TMepvoa 3aveHsbl
PekomveHayeTcs npov3BoyTL 3ameHy-rocrie KaxapX 1 500 000<3,000 000 (3 6apa, 15 Iy
MCMOMb30BaHVS, HO Meprof, 3aveHbl MOXET BapbMpoBaTbCA B 3aBUCUMOCTU OT YC/IOBUIMA

aKCTUTyaraLymn.
(2) MeTop, 3aMeEHb

Kak nokazaHo Ha Pvc. 34- (1),~M0BepHUTE anrmkarop /18 pa300pKi 1 MOBEPHUTE LEHTP
nicToneTa 41 pasbopkn. chonb3yiTe MUHUET, YTOObI YAaInTb Hanpas/IstoLLyo CHapsiaa B
LIEHTPE OTAENIEHHOro MCTONETa WM CHAPsiA, OCTaBLLMIACA BHYTPM nucTorneTa. PyUcyHoK 34- (2).
Bamnep Takke MOXHO CHATE:C TOMOLLHO MUHLETA. Icnonb3yiTe LLeCTUrpaHHbIA Krikod, YTOOb!
CHSTb HanpaB/SIoLLY0 CHAPSAOA, KaK MokasaHo Ha PucyHke 34- (3). lMocre 3ameHbl HOBbIX
[OeTanein npovseeayTe cOOpKy B 0OPaTHOM MOpsiaKe.

@) Pazbepure . “annmkarop
MUCTOSIET.

() Vcnons3yiite  MUHUET,  YTOObI

YOA/UTb  Hanpae/sioLLyl0  CHapsida B
LEHTPE OTAEAEHHOro MuCToNeTa Wi

CHaps, OCTaBLLMIACA BHYTPW NCTOMETA.

(3 CHuwmuTe Gamnep C NMoMOLLH MUHLETA.

(4) ) CHuvTe HanpaB/SAOLLYHO cHapsaa
C MOMOLLIHO LLIECTUNPaHHORO: K/HoHa.

PucyHok 34. CHapsag, HanpaBaswl,aa cHapsaga, pa3bopka 6amnepa.
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PTIMUS-Pro pykoBoACTBO Mo 3Kcnayatauuu

11.5 YpaneHne KoHgeHcaTta M3 BO34yWHOro Komnpeccopa

BozayLuHbIA KOMMPECCOp - BaXKHbI KOMMOHEHT, KOTOPbIN CHXMAET BO3AyX U CMO/b3YET €f0 B
KOHTPO/MPYEMbIX KONMUECTBaX. Bozayx, XpaHsLLWACA B BO3AYLLHOM PE3EPByape, COASPUT
60/MbLLIOE KO/MYECTBO Brar, Maciia W Mbiii. MosToMy KOHAEHCaT B BO3AyLLHOM. Gake

HeOoOXOAMMO PEryrspHO Yaa AT h.

(2 MMepvopn ypaneHnst KoHaeHcara
KoHpeHcar cnepyet yoanars nocse Kakapx 1500 000 paspsaos venons3osaqHns. B
MPOTUBHOM C/Tydae 310 MOXET MPUBECTU K HEMCTIPaBHOCTU W MOSABIEHVIO HEMNPUATHOTO

3anaxa. B 3aB/CMMOCTI OT B/IXKHOCTM OKPYXKAKOLLIEN cpefibl MOXET ROTpeboBarbest 6oree
YaCTbIiA OTBO/, KOHAEHcaTa.

(3 Metoa yaaneHnst KoHaeHcara
[on, nepeHei YacTbio 060PYA0BaHNA HAXOOUTCH YePHbIN APOCCENbHBIN KrarnaH, Kak
MOKa3aHo Ha prcyHKe 35. BrroduTe nutaHve v NoBepHUTE KiaaH BrpaBo (M0 YacoBOl

CTPE/IKE), MoKa AAB/IEHVE B PE3EPBYApE MOBbILLAETCS.

PucyHok 35. YaoaneHne KoHgeHcata /M3 BO3AYyLWHOIo Komnpeccopa.

Korga KoHOeHcaT AyOanseTcs, OTKpbITe KrarnaHa MOXET Bbi3BaTb BblTeKaHe Macra Wy
3arpsisHEHMe OkpyxKaroleli cpeapl. COBMECTUTE MpO3payHbii LiaHr, MOCTaBseMbIA C
KnaraHoM, 1 NogroToBsTe eMKOCTb 15 cOopa. KoHAeHcara. 3areM OTKpOTe BEHTWIb /1A
yOanieHst KoHgercara. [Mpy noacoeayHeHM - Mpo3padHoro LaHra K KialaHy BCTaBbTe
LLITaHr B CYHIOHD-MydaTy ObICTPOro coeayHeHVs, prc. 36.

ByabTe oCTOpoXHbI, TaK Kak Mpu y/AaieHA-KOHAEHCaTa OH MOXET pa3tpbIrBarsC BO BCEX
Hanpasnenusix. Mocre Toro, Kak BeCb KOHAEHCAT BbIAOET, CHAMMTE LLIAHT, HaxaB Ha Mydory
dwTrHra, “padoTaroLLEro B OHO KacaHue, Kak nokasaHo Ha PucyHke 37.

PucyHok 36. LinaHrosoe coefnHeHue. PucyHok 37. OTcoefMHeHMe wWwnaHra.
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OPTIMUS-Pro pykoBOoACTBO NO 3Kcnayartauuu

lNocre ynaneHrsa KoHaeHcara CHAMATE
A Mpegynpexaexne NPO3PaYHbIA LLITAHT C TUHIa /151 ObICTPOro
[I0CTyra, a 3areM MOBEPHUTE APOCCe/TBHYI0
11.6 NcnpaBneHune npobnem
Ecrm obopypoBaHve He paboTaeT HopMasibHO BPEMS UCTO/b30BaHUs, MNOXUYWCTa,
MpoBepbTE MIEMEHTLI, MEPEeYnC/ieHHble B Tab/mue HDKe, npexae uyem. obpalarbcs 3a
CEePBYCHLIM 0OCIyMBaHMEM. EC/M HA ofHa 13 creayroLLyix npobsiem He BO3HVIKAET Wi eCin
CnefytolLyie cpeactsa He MoMOraloT, BbIK/IHOYUTE MiUTaHve 06opyaoBaHns 1 obpatnTech B
LIeHTP 06y vBaHUA KrivieHTos REMED.

CcblNKK B PYKOBOACTBE

Mpo6nema H10 Aenath no-3KcnayaTtauum

[MpoBepLTe,, APaBWILHO /1 e 342 PucyHok 1
NOAK/HOHEH-CWIOBOI pasbem MoaKnkoHeHre Kabersi
000pPY,I0BaHVS. nUTaHuA
[MpoBepbTe, BKMOHEH /1
BbIK/HOYETE b MATaHVS 4.1.2 PucyHok 6. Bua csamm
000pyI0BaHVS.

OBOpyAOBAHME  Hey/penuracy, uTo GNOKMPOBKA s 411 PucyHok 5 Bug

BK/IHOHaETCA, KIEBVILLI BKITOHEHAL criepeam

[logreepoyuTe, ecrim Haxkara
aBapuiiHasi KHOMKA Ha
QbopyaoBaHN. Ecrm oHa Haxkara,
MOBEPHUTE ee BpaBo, YTOObI

0CBOOOANTH

Tabnnuya 3. CamocTosATeNbHOE yCTpaHEHNEe HeENONAaAoK

411 PucyHok 5 “-Bug
cnepemm

[IFU-0-P (EN)) 62/66 2021.01.14 Pep.6

Perucrpanua MU e Pocagpasragzope
www.nevacert.ru | info@nevacert.ru



Mpobnema

MarHuTHoe nore He

co3aaeTcs
06opyanoBaHMeEM

Orobparkaetcst
cooOLLieHVEe O

reperpese

CriblLLeH BETEP BO
Bpemsi paboTbI
nucToneTa

MOLLHOCTb MyLLKA
crabasi.

VB nnucTtoneta Het
BbXOA.
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Uro genatb
Mo aKcryaTauun

Yéenurech, uto Ha YXXK-aycriee

OTOBPAXAETCH COOBLLIEHME * 7. Coo0LLEHIs
OLWIBKA.

CooOLLeHve O neperpese
BO3YLLHOMO KOMIpeccopa.
Mopoxkaute, COOOLLEHNE UCUESHET
N ero MoXXHO OyAEeT MCMoNbL30BaTb
MOBTOPHO. EC/M Bbl YacTo
NosyyaeTe 310 COOOLLEHME,
obparutech B LIgHTp
obcyBaHUS KieHToB REMED
[151 MPOBEPKIA.

Ecrn pamuuK Haxoayrea B
BEPTUKEVTEHOM MMOSIOKEHWN, JaTUMK
MOXET /1efKO neperpetbes. M * 7 COOOLLEHIA
BO3MOXHOCTV COXPaHSIATE
FOPM30HTa/IbHOE MOSIOKEHME.
CmLLKOM BbICOKas Temreparypa B
NOMELLEHNN MOXET BbI3BaTb
HapyLLIEHVE OX/TaKOEHVS.
[MonaepxviBaiiTe KovHary
Temneparypa He go/mkHa
npesbILLaTL 25 ° C, HACKOMBbKO 310
BOSMOXHO.

MpoBepbTe 6/1I0KMPOBKY KrAaraHa  * 11.5 Pvic. 35. YaaneHve
BO3yLLHOro GavvioHa.[FoBepHuMTe  KOHAEHcarTa 13

KraraH MpoTVB YaCoBOW-CTPESTKN, BO3/IyLLHOrO

YTOObI 3a0/10KPOBATH: £10. Komnpeccopa.

* 7.3 Neperpes - BO3yLLHbIi
Komrpeccop (RSWT)

* 3.3 CocTosiHe
OKpy>KatoLLiel cpeap!

Moxanyiicta, npoBepsTe
roAKoHeHre coemmHnTeribHoro  *4.1.2 PucyHok 6. By camm
Kabens nuctornera..

Brara B Bo3ayllHoM pe3epsyape  * 11.5 Pvie. 35. YnaneHve

MOXET BbI3BaTb. Pa3ipakeH/e. KOHAeHcaTa 1B
MoxanyicTa, ApoBepbTe N yaanmre  BO3AyLLHONO

KOHAOEHCaT: KQMFpeccopa.

Ecnn BHyTpM NUCTONETA ECTL Mblb

wm anrnmKarop HEMHOO

OCflaGAEH, BbXOA, MOMET 6bimb *31.3.3 O41CTKa CHAPSI0B U
CrTaBbM. Hanpae/AoLLYIX CHaPSA0B

MoxanyiicTta, npoBepsTe

MoAKoHEHVe coemyHuTenbHoro  *4.1.2 PucyHok 6. By caamm
Kabens nuctToneTta.
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PTIMUS-Pro pykoBOACTBO MO 3Kcnyatayuu

CchblIKN B pykKoBoACTBe

Mpo6nema Yto genatb
no akcnayaTtaynu

Mocrie Toro, Kk Bbl Haxkarm CTapT, ¢ 3 5 DyHILYS

Ha CEHCOPHOM 3KpaHe, Bbl I0/DKHbI -
Havkarb CTapT Ha NUCTOSETE, YTOObI SKCTPAKOPIIOPayIbHON
YAPHON BO/THB!

MO/Ty4NTb Pe3y/ibTar.
310 MOXET 6bb CB3aHO C

OOC/TY»K/BAHVEM. * 11.4. 3amveHa
(1) 3aveH1Tb HanpaB/IAHoLLYHO KOMI/IEKTYHOLLIX
cHapsiIa 1 cam cHaps, * 11.5 ¥Ypanenve
(2) Yoamtb koHaeHcar KOHAEeHCara 13
(3) MoxanyiicTa,, MpoBepLTE BO3ylLHOIO
COCTOsHVIE, COOPKU KOMIpeccopa
anr/mKaTrooa:
* 3.4.3 PucyHoK 2
Koneco He katuress  MepemecTiTe.obopyaosaHye, TpaECIOpTVPOBKA KaMeca
NP NePEMELLIEHW  YCTaHOBMB KOJIECO B «CBOOOAHOE» ' ¢4y TEHHOMD U
060pY/10BaHVIA. MO/IOKEHVE, <<3a6n8306|<|/|u :ppoe LU,

B creaytoLLyx criyyasix octaHoBute paboTy, OTK/IKOHMB MUTaHne-060py/40BaHUA, 1
06paTUTECH B CEPBVCHBIV LIEHTP!

- [NaBHbIA BbIKMKOHATE b MATAHUA CAMOMPOV3BO/IbHO BbIK/THOHAETCS.

- )KK-3KpaH naHe/m ynpaeneHys He 3aropaeTcs, Korfa NiTaHvie OTK/IHHaeTcs, a
3arem CHOBa BK/MHOHAETCH.

- Korpa ctvimynaums He Npoms3BoamTcsl MCTONIETOM.

- 3Ha4oK TeMMepaTypbl.Ha 3KpaHe MATaEeT, 1 060pyAoBaHMe He paboTaer.

- Coo0LLieHVe, YKa3biBatowee Ha OTCYTCTBYE CBSA3V MEXY MCTO/IETOM U
OCHOBHbIM G/I0KOM, MOSIBNSETCA MOCTOSIHHO.

11.7 PeryndapHblii oCMOTp ANdA nogaep>XaHusgd paboTocnocob6HOCTH

UroBb! rapaHTUpoBaTh (GE30MacHoe 1Crosb30BaHVie; 00s3aTesbHO MPOBOAMTE PEry/IAPHLIE OCMOTP
Y UE/IOBEKa, MOyUVBLLErO paspeLlieHr e OT KOMMaHWA,-OayH pas B rof,

11.8 lapaHTuK4
[0 3JTOT NPOAYKT MPOM3BOANTCA B NPOLECCE MHTEHCMBHOIO KOHTPO/A KaYeCTBa U MHCTIEKLMN.

0 KomreHcauya 3a peMOHT Y 3avieHy MpodyKTa OyaeT Nnpom3BOaMTLCA B COOTBETCTBUM C
«[paBWIOM KOMIeHcaLym TpaBM RoTpeduTenei», 00bAB/IEHHIM-COBETOM M0
3KOHOMNYECKOMY M/IaHVPOBaHMI).

O lapaHTWAHBIA CPOK Ha JaHHOe 0bopyaoBaHve -1 rof,

0O EC/m B TeueHre rapaHTUAHOro-cpoka npu HOpMasibHbIX YCIOBYSIX SKCTUTyaTaLyiv BOSHUKHET
HEVICrPaBHOCTb, 000pYyaoBaHVe ByaeT 6ecryiaTHO OTPEMOHTVPOBAHO B HaLLEM
CEPBVICHOM LiEHTPE.

) Ecm npobnema ¢ 06opyoBaHneM BO3HVIKHET B TEHEHVe FapaHTUAHOIO nepurosa,

NOAroTOBLTE CIEAYHOLLYIA 3arpPOC B CIyKOY NOAASKN KIMEHTOB, UTOObI COOBLLYTL O HEM
HaLLe KOMIMaHWW.
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OPTIMUS-Pro pykoBoACTBO No akcnayatayumn

dopma 3anpoca Ha 06CNy>KUBaHNE K/INEHTOB

Liens stoin dhopMbl - NOMyYnTb MHGXOPMAaLVIKO, KOTOpasi NO3BOSIUT HaM ObICTPO 006pabaTaTh Balll
3anpoc Ha o6y BaHve. MoxanylicTa, ONMLLUTE HEVCTPaBHOCTb WM OTK/IOHEHWE OT HOPMbI Kak
MOXHO MOoapoGHee.

1 VHdhopmauysi 0 nosb3oBaresie
- HazBaHve 60/bHMLIBI

- Agpec 60/bHULIB:
- v nonb3oBarenis / Homep TenedooHa: (Ten ')

2. HdhopmaLwst 06 1Crosb3yemMoM 060pyAOBaHN
- HassaHve mogemn: OPTIMUS-Pro

- [ara nokyrku :

- CepuitHbIi HOMEp ToBapa:

3. OnmcaHre TexHnueckux npobriem-(OnmumTe Kak MOXHO MNoApo0Hee.)

4. KOHTPO/IbHbIA CIIMCOK M0/b30Bares
Ec/m HeT BO3MOXXHOCTW OTBETUTBL.Ha BOMPOC «Og» WK «HET», MPOCcboa BHECTV UHGDOpMALWIO B
KOMOHKY MpriMeyaHuii. Ecrv Bol'HE yBEpeHbl B OTBETE, OCTaBLTE)MO/IE MyCTbIM.

Homep IMyHKT ocvoTpa Pesynbtar  3amvevaHA
OLeHK/
1 FABMsSEeTCA /M UCTIOAB30BaHVIe 060PYA0BaHNA HEBO3MOXHLIM [alker
13-3a TEKYLLIErooTkasa?
Korga BbiKoHareNb MATaHMA  000pYydOBaHUA  BKIIHOMEH,
2 paboTaeT N aucrie Win Kakas-miobo YacTs-000pyaoBaHua?  [a/HeT
3 FABNAETCA [N BbIXOL, reHeprpyeMbIM 000pYA0BaHEM? [a/Het

3amMeTHO /M’ OT/IMHaETCS MOLLHOCTb BbIXOAHOIO CurHasia or
000pya0BaHVsi, KOrga OHO Obl10 YCTAHOB/EHO B NEPBbLIA pas?

HeT

4 Ecwm Zpa, TO KaK ©Obl Bbl ‘OUEHWWM pasHily B Ael
NMPOV3BOAUTENBEHOCTM B MPOLEHTaxX?
MOXETE /1 Bbl NMOYyBCTBOBATHL V3MEHEHVE

5 NPOV3BOAUTENBHOCTI, €C/IM MOLLHOCTL 060pYA0BaHMS Ha/Her
oTpery/mpoBaHa?

6 ECTb /1 yTeuka »aKocTy 13 06opyaoBaHus? HalHet

7 ECTb /M kakve-/mbo MOoBPeXOEHS BHELLHEM BWAE? [alver
OnmmTe 3TO B KOJOHKE MPUMEYAHIIA.

Moc/1e-NOHOrO 3arioNHeHVs dhopMis BEpHITE ee Ham
TenegoH :-H(82) 42-934-5560

P AKC . (82) 42-934-5562
3N1eKTPOHHaA no4rta ; service@remed.kr
[IFU-0-P (EN)] 65/66 2021,01.14 Pes.6
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PTIMUS-Pro pykoBoACTBO M0 aKCnayatauuu

12. KoHTakTHas nHdopmauunsa

0O Mokyrka NpofgyKTa 1 TEXHUYECKUIA 3arpoc

Anpec: 4-i stax, CuwmkoHllapk A 35, MaHr-po 255 6eoH-rn, ByHoaHr-ry, CeoHamCuh, KeHrn-ao
13486, Pecnyormka Kopea {4th A, SiliconPark A 35, Pangyo-ro 255 beon-gil, Bundang-gu,
Seongnamtsi, Gyeonggi-do, 13486, Republic of Korea)

TenedooH: + (82) 1588-7395

daKc; + (82) 31-696-4877

O  Cnyx6a rnoanepxku
Ampec: # 301 ~ 303, Murym TexHo Bopng I, 187, TexHo 2-po, HOceoHr-ry, TamkoH, 34025,

Pecryormka Kopesa (#301-303, Migun Techno World II, 187, Techno 2-ro,-Yuseong-gu, Daejeon,
34025, Republic of Korea)

TenedoH: + (82) 42-934-5560
dakc: + (82) 42-934-5562

[ EBponeficknii npeacTasnTesb
O6enm ca (Obelis sa)

Anpec:. bynbeap "eHepana Baxuca/s3, 1030 bproccenb, BE/TBIMAA
(Boulevard General Wahis 53, 1030 Brussels, BELGIUM

TenedpoH: + (32) 2-732-59-54

dakc: + (32) 2-732-60-03

Moyra: mail@obelis.net
O OHMavH-noaaepKka

http:/AMvwv. remed.kr

CE

2265
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MepeBog yKa3aHHOTO AOKYMEHTa-C aHIIMIACKOr0 A3blKa HAa PYCCKUAA3bIK BbINOMHEH NEPEBOAYNKOM YUNTpUHOBOM
FOnmeit AnekcaHapOBHOIA. MepeBoA SBNSETCS NPaBUIbHBIM, TOUYHLIM W NOMHbIM.
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(MpunoxkeHne dopma Ne 43)
[axaH Jlo ®vpm sHA HoTapy Ocime UHK.

PerncrpaumoHHbIin Homep 2023 - 10892
HOTAPUAJIbHOE CBUAE/IBCTBO

AHI MbOHIT CY, pgosepeHHoe nuuo, BbicTynatouwee ot uvenn PEME/ Ko., /ita. (REMED Co.,
Ltd.)

MeHepanbHbIi aupekTop blH-XéH, Ko (Eun-Hyun, Koh), CaHr-MoHr, /n (Sang-Yong, Lee)

B MOEM MPUCYTCTBUW NOATBEPAVUN MOANUCH YKa3aHHbIX LJOBEPUTENEN, MOCTaBAEHHbIE Ha

OEKNAPALUNN
3acBunaeTeNnbLCTBOBAHO cerofHs, 26 nonsa 2023 roaa, B 3T0 KOHTOPE.

[axaH J1o dupm sHA Hotapu Oduc HK.

OTHocuTCcs K: CeynbCKOM LEHTPasIbHOA PaioHHO NPoKypaType
[arsaHr bunguHr, 3 atax, 36 ToHLkaK-43p0

Ceyo-ry, Ceyn, Kopes

HoTtapuyc
/Moanuncs/
KBOH XIOK Y>KOH (KWONHYT>X JUNG)

Meyvatb; AaxaH Jlo Pupm aHa-HoTapn Odumc VHK.

[laHHas HoTapuasibHas KoHTOpa Monyyuna paspelleHne “MUHUCTpa rcTuumnm Pecny6nmkn Kopes
BbICTYMNaTb B KayecTBe TOCYJapCTBEHHOro HoTapuyca-C 6 sHBapAa 2010 roga B COQTBETCTBMM C
3akoHoMm Ne 11823.

[OarsaHr bungur, 3 atax, 36 TOHAXaK-A43po, Cedo-ry, Ceyn, Kopes 210MM x 297MMm
Ten. (02)590-0900. thakc: (02)3477-0957 flonroseutan bymara (1 auct) 70r/m”

MepeBog ykasaHHOTO JOKYMEHT A C aHITIMIACKOr0 11 KOPeCKOro S3bIKOB Ha PYCCKMASI3bIK BINONHEH NEPEBOAUYNKOM
YurpuHoBoii KOnmell AnekcaHApoBHOI. MepeBos SBNAeTCSA NPaBUbHBIM, TOYHBIM-U MOMHBIM.
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Poccuiickas depepayns
CaHkT-IMeTepbypr
TpeTbero aBsrycra fBe TbiCAYM ABajLaTb TPETbEro roga

A, TlapuH Wropb BnagumupoBuy, HoTapuyc CaHkT-lNeTepbypra, * CBMAETENLCTBY
NOA/IMHHOCTb MOAMMUCK MepeBogunKa YnrpuHosoin KOnumn AnekcaHApOBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUM.

JInyHocTb nognucasLUero JOKYMeHT yCTaHOB/IEHA.

3aperunctpuposaHo B peecTpe: Ne 78/63-H/78-2023-15-636.

YnnayeHo 3a coBepLleHne HoTapuaabHoro aeictams: 600 py6. 00 Kor.

W.B. d-apuH

LI “aKrdpmer
\%
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CaHkT-lMeTepbypr
CenbMOro aBrycTra fiBe TbiCAYM ABajLaTh TPETHErO roja
A, FapnH Wropb Bnagummposud, HoTapuyc  CaHkT-IeTepbypra, CBMAETENbCTBY
BEPHOCTb KOMWUW C NPeLCTaBNEHHOI0 MHe JOKYMEHTA.
JNncTbl 1-65 npefocTaB/eHHOro AOKYMEHTa IBNAKOTCS KCepOKOmnmei.
3aperuncTtpuposaHo B peectpe: Ne 78/63-H/78-2023-15-710.

YnnayeHo 3a coBepLue™le HoTapuanbHoro genctemna: 11790 py6. 00(kon.

N.B.MapuH

KiMMotinw “dcncoce”
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Appendix to the Instruction Manual
Extracorporeal shock wave therapy (ESWT) machine madel SALUS

-RSWT
(hereinafter referred to as ESWT device(s), product(s), device(s))

Before using this appliance, please read the instructionymanual and this
appendix to the manual carefully and save it for future reference!
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SAFETY INSTRUCTIONS

ELECTRICAL SAFETY PRECAUTIONS:

The rated voltage of the power supply for the ESWT apparatus is-220 V, alternating
current;

Make sure that all connecting parts (power cord or component-cables) are properly
connected to the ESWT machine;

Make sure the ESWT apparatus is fully grounded;

Repair, expansion and installation of the ESWT apparatus-must not be carried out by
anyone other than specialized personnel authorized by¢the: manufacturer. Arbitrary
disassembly / assembly_ of the ESWT device by the useris strictly prohibited;
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 ESWT device should be installed at
a considerable distance from the power source, any generator, x-ray equipment,
transmitter, mobile electrical wire, etc.;

Be careful of.poessible electromagnetic or other interference between the ESWT
machine 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 ESWT in a location where it is difficult to disconneet the power
plug or'ether detachable plug.

READ THE OPERATING MANUAL AND THIS APPLICATION BEFORE USING
THE APPLIANCE

WARNINGS AND PRECAUTIONS/EOR USE:

The installation and re-installation of the ESWT apparatus must always be carried
out by specialized personnel-authorized by the manufacturer:

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!

The installed ESWT apparatus is subject to regular-safety checks by specialized
personnel authorized by the manufacturer.

Repair or installation of the ESWT apparatus. 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.

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

e The operator and manager of the ESWT apparatus must fully‘/understand the
instruction manual and it must be kept in close proximity to the equipment.

» To prevent safety-related accidents and to ensure proper maintenance, the safety
signs, instructions, and regular inspection chart supplied with the ESWT apparatus
should be posted in a conspicuous place near the ESWT apparatus.

» Since the ESWT has a fan inside the body to circulate air,/.remove curtains or any
other items that may block the airflow around the ESWT.

» Do not use mobile phones;‘radios, mobile radio transmitters;-cordless toys, etc. while
using the ESWT device, 1n.close proximity to the ESWT apparatus.

» During the operation of the ESWT device, the patient'must not take drinks, water,
etc., which may affect-the operation of the ESWT device.

* Do not separate gun‘and applicator while ESWT s in operation, as this could result
in injury due to air-pressure release.

» Ifthe transmission_gel is not applied enough orif there is no contact with the skin,
patients may feel'pain because an air bubble is formed and a shock wave is generated.
Therefore, it issnecessary to apply a sufficient. amount of gel and press the gun firmly
against the patient to prevent pain.

(Gels registered in the territory of the Russian Federation* can be used as a transmission
gel (hereinafter referred to as the gel):

1) Ultrasound gel y""Mediagel with Aloe Vera juice according to TU.  21.20.23-001-
76063983-2019, registration certificate No. RZN"2021/15126 dated 19.08.2021.

2) Medical conductive abrasive gel ""Akugel-Preparation™ according to TTU 32.50.50-013-
66242897-2020, registration certificate RZN 2021/14167 dated 04/28/2021.

* Not included:in delivery.

e _The shock wave can be subjected to excess pressure when used around the lungs,
ears, and gastrointestinal tract.

s+~ Do not apply shock waves directly to the heart, head, or injured area.

o The ESWT machine should be used for patients who can accurately express and
convey pain during the procedure.

» Excessive pressure on'the treated area with a gun can cause skin damage such as
blisters and redness.

* Do not move the ESWT device during use because the gun may fall or the ESWT
device may be damaged due to impact or movement of the ESWT device.

Do not use the ESWT device in any of the following locations:
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in places where the temperature or humidity of the environment does-not meet the
requirements;

where corrosive or flammable gases may be present;

in places subject to strong shock or vibration;

in places directly exposed to wind and rain;

in dusty areas.

When using the ESWT in the following locations, use appropriate-and sufficient protective
measures:
* in places subject to static electricity or any other interference;
* inplaces exposed to intense electric or magnetic fields;
* in places located nearpower lines.
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§6MED
INTRODUCTION

The main purpose of the manual and this appendix to the instruction manual is to provide
the user with instructions for operating the ESWT apparatus, as well as information regarding its
repair and maintenance. The manual provides performance data for the (ESWT device, 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 ESWT
device correctly and without error, in order to achieve the specified safety and performance
standards.
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Tpurpose and contraindications

Extracorporeal shock wave therapy (ESWT) machine model SALUS - RSWT designed for
extracorporeal shock wave therapy . For more details, see "indications for use”

The ESWT device is suitable for professional use in hospitals’ and clinics by
physiotherapists.

Scope : in hospitals and clinics .
Indicationsfor use:
» stimulation of muscle fibers;
» improvement of local bteod supply;
Neurology:

- Pain syndromes: (dorsalgia , cervicalgia , trigemenalgia , tension headaches,
compression syndrome of the greater occipital nerve, piriformis muscle syndrome,
intercostal neuralgia, tunnel syndromes.

Polyneuropathy.

- Peripheral paresis: 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
Traumatology:

Joint diseases: arthrosis, arthritis

Rehabilitation: after arthroscopic operations, after injuries

Pain syndromes: impingement 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
Urology and gynecelogy:
- Overactive hladder
- Errectile dysfunction
- premature ejaculation
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- Syndrome of acute and chronic pelvic pain
- Rehabilitation after prostate surgery
- Hypotension of the bladder
- Detrusor sphincter dyssynergy
- Hyposthesia of the glans penis
- Pudendal nerve pathology
- Stress urinary incontinence
Gastroenterology:
- Irritable Bowel Syndrome
- Dysphagia
Cosmetology:
Increased muscle tone: abdomen, gluteal regionsshoulder, face
Decongestive therapy
Maxillofacial Surgery:
- Rehabilitation after CLS operations;
shoulder syndrome;
humeroscapular periatritis ;
physiotherapy for fractures ;

chronic'proximal plantar fasciitis in patients aged 18 years or older with symptoms
for 6 manths or more;

plantar fasciitis ;

traction degeneration of the plantar fascial band at the beginning of the medial
tubercle of the calcaneus;

repeated muscle contraction by, passing electric currents through the electrodes
without contact with the affected area of the body;

removal of pain sensations! (Jmyofascial pain, thick fiber pain , fine fiber pain ,
neuropathic pain , phantom-pain, fibromyogia );

treatment of osteoporosis;
treatment of fibromyalgia', arthritis, chronic fatigue.

providing a completely, non-invasive high-intensity-pulsed electromagnetic effect
on the musculature ofthe pelvic floor in order to rehabilitate weak pelvic muscles
and restore neuromuscular control in the treatment of urinary incontinence in
humans.

Contraindicationsfor use;
Contraindications for use in extracorporeal shock wave'therapy are as follows:
» should not be used in conjunction with other electronic medical devices;

* do not perform procedures in the area of the endoprosthesis;
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» The following patients must be approved by a doctor for the procedure:

> patients with high body temperature (more than 37 °C), the elderly.(over 85 years
old) and children (under 3 years old);

> person with implants (eg, artificial pacemaker, implantable infusion port, hearing
aid).

» The following patients should not be treated with the product-if:
> blood disorders, clotting problems, or use of anticoagulants;

blood-thinning drugs ( warfarin );

thrombosis;

oncological diseases;

with diabetes mellitus, diabetic neuropathy ;

pregnant women;

acute inflammation in the target area;

cartilage growth in children;

v £ V V VvV V V V

contact infeetious patients (to avoid transmission of infection);
> corticoid‘therapy for 6 weeks.

Attention! Shock waves should not be applied over air-filled tissues (lungs), nor should
they be used near major nerves, vessels, vertebrae, or on'the head.

Possible complications:

If any abnormalities are found, such as skin redness, pain, hematoma with petechiae,
hematoma, bleeding,swelling, you should immediately stop using the device and consult a doctor.

Possible side effects:
Side effects of extracorporeal shock wave’ therapy:
* edema;
* (redness;
* ~hematoma;
e pain.

With-pulsed electromagnetic exposure of high intensity, subjéet.to the conditions and rules
of transportation, storage and use, side-effects have not been identified.

10
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2 GENERAL DESCRIPTION OF THE ESWT APPARATUS

The ESWT device consists of a body , power cord, shock wave therapy guns, and shock
wave therapy applicators.

The body of the ESWT device is equipped with a key switch, an emergency stop button, an
LCD touch screen ( LCD -8") with ajoystick , a compartment for storing applicators, rollers for
moving with and without a brake, connectors for connecting shock wave therapy guns and a power
cord, and as well as pre-installed software (SW).

The display of the ESWT device is made built into the case and is located on the top panel.

The shock wave gun consists of a body, a striker, a guide and arubber insert, and is also
equipped with a cable for connection to the body of the ESWT machine.

Shock wave applicators are available in the following sizes: 6mm,_ 10mm, 15mm, 20mm and
35mm.

11
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3 DESIGN FEATURES AND APPEARANCE OF THE ESWT DEVICE

DESIGN FEATURES AND APPEARANCE OF THE ESWT DEVICE

Key lock
Applicator box

Figure 1. Appearance of the device in front (left)-and rear (right)

key lock - key switch;

CH 1(Gun 1) - gun shock wave therapy;

CH 2 (Gun 2) - gun shack wave therapy;

Emergency button - emergency stop button;

Controls - touch LCD display ( LCD -8") with joystick;

Applicator box - a eempartment for storing applicators;

CH 1( Gun 1) connection port - connection connector ~ of the shock wavetherapy gun;
CH 2 (Gun 2)-connection port - connection connector  of the shock wavetherapy gun;
power input terminal - power cord connector with holder bracket;

Figure 2. Power input terminal’- power cord connector with holding bracket

power switch - power switch.

12
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Figure 11 Applicator 20 mm

Figure 12 Applicator 35 mm

The ESWT, device has a pre-installed “proprietary software (hereinafter referred to as
software). After.turning on the product, the software starts automatically.
Table 1:-Software details

Name of the Software Version number Digital software Software Digital Software release
software identification name (identificationsnumber) identifier ID'Calculation date
of the software (checksum of the Algorithm
executable code)
RSWT FAV
(firmware - 1.00.11 - - 06/30/2017
firmware)
RSVEhS/W : 2.00.09 : : 09/18/2017
(software)

Note: Firmware firmware and/Software perform different functions together in one product.
Eirmware is designed to control the equipment - controls the_eutput according to the input from
the software), the software is.designed to control only what is shown on the display: therapy time,

buttons.

16

Pernctparmas MH & PocanpaBransope
www.nevacert.ru | info@nevacert.ru



R6M6D

Warning

Software updates should only be carried out by an authorized'representative.
The software is encrypted and cannot be modified by yourself:

CONTENTS OF DELIVERY:

1) ESWT device, model SALUS-RSWT - 1pc;
2) Shock wave therapy gun with cable - 2 pcs;
3) Power cord - 1pc;

4) Applicator 6 mm - 1pc;

5) Applicator 10 mm - 1pc;

6) Applicator 15 mm - 1pc;

7) Applicator 20 mm - 1pc;

8) Applicator 35 mm - 1pc;

9) Operation manual - 1 pc.

17
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4 TECHNICAL DATA

The operational and technical characteristics of the ESWT device correspond to tables 2-3.

Table2
Parameter name Value, norm
1 2
Overall dimensions of the ESWT apparatus (HXLxW), mm 993 x467 x501
ESWT body dimensions (HXLXW), mm 993x467x501
Dimensions of the compartment for storing-applicators (HXLxW), mm 70x242x72
Roller diameter with brake, mm 75
Number of rollers with brake, pcs 2
Roller diameter without brake, mm I6)
Number of rollers without brake, p¢cs 2
Mass of the body of the ESWT apparatus, kg 56
Shock wave therapy gun dimensions (HXLXW). mm 33.8x195.5x86.5
Shock wave therapy gun cable dength, mm 2000

Shock wave therapy gun holder.dimensions (HXLxW), mm

49 x77 x 106.4 _

Number of shock wave therapy guns, pcs 2

Weight of shock wave therapy gun, kg 0.6

Number of operating modes, pcs 1 (shock wave therapy)
Time of readiness for work after inclusion, min., no more 10
Maximum time of continuous operation, min., not less.than Long-term-with SWT
Power cord length, mm 1500

Power cord weight;.g 130

Rated supply voltage. V 220

Power consumption, KVA , no more 15

Nominal value-of the mains frequency, Hz 50

Display type built-in
Product weight without packaging / with packaging, kg 50/68
Joystick dimensions ( DiameterxHeight),.mm 34x14
Emergency stop button dimensions ( DiameterxHeight), mm 40x28

Key switch base dimensions ( DiameterxHeight), mm 30x11

Key switch dimensions ( DiameterxHeight), mm 21x14

Display specifications:

Display type

Dimensions (LxW), mm

color TFT LCD (Touch
Screen)
180x103

N.ote- Tolerances for all characteristics - + 2.5%, unless otherwise indicated.
T ab 1le 3 Characteristics of applicators

18
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. . Dimensions Impact surface .
Applicator size heightxdiameter)(, mm di:meter, mm Weight, g

1 2 3
Applicator 6 mm 40.0x31.0 6 3l
Applicator 10 mm 47.1x31.0 10 42.5
Applicator 15 mm 38.7x31.0 15 57
Applicator 20 mm 37.1x36.2 20 68
Applicator 35 mm 38.1x44.0 35 100.5

N ote- Tolerances for all characteristicsi=+ 2.5%, unless otherwise indicated.

The ESWT apparatus remains operational at temperatures from +10°C to +30°C, relative air
humidity from 30 to 85% and atmospheric pressure from 70 to 106kPa.

The operating mode is continuous and depends on the selected parameters.

Protection class against electric shock: I, working part Type/B F .

Protection against ingress of water and dust IP XO.

Service life - 3 years.

19

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru

KO



Hm B *
REMED -

SATERIALS USED IN MANUFACTURING

The ESWT apparatus is made of the following materials:
 ABS plastic PA 200 - for body and body elements, shock wave therapy gun,
applicators;
o Stainless steel 420 SS - for the body and body elements;
o XINJIANG grade SG-3 polyvinyl chloride for power cord, gun.cable and transducer
hose:
* Rubber grade IR -307 - for inserting the shock wave therapy-gun and applicators;
» Stainless steel grade AMS 5355 by Wire Company , Inc. _--for applicators.
The ESWT device does not contain’medicinal products, components of animal or human
origin.
’ In the manufacture of ESWT devices, urethane dyes are used: WHITE, BLACK, LIGHT
VIOLET (PANTONE 270C), COOlL-GRAY (PANTONE I0C).
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 THE ESWT MACHINE
6J1 Unpacking and installation

Open the package in accordance with the symbols indicated on it and carefully remove the
ESWT device and its components:
» Check the ESWT apparatus and its components for any mechanical damage;
* Incase of temperature difference, it is necessary that the ESW-I apparatus be at room
temperature for at least 8 hours;
* If any problems are found, contact the manufacturer's authorized representative
immediately.#

A Warning

» Save packing materials forfuture transport and storage;

» Disposal of packaging materials must be carried out in,accordance with your local
regulations.
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6.2 Preparing the ESWT apparatus for operation

6.2.J Installation method

When moving the ESWT apparatus, 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 4);

Place the ESWT machine on a flat and level surface;

Install the ESWT 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 +30°C and relative air humidity from 30 to 85%;

Connect the power cord to the body-of the ESWT (see Figure 2);

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;

Plug in the shock wave therapy gun;

Turn on the power switch located on the back of the ESWT (see Figure 1);

When the power is turned on, the manufacturer's logo will appear on the display of the ESWT
device for a moment and then:;the "Main Screen™ appears;

The patient is seated or-placed in front of the apparatus;

Connect the appropriate“applicator to the shock wave therapy gun;

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

Select the necessary-parameters for the procedure;

During the procedure, the display shows data on‘the parameters of shock wave therapy, as
well as warnings;

The duration of the procedure depends on the selécted parameters.

Power connection

Please use the original power cord.

Figure 14. Power cord

Please make sure the AC power supply meets the following/specification: AC 220(V),
50(Hz).

Connect the power cord to the.power cord connector on the back of the ESWT. 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

» Lack of grounding leads to a breakdown of static electricity and the failure of the
ESWT apparatus.
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6.2.3 Switching on

After installing the ESWT device, please follow the procedures below to‘turn it on:
» Before using the ESWT apparatus, carry out an appropriate safety check;
* Press the power switch on the back of the ESWT machine;
* Turn the key switch to the "ON" position on the top panel of.the ESWT machine;
* The boot image will appear on the screen;
o After 12-15 seconds, the system will display "Home Screen®;
* Now you can operate the ESWT device using the touch screen and control joystick.

6.2.4 Shutdown

To turn off the ESWT device, please follow the procedures below:
* Turn the key switch to.the "OFF" position on the top panel of the ESWT;
* Press the power switch'on the back of the ESWT.
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6.3 Operating mode parameters

The parameters of the operating modes correspond to table 4.

Table 4
Parameter name Value, norm
1 2
Operating modes Manual with the possibility of
entering. into the memory of the
device20:programs with adjusted
parameters of shock wave therapy
(frem M 1to M 20). Adjustable
parameters: number of strokes,
frequency, pressure
Frequency range, Hz 1-21
with resolution, Hz 1
and tolerance, % +20
Pressure range, bar 1-6
with resolution, bar 0
and tolerance, % +20
Range of number of beats, beats 100-5000
with discreteness, strokes 100
Standard sizes of used applicators 6, 10, 15, 20,35

24

Peructpamua MH & Pocanpasranzope
www.nevacert.ru | info@nevacert.ru



REMED

7 RULES FOR CARE, CLEANING AND DISINFECTION

A Warning

Before cleaning the guns, turn off the ESWT machine and disconnect the gun
cables from the connectors;

Preventive checks and cleaning of applicators, guns and external surfaces of the
ESWT apparatus can be carried out by users;

Cleaning of the inside of the ESWT body is only permitted by personnel
authorized by the manufacturer.

Your ESWT device should be cleaned regularly. The outside_of the instrument can be
cleaned using a clean and soft cloth maistened with 70% isopropy! alcohol.

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

Disinfectant - 70% isopropyl-alcohol.

A Warning

NEVER immerse-the ESWT device and its parts in water or any solution, pour
water or any solution on the ESWT device and its parts;

NEVER allow liguid to enter the housing, switches, connectors, or any vents on
the ESWT;

ALWAYS wipe off excess liquid remaining on the surface of the ESWT
apparatus and its parts with a cloth;

NEVER use abrasive, corrosive cleaners.or cleaners containing acetone;
NEVER disinfect the ESWT device and its components using high pressure and
high temperature.

Periodically clean the exterior of the ESWT machine, gun, and touch screem with a soft cloth
dampened with 70%isopropy! alcohol.

After each(shock wave treatment, clean’ the applicator with 70% isopropyl alcohol and a
smooth cloth. Regular cleaning of the applicators should be carried out once a week, as the gel
used during the-procedures may stick to the applicator after prolonged use and may affect the
generation of'the shock wave.

Use running water to clean the applieators. If the gel does not wash off well, it is effective
to submerge-the applicator in water for 2-3 hours and then rinse. After washing, remove water with
a soft dry cleth and dry at room temperature for more than 1hour.

To ensure safe use, the internal cleaning of the ESWT housing.must be carried out 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 ESWT apparatus:
ESWT device model;
manufacturer's logo;
serial number;
date of manufacture;
Rated voltage;
alternating current;
rated frequency;
maximum power consumption;
authorized representative. in the European Community;
working part type BE
general warning sigm;
refer to the instruction manual;
do not dispose of.with household waste;
name and address of the manufacturer;
do not push;
do not sit;
CE marking:
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Symbol Meaning
Do not stack.

Keep out of the rain

f Fragile

This side up

Recyeling

8. 3 Decoding of all marking symbols:

Symbol Meaning

)K Warning
Q Attention

Don't push

Don't sit

Type BF

Work instructions

Operating instructions

Serial number

Peructpamnus MH B PocagpaBragzope
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Description
Indicates that items/cannot be stacked
vertically, either dug to the nature of the
shipping packaging or:the nature of the items
themselves.

Indicates that the transport packaging should be
stored away from;rain and in dry conditions.

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

To indicate the correct vertical position of the
transport package.

To specify the location of a trash can or
container

Description

Warning of'danger to the life of the operator if
the precautions are not observed

Notice ©f precautions to be taken to avoid injury
or damage

It isforbidden to push

Itiis forbidden to sit on the surface

Working part type BF

You must follow the @perating instructions

You must follow-the operating instructions

Product serial-number
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Symbol Meaning
Authorized Representative
in the European
Community

vendor code

REP

Manufacturer
date of manufacture

Do not stack

Keep away from moisture
fragile

Top

Reuse

Off (power)
Included (food)

Alternating current

Do not dispose-of with
household waste

X
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Description
Authorized Representative in the European
Community

Product number

Manufacturer

date of manufacture

Note on the prohibition of stacking products in
packaging

Instruction on:the need to store the transport
packaging away from rain and in dry conditions

Fragile. ‘Carefully

Specifying the Correct Vertical Pesition of the
Shipping Package

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

Designation of the positign-of the mains switch
corresponding to disconnection from the mains

Designation of the pasition of the mains switch
corresponding to the inclusion in the network

Indication on the product label about the need to
connect the product through the appropriate
connector only o AC sources

Indication of the-need for disposal at separate
collection paints for recovery and recycling
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Symbol Meaning
Temperature Range

Humidity range

Atmospheric pressure
range

dangerous voltage

CE marking

Peructpamnua MU B PocagpaBHagzope
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Description
Indication of the maximum and minimum
temperatures for storage, transport-and operation

Specify the permissible upper and lower limits of
relative humidity during transportation and
storage

Indication of permissible upper and lower limits
of atmospheric pressure during transportation
and storage

Caution, dangerous voltage

CE marking
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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, keys. From above it is closed by a package from
polyethylene. Then the outer carton is put on.
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10 SAFETY REQUIREMENTS AND ENVIRONMENTAL PROTECTION

10.1 Safety requirements
Electrical Safety Precautions:

The rated voltage of the power supply for the ESWT apparatus is 220 V, alternating
current;

Make sure that all connecting parts (power cord or component_cables) are properly
connected to the body of the ESWT;

Make sure the ESWT apparatus is fully grounded,;

Repair, expansion and installation of the ESWT apparatus must not be carried out by
anyone other than specialized personnel authorized by the<manufacturer. Arbitrary
disassembly / assembly of the ESWT device by the user.is/strictly prohibited;
Before connecting otherequipment 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 ESWT-device should be installed at
a considerable distance from the power source, any generator, X-ray equipment,
transmitter, mobile electrical wire, etc.;

Be careful of posSible electromagnetic or other_interference between the ESWT
machine 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 ESWT in a location where-it.is difficult to disconnect the power
plug or other.detachable plug.

The safety of the'lESWT device complies with the-requirements of IEC 60601-1.

For electromagnetic compatibility, the ESWT device 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 classaccording to LLIC 62304 - B.

10.2 Envirenmental protection

The materials used in the manufacture 0f'the ESWT device should not pose a danger to
human life, health and the environment both during operation and after the end of its service life.

The main type of possible hazardous impact on the environmentyis pollution of the
atmospheric ‘air of populated areas, soils and.waters as a result of:

emergency leaks (placers) of production materials;
unorganized waste disposal-on the territory of the manufacturer or outside it;
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 ESWT device 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 ESWT device by sea should be carried out in_aecordance with the
"Safety Rules for the Sea Transportation of General Cargoes”. Type of shipment - containers and
small shipment.

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

The ESWT device, during transportation, must be resistant to ‘mechanical stress, with the
following parameters:

» vibration loads - frequeney range 10-55 Hz with a displacement amplitude of 0.15
mm;
During transportation it is prohibited:
* push the package with-the ESWT apparatus;
» sit on the package with the ESWT apparatus;
» stack packages with ' ESWT devices.

11.2 Storage conditions
The ESWT device, when stored, must be resistant.to climatic influences at an ambient
temperature of -10°C to +60°C, relative air humidity of not more than 80% and atmospheric
pressure of 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

The user should routinely inspect the ESWT device, «cables, guns, and
applicators for damage that could affect patient safety or-performance. The
recommended inspection interval is one week or less. Repair damage before
using the instrument;

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-ESWT apparatus:

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

» Clean the outside of the ESWT apparatus so that there are no foreign objects;
» Thejoystick for'controlling the ESWT apparatus, etc., must not tremble;
e The various parts attached to the ESWT apparatus must not shake.
12.2 After a long period of storage, be sure to checkthe ESWT device before using it.
12.3 Removing condensate from the air compressor

Condensation must be removed after every 1,500,000 discharges of use. Otherwise, it may
cause a malfunction or an unpleasant odor. More frequent condensate draining may be required
depending on the ambient humidity.

12.4 Replacing gun consumables

The hammer; guide and rubber insert of the'gun are recommended to be-changed after every
1,500,000 to 3,000,000 (3 bar, 15 Hz) strokes of use, but the replacement period may vary
depending on‘eperating conditions.

12.5 TFo ensure and guarantee safe use, be sure to check the ESWT apparatus, 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 casing of the ESWT device
should only be carried out by an-authorized representative of the manufacturer. Failure to
doso, may result in equipment failure and possible health risks..

Maintenance and repair.ofthe ESWT device by the useris 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.
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In case of post-warranty and out-of-warranty repair of the ESWT devicCe, contact the
authorized representative of the manufacturer in the territory of the Russian Federation: Infomed-
Neuro Limited Liability Company { Infomed-Neuro LLC ) at the address: 'Russia, 125445,
Moscow, Leningradskoe shosse, bid. 69, building 1, room I, fl . 1room 50; phone -7 495 645 47
00; email kitayeva @ im - neuro . ru .
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13 DISPOSAL INFORMATION

Disposal of the ESWT device must be carried out in accordance with SanPin 2.1.3684-21

for waste class A, including applicators and the transducer after preliminary disinfection, belongs
to class A - epidemiological safe waste.

The ESWT device must be disposed of if:
» end of service life;

» 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 ESWT device except for the purpose of disposal!

Premature disassembly of the ESWT apparatus will lead to its destruction!

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

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

It is guaranteed that the ESWT apparatus is free from defects related tothe production and
quality of production materials. Any defective part will be replaced if the ESWT device has not
been tampered with and the ESWT device has been properly used during this period. Make sure
that any malfunction is not due to inadequate maintenance of the ESWT(apparatus or failure to
follow the instruction manual. In the event of a malfunction, subject to the.operating requirements
in accordance with the operating manual, the manufacturer performs maintenance or replacement
of the ESWT apparatus.

The manufacturer or an authorized representative of the manufaeturer 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 ESWT device is damaged using unauthorized cleaning and disinfection
materials, no warranty is provided.

Authorized representative of-the manufacturer in the territory of the Russian Federation:
Limited Liability Company " Infemed-Neuro " (LLC " Infomed=Neiro ") at the address: Russia,
125445, Moscow, Leningrad.skoe-shosse, 69, building 1, room. I, fl . 1room 50; phone +7 495 645
47 00; email kitayeva @ im - neuro . ru .
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WARRANTY CARD

Product category

Manufacturer

Version Stamp

Serial number/art.. about sale

Dale of sale

Organization of the seller

Seller's signature

The product has been tested and has no damage.

| have read and agree to the terms of use.

Buyer's signature.

The warranty period is 12 months from the date of sale from the manufacturer's warehouse.

For warranty issues, please contact: Limited Liability Company " Infomed-Neuro " (LLC ”
Infomed-Neuro ") at the address: Russia, 125445, Moscow, Leningradskoe shosse, 69, building 1,
pom. I, fl . Lroom 50; phone +7 495 645 47 00; email kitayeva-@)im - neuro . ru .

Infomed-Neiro Limited Liability Company ( Infomed-Neiro LLC ) at the address: 1 Russia,
125445, Moscow, Leningradskoe-shosse, 69, building 1, pom. I, fl . 1room 50; phone +7 495 645
47 00; email kitayeva @ im - neuro . ru .

ATTENTION! Make sure that'the warranty card isfilled 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 columnsfor the guarantee center) must befilled in.

In case ofinaccurate or incompletefilling ofthe coupon,-the warrantyfor the product is considered
lost.

The manufacturer's warranty is carried out in accerdance with the Civil Code ofthe 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 operated 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-Neuro " (LLC " Infomed-Neuro ™) at the address: Russia; 125445, Moscow,
Leningradskoe shosse, 69, building 1, pom. I, fl . 1 room 50; phone +7 495645 47 00; email
kitayeva @ im - neuro . ru .
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16 ELECTROMAGNETIC COMPATIBILITY
1. EMC specifications

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

Warning

Because this ESWT device generates, uses, and radiates radio-frequency energy, other
medical and non-medical devices and wireless communications-may be affected. 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.

XK Warning

ESWT devices require special measures to .ensure ELECTROMAGNETIC
COMPATIBILITY and must-be installed and put into service in accordance with the EMC-
related information given insthe instruction manual.

Note:#

» Using devices such_as cellular phones, transceivers, or remote control devices that emit
radio waves nearthis 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:

* 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, etc.

2. EMC Corrective Measures

If this ESWT device is found to cause interference, the user is-encouraged to correct the
problem-by one or more of the following-methods:

* Keep other devices as./far away from this ESWT as possible to reduce
electromagnetic interference;

» To reduce electromagnetic interference, you can adjust the position of equipment and
other devices or thecangle between them;

» Electromagnetic interference can be reduced by changing the connection point of the
ESWT power cord;

e You can also “change the power supply~path to other devices to reduce
electromagnetic interference.
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The manufacturer assumes no responsibility for interference caused by using a non-
recommended connecting cable, or by modifying or altering the ESWT without, authorization.
Unauthorized modification or alteration of the ESWT device may void the user's authority to
operate this ESWT device.
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The list of regulatory documentation used by the manufacturer to confirm compliance:

EN 1041, Information provided by the manufacturer of medical devices

ISO 13485 , Medical devices - Quality management systems - Requirements for regulatory
purposes

ISO 14971 mMedical devices - Application of risk management to medical-devices
ISO 15223-1 . Medical devices - Symbols to be used on medical device labels, markings 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 €quipment - Part 1-2: General reguirements 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 - Colateral 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 devicesoftware - Software life cycle.processes

IEC 62366 . Medical devices - Serviceability applications

MEDDEV 27/1 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: Tests for cytotoxicity by the
in method vitro

ISO 10993-10¢ ¢ Biological evaluation of ymedical devices - Part 10: Skin~ irritation and
sensitization tests

EN 980 - Symbols used on the labeling of medical devices
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Registered No. 2023 “10889

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

Appendix to the User Manual.

This is hereby attested on this
26th dav of Jul,2023 at this office.

Daehan ‘Law Firm & Notary Office Inc

A -RATnrfg'tn Seoul Central District

Ai-i: -i-3}-cflS. 36
SfA

'OiiC

. (02) 590-0900. : (02) 3477-0957
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Prosecutors' Office
DaeGtvang B/D 3F. 36 Dongjak-daero,
Seocho—gu. Seoul, Korea

Attorney-at-law

KWON HYUK JUNG

This office hasbeen 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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Ceuyo-ry, Ceyn, Kopes

PernmcrpaunoHHblin Homep  2023-10889

HOTAPUAJ/IBHOE CBUAETEJ/IbCTBO

NaxaH JTo dupm aga'Hotapu Oduc NHK.

[areaHr bunguur,=3.atax, 36 ToHLXKaK-43p0
Cevo-ry, Ceyn, Kopes
Ten,+(02)590-0900
(pakc: (02)3477-0957

PenbeHas neyvatb: JaxaH J1o duvpm aHg Hotapu Odmc NHK.

210Mm X297MM
HonroseyHasa 6ymara (1 nmct) 70r/m~
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Norotun PEME/L (REMED)
KomnaHms no npon3BoAcTBY 060pyfoBaHMs 415 peabunmTayum

YTBEP>XJAHKO

JvpekTop

PEME/ Ko., ITa. (REMED Co., Ltd.)

bIH-XéH, Ko (Eun-Hyun, Koh), CaHr-VoHr, /in (Sang-Yong, Lee)
/Mopnuck/

21 mona 2023 .

MprnoxeHne K PYKOBOACTBY MO aKCMNayaTaumm

YCTPOIACTBO A/191 3KCTpaKopnopasibHOWN yaapHO-BOAHOBOM Tepanun (QYBT),
mogesnb SALUS-RSWT

Mpownssogutens: PEME/, Ko., ltg. {REMED Co., Ltd.), Pecny6nvka Kopes

LWTamn:

PEME[ Ko., Ita. (REMED Co., Ltd.)
"eHepasibHbIA LUPEKTOp

blH-Xé&H, Ko (Eun-Hyun, Koh)
Mognwuck /Mognucek/

Canr<MoHr, /n (Sang-Yong, Lee)
Mognwuck /Mognucek/

JInuHble neyaTn

Perncrpamnua MH 8 PocagpaeHagzope
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REMED

NMpunoXxeHne K PykoBoACcTBY Mo aKcnayaTtauwui
Annapat 3KCTpaKoprnopanbHOI yaapHO-BONHOBOI Tepanuu

(3YBT), mogenb SALUS-RSWT
(Banee no TekcTy - annapat(bl) SYBT, usgenue(s), npndop(bl))

Mpexae 4emM UCMNoNb30BaTb 3TOT MNPUGOP, BHMUMATEfIbHO NpoyuTaliTe
PYKOBOACTBO MO 3KcM/yaTauuum W JaHHOe MPUIOXKEHNE K PYKOBOACTBY W
COXpaHuUTe ero Ans AanbHeillero cnonb3oBaHns!

Peructpamnua MU B PocagpaBHagzope
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REMED
MHCTPYKUWA MO TEXHUKE BE3SOIMNMACHOCTN

MEPbI MPEJOCTOPOXHOCTW MO 3J/IEKTPOBE3OINMACHOCTMW:

* HomuHanbHoe HanpsXXeHue CeTU NUTaHMA ana annapata QY BT-coctasnset 220 B,
MepeMEeHHbIN TOK;

e Yb6eauTecb, YTO BCE COEMHUTEIbHbIE YacTW (LUHYP NUTaHMS AN Kabenun CoCTaBHbIX
yacTeil) NpaBUIbHO MNOAK/OYEHbI K annapaty JYBT;

e Yb6eguTecb, 4yTo annapat YBT nosHOCTbIO 3a3eM/IeH;

e PeMmOHT, paclunpeHue 1 yctaHoBka annapara 3YBT He LOKHbI BbINOHATLCA KEM-
nn6o, Kpome cneuyann3vpoBaHHOro nepcolana, YNO/ITHOMOYEHHOIO
npoussoauTenem. [pousBonbHas pasbopka / (cbopka annapata OJYBT
nosnb3oBaTeNleM KaTeropmyecku sanpeLleHa;

» [lepen nogknoYeHNeEM Lpyroro 0bopyLoBaHWsA, He-YKa3aHHOro B PYKOBOLCTBE MO
aKcnnyaTaummn, 00s3aTeslbHO MPOKOHCYNbTUPYWATECH Y  MPOU3BOAUTENA WK
YNONHOMOYEHHOI O-MpPefCcTaBuTeNs NPOU3BOANTENS;

» B0 un3bexaHue ‘BAEKTPUYECKMX MOMEX BO BPeMS MCNONb30BaHUA annapat QYBT
cneflyeT yCTaHaBNMBaTb Ha 3HAYUTENIbHOM (PacCTOAHUN OT WUCTOYHUKa NUTaHUS,
No6oro reHeparopa, PeHTreHOBCKOro 060py/i0BaHMSA, NepeaatoLlero yCTpomcTBaa,
MOOWIbHOI@ 3N1EKTPMYECKOro NpoBoa U T-f.;

e OTHecuTeCh) -BHUMATENbHO M3-32 BO3MOXKHbIX 3NEKTPOMArHUTHLIX WU APYruX
nomex mexay annapatom 3YBT un gpyrumn ycTporicTBamu;

o TIo cywectBy, TpeOyeTca He3aBucumas cuioBas LUemnb, &~ COBMECTHOE
MCNOABL30BaHWE  3HEPrMM C  APYTUMWU  3NEKTPOHHbIMWU  YCTPOWCTBAMW  He
peKoMeHayeTcs;

* He pa3smelyanite annapat QYBT B MecTax, rae Tpy4HO OTCOeAVHWUTL BUNKY MUTaHWS
WAV APYTYHO CbeMHYIO BUNKY.

MNEPE] NCTTOJ1IbSOBAHVEM NMPNBEOPA O3SHAKOMbTECb C
PYKOBQACTBOM IO SKCIJTYATAUWN N JAHHBIM MPNAOXEHWEM

APEAYNPEXAEHNA N MEPBI MPEAOCTOPOXHOCTW, AP SKCIMNIYATALNN:

e YcTaHOBKa M NOBTOpHAsyCTaHOBKA annapara OYBT Bcerfa Ao/mKHa BbINOMHATLCA
CreLmanv3vpoBaHHbIM, MEPCOHAIOM, YMOTHOMOYEHHbIM MPOV3BOAUTESNEM.

* BHumaHue! Cnepyer y6eamntbes, YTO Y NauueHTa HeT MeTa//IMYeCKMX NpesMeToB
BO Bpems MpPOBeAEHUs npouenypbl. HeBbINOJHEHME 3TOr0 YCNOBUA BO BpeMs
npoLeaypbl MOXET NPUBECTU K CEPLE3HOMY OXOTY KOXMN!

e YCTaHOB/MEHHbIV annapaT YBT noaneXxxuT perynspHbIM NpoBepkKam 6e30MacHOCTU
crneumann3vpoBaHHbIM NepcoHaIoM, YMNOHOMOYEHHbIM NMPOU3BOANTENEM.

Peructpamua MH B Pocampapnagzope
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REMED

e PeMOHT wwm ycTaHoBKa annapata JYBT [0/KHbI  BbIMONHATLCA  TOJLKO
crneunann3vpoBaHHbIM  MEPCOHANIOM, YMNO/SITHOMOYEHHbLIM  MPOUSBOAUTENEM, U
noaToMy ntobas Mpou3BonbHas pasbopka/coopka 060pyA0BaHUSA TO/Ib30BATENEM
KaTeropmyeckn 3anpeLLeHa.

* B uensax anektpobeszonacHocTn annapat OYBT Bcerga fo/KeH 0bITb MOAKNHYEH K
HafeXXHO 3a3eM/IEHHOMY UCTOYHUKY NMUTaHUA 41a paboThl.

e Onepatop ©n MeHefkep annapata JYBT [O/MKHbI ‘AOMHOCTHIO  MOHMMATb
PYKOBOACTBO MO 3KCMayaTauuun, ¥ OHO [O/HKHO XPaHWUThESA B HEMOCpeACcTBEHHOM
6/1130CcTN OT 060pYy0BaHNUA.

* YT06bl NpegoTBpaTUTh HecYacTHble C/lyyau, CBfA3aHHble C 6e30MacHOCTbIO, U
obecrneunTb Hag/exallee TeXxHNYeckoe 06CnyXXnsaHue, cnefyeTt pasmecTuTb 3HaKu
6e30MacHOCTU, WUHCTPYKUUW 1 Tabnuuy perynsapHbIX-npoBepoK, npuiaraemble K
annapaty 3YBT, Ha xopoLlo BUAHOM MecTe pAfom ¢ annapatom OYBT.

» [lockonbKy B Kopryce annapata QYBT ycTaHOBNIEH BEHTUNATOP AN LUMPKYNaUMn
BO34yXa, CNeflyeT/CHATb 3aHaBeCKW Unu Mlobble Apyrue npegmeTbl, KOTOPble MOTYT
6/10KMpoBaTh MNOTOK Bo3ayxa B6/1M3n annapaTadYBT.

» Bo Bpemsa akcriyataummn annapata QYBT He cnefyeT MCMNoNb30BaTb MOOW/bHbIE
Tefle()oHbI, -PagNoONPUEMHNKN, MOBWUIbHLIE  paguornepesaTymky, 6GecnpoBOfHbIE
UIPYLIKA U-T.4. B HENOCPEACTBEHHON 6/11M30CTU OT annapaTta JYBT.

* Bo Bpema-akcnnyatauum annapata YBT nauweHTy 3anpellaeTca. NPUHMMATb
HanUTKWY, BOAy W T. 4., KOTOPble MOryT NOB/MATL Ha paboTy annapata.dYBT.

* He pa3gensinTe NUCTONET K annNMKaTop BO BpeMsi paboTbl annapata-dYB I, Tak Kak
3TO MOXET NPMBECTU K TpaBMe M3-3a 0TAauu [aB/IeHNa BO3AyXa.

* [lpw )HemocTaTOYHOM HAHECEHWUW. TPaHCMWUCCUMOHHOIO rens; WM OTCYTCTBUU
COAPUKOCHOBEHUSA C KOXEeN nauueHTbl MOryT Mo4vyBCTBOBaTh. 60Mb, MOTOMY 4TO
06pasyeTcs BO3AYLUHbIA My3bipb W TeHepupyeTca yaapHas BonHa. [Moatomy
Heo6X0AMMO HaHeCTW [OCTAaTOYHOe KO/IMYECTBO refs 1 NAQTHO NpuXaTtb NUCTONET
K MauumeHTy, 4Tobbl NpesoTBPaTUTb 60/b.

(B 'KayecTBe TPaHCMWUCCMOHHOTO rens (fanee —refnb) AOMKEH NPUMEHATLCA™:
HecTepwuibHblli reb, ynydllaloWwnia cTeneHb nepegavn 4vepes.opraHnsm CARE SONIC
Kpem/E, C, G, Emkoctb: 250-“mn. CocTtaB: 3TaHO/, TPUITAHONAMWH, TNULEPUH,
nonvMakpunoBsasi Kucnota, Boja,. LiBeT: npo3payHbii. CPpOK TOAHOCTU: 2 roga C fatbl

naroTosneHns. CrTpaHa npomsBoguTens: Pecny6nuka Kopes. OrpaHuYeHUin no
COBMECTHOMY WCMOJIb30BaHUIO (C V3LENINEM - He 06HapY>KeHO.)

* B KOMNNEKT NOCTaBKW HE BXOAUT.

e YpapHas BO/IH&-MOXET MOABepraThCsi BO3AENCTBMIO U36bITOYUHOrO AAB/IEHUS MPU
MCMONb30BaHNN BOKPYT NETKUX, YLLIEA 1 XKeNyA04YHO-KMLLEYHOTO TPakKTa.
e He npumMeHsiiTe yaapHble BOMHbI HEMOCPEACTBEHHO K CEPALY, FOM0BE UM paHeHol
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obnactu.

* Annapat QYBT cnefyet ncnonb3oBatb A1 NaluMeHTOB, KOTOPbIe MOryT TOYHO
BbIpa3nTb U Nepeaatb 60/1b BO BPeMs npoueaypbl.

e Ype3amepHoe fAaBneHMe Ha 061acTb BO3AEWCTBMS C MOMOLLbIO. MNCTONETA MOXET
BbI3BaTb NOBPEXEHNE KOXXM, HanpuMep, BONAbIPU U MOKPACHEHMeE.

* He cnepyeT nepemewatb annapat YBT BO BpeMA UCMNOAL30BaHWUA, MOTOMY 4TO
MUCTONET MOXET YNacTb Uan annapat AYBT MoXeT 6bITh [OBPeXAeH 13-3a yaapa
nnn ABMKeHna annaparta YBT.

He ucnonb3yiite annapat YBT H/ B O4HOM U3 ClieAyHOLLNX MECT:

e B MecTax, rae Temneparypa uiv BNaXHOCTb OKPY>Katowlei cpefbl He COOTBETCTBYOT
Tpe6oBaHUAM;

* B MeECTaX BO3MOXHOI0 MPUCYTCTBMA KOPPO3UOHHLIX WAN BOCM/IAMEHAILLNXCA
rasos;

* B MecTax BO3MOXHOr0 BO3ZENCTBMA CUMbHbLIX YAapoB Uan Bubpauuu;

* B MecTax, HeneCpPeACTBEeHHO OTKPLITLIX AN5 BETpa U AOXKAA;

* B MECTax CKOMJIeHUA MNbINK.

Mpwn akcnayaTayun annapata OYBT B yKa3aHHbIX HKE MecTax npegycMaTpuBaiiTe
Hafnexawime v JocTaTouHble Mepbl 3aLLnTbI:
* B MeCTax BO3[eNCTBMSA CTaTUUYECKOr0 9AEKTPMUYECTBA UM NIOObIX APYIMX NMOMEX;
* B MeCTax BO3JeCTBMSA MHTEHCUBHbIX 3N1EKTPUYECKMX NI MarHUTHBIX NONeN;
* B MeCcTax, PacrnofioKeHHbIX BOMMSN ANHWUIA 3NEKTPOCHABXKEHNS.

Pernctpamus MH & Pocampasransope
www.nevacert.ru | info@nevacert.ru



REMED
COOEPXAHWE

BeeneHune
1 Ha3HauyeH1e 1 NpoTMBOMNOKa3aHuA
2 O6uee onucaHue annapata AYBT
3 KOHCTPYKTMBHbIE 0OCOBEHHOCTW U BHELLUHWIA BUA annapaTa AYBT
4 TexXHUYEeCKNe XapaKTepUCTUKN
5 Martepuasnbl, Ncnosb3yemble NMPU U3roTOBEHUN
6 icnonb3oBaHue annapata QYBT
6.1 PacnakoBKa 1 yCTaHOBKa
6.2 NoaroTtoeka annapata Q¥BT k paboTe
6.2.1 MeTo0A yCcTaHOBKU
6.2.2 MNogKyroyeHne K CeTU NUTaHus
6.2.3 BkutoueHue
6.2.4 BblKyloueHne
6.3 MapameTpbl PEXXUMOB paboTbl
7 MMpaBuna yxoaa, YACTKU 1 Ae3nHPeKumnn
8 MapkupoBKa
9 ¥YnakoBka
10 Tpe6oBaHNs 6€30MaCHOCTUN 1 OXpaHa OKPYXKatow|en cpebl
11 TpaHcnopTUpOBaHME N XpaHeHWe
12 TexHUYecKoe 06¢ny>XnBaHe Y PEMOHT
13 CBefieHns 06-yTUAN3aLNN
14 apaHTUN U3roToBUTENSA
15 CBefieHnsii0 peKknamaumax
16 SneKTpomMarHuTHas CoOBMeCTMMOCTb
MepeyeHb HOPMATMBHOW AOKYMeHTaLuK, KOoTopas NpUMeHseTCs
Npovn3BOAUTENEM ANA NOLATBEPXKAEHNA COOTBETCTBUA
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BBEAEHUNE

OCHOBHOM LieNbi0 PYKOBOACTBA M JaHHOTO MPUIOXKEHUS K PYKOBOACTBY N0-3KCN/yaTauum
SBNSETCS NPeAoCcTaBNeHNe Nob30BaTeN0 UHCTPYKUMK No paboTe ¢ annapatoM;dYBT, a Takxke
MH(opMaLmnK, Kacaroleicad ero pemMoHTa M TeXHUYecKoro o6cnyxusaHus.) B pykoBofcTee
MPMBOAATCA 3KCM/yaTaluMOHHbIe Mokasatenu annapata OYBT, ero ycraHoBka, pabota w
TEXHUYECKOE O0O6CNY)XMBaHME, a TakkKe WHgopmauma no 6e3onacHocTu. [leped Havanom
MCMONb30BaHUS MOMb30BaTe/lb [O/DKEH BHUMATENIbHO MpoYMTaTb PYKOBOACTBO W JaHHOe
MPUIOXKEHNEe K PYKOBOZLCTBY MO 3KCM/yartauum, Ytobbl npasuibHO 1 6e30wnbovHo paboTarsb C
annapatom QYBT, ¢ JOCTMXXEHNEM YKa3aHHbIX CTaHAapTOB 6e30MacHOCTU N 3KCMyaTauMOHHbIX
nokasarenen.
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REMED
1 HASHAYEHWE N TIPOTUBOIMNOKA3AHUA

Annapat 3KCTpaKopnopasbHON yaapHO-BOMHOBON Tepanun (JYBT), -mogens SALUS-
RSWT npefHasHauyeH 11 3KCTpaKopnopaibHOM yAapHO-BONHOBON Tepanuw: lMoapobHee CM.
«MOKa3aHNA K MPUMEHEHUIO»

AnnapaT 3YBT npurogeH Ana npog)ecCUoHasIbHOTO NPUMEHEHUS B 60AbHULAX U KTMHMKaX
Bpayamun-usnoTepanesTamu.

O6nacTb NpuMeHeHuns: B 60NbHULAX U KIIMHWKAX.

nOKa3aHMﬂKﬂpMM€H€HMPOZ

*  CTUMYNIAILMA MbILLIEYHBIX-BOIOKOH;
e y/yulleHne MeCTHOr 0! KpOBOCHAOXeHUS;
HeBponorus:
- boneBsble CMHAPOMbI; AOpPCaNTus, LEPBUKANTUA. TPUFeMeHanrus, ronoBHble 60m
HanpsHKeHWs, CUHAPOM KOMMPeccun 60/bLIOFQ. 3aTbIIOYHOIO0 HepBa, CUHAPOM
rpyLUEBUAHONM MBILLbI, MeXpebepHas HeBpanrus, TYHHeIbHble CUHAPOMbI.
MonnHenponaims
- Mapesbl nepuepnyeckne: napes NMLEBOro. HEPBA, Nape3 MasobepLoBOro HepB.a,
napes Nly4eBOro HepBa, nape3 CpPefMHHOr0-HEPBa, Nape3 NIOKTEBOro0 Hepsa, napes
BO3BPATHORQ_HepBa.
MNnekconatumn
MeXXrno3BoHoYHasA rpbixa
Mapesbl HeHTpasibHble
- CMUHaNbHaa TpaBMa, MOCMEeACTBUA WHCYNbTa FOIOBHOTO W CMUHHOIMO MO3ra,
NOCNEACTBMS ornepaumin Ha roflOBHOM-M CIMHHOM MO3re.
ANCTOHUN
ManocTesna
Peabunuraums nocse HeMPOXUPYypPruyeckKmx onepawuia
TpaBmatonoruns:
3aboneBaHMA CycTaBOB: apTposbl, apTpUTI
Peabunutaums: nocne apTpockonuUecKnx onepawmii, nocae Tpasm
EOvieBbie cuHAPOMbI: ;UMMOUAXMEHT CUMHAPOM, MuodacunanbHbIA CUHAPOM,
ANUKOHAWNUT, NNaHTapHblid (acynumnT, CUHAPOM TUOWALHOIO TpakKTa, CUHAPOM
KPeCTLOBO-NOAB3A0HOFO COYSIEHEHUS, TPOXaHTEPUT. NaToNorMs  BUCOYHO-
HMYXHEYETIOCTHOr O CyCcTaBa, NaToNorns axuinoBo CYXOXUINS, TUraMeHTUTbI
[BurartenbHble HapyLLEHWSA: TMJIOCKOCTOMNWE, CKOJIM03, AWCTOHWSA, CUHLPOM
aTpothmumn oT 6e3aeincTamns
Nnmatnyeckune -0Tekn
Yponorma v rmHeKoAorna:
- [nepakTMBHBIA MOYeBOI Ny3bIpb
- ppeKTubHas ANCHYHKLMSA
- MpeXxaeBpeMeHHas 3aKynaumus
- CHAPOM OCTPOW 1 XPOHUYECKOW Ta30BOW 60K
- Peabunutayms nocne onepauuii Ha npeacTaTeNbHON Xenese
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- FMNOTOHMA MOYeBOro nysbips

- [leTpy30pHO-COMHKTEPHAA AUCCUHEPTUs
- FnnocTesns ronoBKM NOAOBOroO YieHa

- [laTonorns cpamHoOro Hepsa

- CTpeccoBoe HefepXaHne Moyu

["acTposHTeponoruns:
- CUHAPOM pa3fpaXkeHHOr0 KULLeYHUKa
- Ancoparmns
KocmeTtonorus:

YBenMueHne TOHyca MBI L,: XXUBOTa, ArOAUYHOK 06MacTH, neya, nuua
MpoTBOOTEYHAA Tepanuns

UenoCTHO-NMLLEBAA XNPYpPrusa:
- Peabunurtaumsa nocne onepauuii UX;

* NJIEYEKNCTEBON CUHAPOM;

*  M/1e4eN0NaTOUHbIA TIepuaTpuT;

* (hu3moTepanua npy’ nepenomax;

*  XPOHWYECKMIA MPOKCUMa/bHBIA MNOAOLLBEHHbLIA hacMUT Y NaLneHTOB B BO3pacTe
18 et 1 cTapLle ¢ CMMNTOMaMu B TeYeHne 6'mMecsaLeB 1 60see;

* NnaHTapHblAgacuunT,;

* TpaKUMOHHAs -fereHepauus MOLOWBEHHOLO (acumanbHOro 6aHgaXa B Havane
MeAnanbHOro 6yropka nNATOYHON KOCTW;

* MHOrOKpaTHOe COKpalleHMe MbILL, CAROMOLLbLI NPONYCKaHWUSA 3M1eKTPUYECKNX
TOKOB Yepe3 3N1eKTpoabl 6e3 KOHTaKTa C-MOPaXXEHHbIM Y4aCTKOM TeNa;

e CHATMe 60NeBbIX OLLYLLEHMA (MUoacunanbHas 60/b, 60/1b TONCTOBOOKOHHASA,
TOHKOBOJ/IOKOHHas, HelponaTnyeckas, (haHToMHas, (prbpomunormns);

* JIeYeHMe OCTeonoposa;

* NleYyeHvie (hmbpomMuantum, apTpyuTa, XPOHNYECKON YCTanocTu.

o obecrieyeHne MOSIHOCTbIO HEWHBA3MBHOINO WMMY/NLCHOTO @AEKTPOMArHUTHOIO
BO3/ECTBUA BbICOKON MHTEHCMBHOCTW Ha MYCKynaTypy Ta30BOro fHa C Lefblo
peabunuTauny cnabblX Mblitl Tasa M BOCCTAHOB/EHWUSA--HEPBHO-MbILLEYHOIO
KOHTPO/ISA NPW NIeYeHUN HeflepXKaHns MOUM Y YerioBeka.

[MpoTuBONOKa3aHWA K NPUMEHEHHID:
[POTUBONOKa3aHUA K MNPUMEHEHNIO NPU  3KCTpaKopnopansHoW YyAapHO-BOHOBOW
Tepanuu.criegytoLme:
* He Cfnefyet MCMNonb30BaTb BMECTE C APYTMMU 3NEKTPOHHLIMU MeAULUHCKAMU
yCTpolcTBaMu;
* He cfnefyeT NpPOBOAUTL NpoLefypbl B 061aCTV 8HA0MNPOTES],;
e CregyloliMe nauueHTbl O/MKHbI ObiTb 0406PEHbI BpavyoM A/ MPOBeAeHWUs
npoLeaypsbl:
T nauueHTbl C BLICOKON TemnepaTypoi Tena (6anee 37 °C), noxunble ntoan (ctapuue
85 net) n getn (oo 3-x ner);
> Ye/fioBeK C UMNiaHTaTaMu (HanpuMmep, WCKYCCTBEHHbIA KapAMOCTUMYNATOP,
UMNNaHTUpyemas MHGY3NOHHasA MOPT-CUCTEMA, C/TYXOBOK annapar).
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* 3arpeLyeHo IeYnNTb C MOMOLLBIO U3AeNns CNefyowmnX naLMeHToB, MMeLWmX:
> 3ab0neBaHMA KpoOBW, NpobieMbl CO CBepTbiBAHMEM WAK-_ynoTpebreHne
aHTUKOAarynsHToB;
pa3XmkaroLLye KpoBb npenapats! (BaphapyviH);
TPOMGO3;
OHKO/IOrMyeckue 3aboneBaHus;
npu caxapHoM AnabeTe, ANA6ETUYECKON HeMponaTuu;
6epemMeHHbIe YXEHLLMHBI;
OCTpOe BOCNasieHWe B-LeneBoil 06nactu;
POCT XPALLEBOW TKaHW.y OETEN;
KOHTaKTHble MHPEKUYMOHHbIE 60/bHbIE (BO M3beXaHWe nepefayn UHGeKLUn);
> Tepanua KOPTUKOMAAMU B TeyeHue 6 Hefesb.

BHumaHume! YpapHble BO/SIHbI He/b3si HAHOCUTL MOBEPX HAaMO/IHEHHbLIX BO34YXOM
TKaHelh (Nerkmnx), a Takxke Ux He-APUMEHAIOT BO3/1e KPYMHbIX HEPBOB, COCY/A0B, MO3BOHKOB
NN Ha rosoBe.

BO3MO>XHble OCNO>KHeHUSA:

Ecnn o6HapyXeHbl Kakne-nnbo OTK/IOHEHWUS, TaKWUE) KaK MOKPaCHEHWe KOXu, 607b,
rematoma C MeTexusiMu, reMaToma, KpOBOTeYeHWe, OTeK;. CnefyeT HeMeA/IEHHO MpeKpaTuTb
MCMonb30BaHMe annapara UiAPOKOHCY/TbTUPOBATLCA C BPpayOM.

V V V V V V V YV

B03MO>KHble N060UHbIE AECTBUS:
Mo60oYHble AECTBNA NPU IKCTPaKOPNopasibHOM. YiapHO-BO/IHOBOW Tepanuu:
*  OTek;
* OKpacHeHMe;
* remaroma;
* 60/b.
Mpy  UMNYABCHOM 3M1EKTPOMarHUTHOM ‘BO3[ENCTBMM BbICOKOW WHTEHCUBHOCTU MpU
COGMIOAEHNN YCAOBWIA M MpPaBWN TPAHCMOPTUPOBaHUS, XpaHeHWs W MPUMeEHeHMs NO6OYHbIe

,D,eVICTBVIFI He BbIAB/1EHbI.
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2 OBLLEE OMNMNCAHUE AMMAPATA 3YBT

Annapat 3YBT coctout 13 Kopnyca, LHypa NUTaHWs, NUCTONETOB YAapHO-BO/HOBOM
Tepanun, a TakXXe annJvkaTopoB 415 yAapHO-BOTHOBOW Tepanuu.

Kopnyc annapata QYBT ocHalweH BbIK/OYaTesieM C K/IHOYOM, KHOMKOM aBapUHOro
BbIKNtOUeHMs, ceHcopHbiM XK ancnineem (LCD-8") ¢ AKOWCTUKOM, OTCEKOM [ANS XpaHeHus
annankKaTopoBs, pPosivKkamu A/ NepeaByKEHNA C TOPMO30M U 6e3, pasbéMamun 419 CoefuHeHUs
MUCTONETOB YAApHO-BO/THOBOM TepanuMn W LUHypa MUTaHWsA, a TakXXe.MpefyCTaHOB/IEHHbIM
nporpaMmMHbiM obecneyveHunem (MO).

Aucnneit y annapata 3YBT n3rotasnvMBaeTca BCTPOEHHbIM B KOPMAYC M pacnosaraeTcs Ha
BEPXHEeN naHenw.

MucToneT yaapHO-BO/IHOBOM Tepanun COCTOMT U3 KOpnyca, yAapHWKa, HanpasnsioLei 1
PE3MHOBON BCTaBKU, a Tak)Ke OCHaLLeH Kabenem 1 CoefrHEHNs ¢ Kopnycom annapata QYBT.

Annaukatopbl  ANA  Y4APHO-BOSIHOBOW  TepanvMu  W3rOTaB/iMBAlOTCA  CNeAYHLLMX
Tunopasmepos: 6MM, 10MM, 15MM, 20MM 1 35MM.
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Rt*. I,

3 KOHCTPYKTUBHbLIE OCOEEHHOCTW U BHELLHW BU AFINAPATA
JYBT

KOHCTPYKTWBHbIE OCOBEHHOCTW 1 BHELLUHWIA BUA AMMAPATA 3YBT

Key lock

PucyHok }. BHelwHuii Bug annapaTa cnepefu (cnesa) v caaan (cnpasa)

Key lock - BbIkntouaTenb € KI4oM;

CH 1(Gun 1) - nucToneT yaapHO-BONHOBOW Tepanuu;

CH 2 (Gun 2) - nuCTOAET yAapHO-BOMHOBON Tepanuy;

Emergency button - .KHONKa aBapuitHOr0 BbIK/HOUYEHUS;

Controls - ceHcopHbIid KK ancnnein (LCD-8") ¢ AKOWCTUKOM;

Applicator box - 0TCeK 419 XpaHeHUs annanKaTopos;

CH 1 (Gun 1)fconnection port - pa3béM COEAMHEHUS MUCTOMeTa YLapHO-BOSIHOBOW

Tepanuu,
CH 2 (Gun .2) connection port - pa3béM._COeAUHEHMSI MUCTOMeTa YAapHO-BOMHOBOW

Tepanuu;
Power input terminal - pa3bém LUHYypa NMTaHWsi CO CKOBON-aepXxaTenem;

PucyHok 2. Power input terminal —pa3bém LHypa NUTaHnsa co CKoboii-aep>KaTenem

Power switch - BbikIoUaTeb-ONTaHWSA.

12
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Applkator

PucyHoK 5. BHEWwH®I Bug NnUCTONeTaysapH0-BO/IHOBOW Tepanuu

Applicator - annnvkarop;
Start button - KHonka 3amycka.

PUCYHOK 6. Pa3mepbi.ncToneTa yAapHo-BONHOBO/-Tepaniy

6mm 10mm 15mm 20mm 35mm(option)

PVCYHOK 7. BHELLHWiA BUA annaMKaTopoB 1 UX TUNopasMep

14
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PucyHok 11. AnnavkaTop 20 MM

PucyHok 12. AnnsivkaTop 35 Mm

Annapat@YBT nmMeeT npeaycTaHOB/IEHHOE 3aKPbITOE MPOrpammHoe obecriedeHne (ganee
no Tekcty —1Q). Tlocne BKNKOYUEHMS U34eMs OPOUCXOANT aBTOMaTUYecKmin 3anyck MO.

HavnmeHoBaHue MpeHTnhrKaunoHHoe Howmep sepcun LintpoBsoi ANFOPUTM [ara Bbinycka
nporpaMMHOro MMA NPOrpaMMHOro (MAEHTUPMKALMOHHBI naeHTudmKaTop pacueTta nporpamMmMmHoro
obecneyeHmns obecneyeHus HOMep) APOrpPammHOro nporpaMmMHoro Lupposoro obecneyeHuns
obecneveHuns obecrneyeHus ngenTndukaTopa
(KOHTpONbHas [ApPOrpaMMHOro
cyMmma obecneyeHns
MCMOJTHAEMOr o
Koga)
RSWI FAV
(npolumBKa - 1.00.11 - - 30.06.2017
M10)
RSWT S/W ] 2.00.09 : - 18.09.2017
(No)

MpumedaHue: TIpolIMBKA MPOrPaMMHOrO  OGecriedeHnss U NporpammHoe  obecrieueHuve
BbIMO/HAIOT pasHble YHKLMM COBMECTHO B 0iHOM u3aenuu. Mpotumeka MO npegHa3HavyeHa ans

16
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23]

ynpaB/neHns 060pyf0BaHNEM - YNPaBseT BbIBOAOM B COOTBETCTBMM C BBOAOM OT.APOrPaMMHOI0
obGecrneyeHus), nporpaMMHoe obecrneyeHvie npegHasHaueHo ANs yrnpaBneHust TOAbKO TeM, UTo

0To6pa>|<aeTC$| Ha AucCnsiee: BpeEMEHEM Tepann, KHOMKaMun.

MpeaynpexaeHue

OG6HOB/IEHME MPOrpaMMHOro 06ecreyeHNs [O/MKHO MPOU3BOAUTLCS TOMbKO
COTPYAHUKAMM YMO/THOMOYEHHOI 0 npeacTaBUTeNs. MporpammHoe

o6ecrneyeHe 3aIMGPOBAHO M He MOXET GbITb M3MEHEHO 'CaMOCTOATE/bHO.

KOMIJIEKT MNMOCTABKW:

1) Annapat 3¥YBT, mogens SALUS-RSWT - 1uwr;

2) MucToneT yaapHO-BOMHOBOW Tepanuu ¢ kabenem - 2 LUT;
3) LLHyp nuTaHms - 1 wr;

4) AnnavkaTtop 6 Mm - 14T,

5) Annnunkatop 10 mm -=4LwT;

6) AnnavkaTtop 15 MM =1 wr;

7) AnnavkaTtop 20 My =’ 1 wT;

8) AnnankaTtop 35 MM~ 1 WT;

9) PyKoBOACTBO Mo aKCnyaraumm - 1.

Pernctpanus MH B Pocampasransope
www.nevacert.ru | info@nevacert.ru
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ANTEXHNYECKUME XAPAKTEPUNCTUKUA

JKcnnyatayMoOHHO-TEXHUYECKNE XapaKTepuCcTUKM annapata OSYBT=/COOTBETCTBYHT
Tabnuyam 2-3.
Tabnunuya?2

HanmeHoBaHMe mapameTpa 3HauyeHue, HopMa
1 2

MFabapuTHble pasmepbl annapata AYBT (BxAxLW ), mm 993 X467X501
Pasmepbl Kopnyca annapata QYBT (BxAXL ), mm 993x467x501
Pasmepbl oTceka ANnd xpaHeHus annaunkatopos (BxAxLW ), mm 70x242x72
OvameTp ponvka c TOpMO3OM, MM 75
KonnyecTtBo poNUKOB C TOPMO3OM, WT 2
OunameTp ponunka 6e3 TopmMo3sa, MM 75
KonnyecTBo ponnkos 6e3 TOpMO3a, T 2
Macca kopnyca annapata Y BT.Kr 56
Pasmepbl nuctoneta ygapHo-BoAHoBOM Tepanun (BxAxLW ), mm 33,8x195,5x86,5
OnvnHa kabena nuctoneta yaapHO-BONHOBON Tepanuun, Mm 2000

Pasmepbl gepxatens nuctofieTa yaapHo-BonHoOBOMW Tepanuu (BxAxL),

MM 49x77x106,4
KonumyecTBo NMCTONETOB.YJapHO-BOMTHOBON Tepanuu, W, 2
Macca nuctoneTa yLapHo=BONHOBOI Tepanuu, Kr 0,6
KonunuyecTtBo pexmmoB(paboTsl, WT 1 (ypapHo-BOoNHOBaA
Tepanus)
Bpems roToBHOCTU K paboTe nocne BKAKOYEHNSA, MUH " He 6onee 10
MakcumanbHOe BPEMA HempepbiBHON paboTbl, MUHw. HE MeHee MpoAOMKNTENbHBIA NpK
YBT
OnvHa WHypa mUTaHNA, MM 1500
Macca WHypa-AMTaHunAa, r 130
HoMuHanbHOE HaNpsAXeHne NuTato W e cetu, B 220
MoTpebndemana MowHOCTbL, KBA, He 6onee 1,5
HoMuHanpHoe 3HaYeHMWe 4acTOThl NuTatolen cetn. Iy 50
Bupa ancnsen BCTPOEHHbIN
Macca#u3fenms 6e3 ynakoBku/c ynakoBKom, Kr 50/68
Pasmepbl axoiicTuka (QuameTpxBblicoTa), MM 34x14
PasMepbl KHONKWN aBapuiiHOTO BbikNoYeHnsa (AnameTpxBbicoTa), MM 40x28
Pa3Mepbl OCHOBaHMA BblkAYaTens gns knwova (AnameTpxBoicoTa), MM 30x11
Pasvepsbl BbikAtoYyaTens and knwoda(AdvnametpxBbicoTa), MM 21x14

XapakTepucTuku gucnnes:
uBetHon TFT LCD
(Touch Screen)
Pasmepbl (AxLW), mm 180x103

Tun gucnnes

MpunmeyvyaHune - JoONycKM Ha BCe XapaKTepucTukum - = 2,5%, ecnn He yKkasaHo UHoOe.
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Tabnunuya3d XapaKTepucTuKKU annivkKaTopoB

Pasmepbl

Tunnopasmep annauMkartopa
(BbiCOTaxgnameTp), MM

1 2
Annaukatop 6 Mm 40,0x31,0
Annnaukatop 10 mMm 47,1x31.0
Annnnkatop 15 mMm 38,7x31,0
Annnaunkartop 20 MM 37,1x36,2
Annnaukatop 35 Mm 38,1x44,0

[LnameTp noBepxHOCTH
BO3ENCTBMSA, MM

6
10
15
20
35

Macca, r

3
31
42,5
57
68
100,5

MpumeyaHue - JonycKn Ha BCe/XapaKTEPUCTUKN - = 2,5%, eC/IK-He YKa3aHO WHOe.

Annapat QYBT coxpaHsieT CBOHO PaboTOCnoCO6HOCTL Npwt Temnepatype ot +10°C po
+30°C, OTHOCMTENbHOW BNaXKHOCTM Bo3ayxa oT 30 Ao 85% u aTMocthepHOM daBneHun ot 70 ao

106 Kl a.

PeXxum paboTbl - NPOAOIHKUTENbHBINA 1 3aBUCUT OT BblOpaHHbIX NapaMeTpoB.

Knacc 3awuTbl OT MOpaXKeHns 3MeKTPUYECKUM TOKOM: |, paboyas yacte Tun BF.

3awmra oT NPOHUKHOBEHMA BOoAbl U nbian 1P XO.
Cpok cnyxb6bl - 3 roga.

Peructpamua MU & Pocagopasramzope
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REMED
5 MATEPWAbI, NCIMNOJIb3YEMBIE MNP N3rOTOBJTIEHNI

Annapat 3YBT 13rotosneH U3 cnegyrowmx maTepuanos:
* ABS nnactuk PA200 - ana Koprnyca v KOpnycHbIX 3/1eMeHTOB, MUCTONEeTa Y4apHO-
BOJ/IHOBOW Tepanuu, anninkaTopos;
* HepxaBetowwaa ctanb 420SS - 4514 Kopnyca U KOPnyCHbIX 3/1EMEHTOB;
o TonusuHunxnopug Mapkm SG-3 XE4JIANG - pans WwHypa nutaHus, Kabens
MUCTO/IETa W LWINaHra npeobpasoBaTens;
e Pe3snHa mapkm IR -307 - ans BCTaBKM nucToneTa yaapHO-BOMIHOBOW Tepanun u
annynKaTopos;
* Hepxasetowas ctasib Mmapkn’ AMS 5355 npomssogctsa Wire Company, Inc. - ans
annanKaTopos.
Annapat QYBT He cofepXWUT feKapCTBEHHbLIX NMpenapaTrosB, KOMIMOHEHTOB XXNUBOTHOIO WA
4e/I0BEYECKOr0 NMPOUCXOXKAEHNS. .
Mpy wu3rotoBneHnn annapatoB IJYBT wucnonb3yrTca Kpacutenn YpetaH: BEJIbIA,
UEPHbI, CBET/1I0-®VIO/IETOBBLIN (PANTONE 270C), XONOAHbI CEPbIV (PANTONE
HOC).
) Bce LBeTOBbIE BapMaHTbl 06ecneymBaroTca NyTeM CMELLEHMSA OCHOBHbIX KpacuTeneil.
Bug v AnnTenbHOCTb KQHTAKTa C OpraHM3mMoM YenoBeka: KpaTKOBPEMEHHbIN KOHTaKT (He
6onee 24 4) ¢ NOBEPXHOCTbLH/HEMOBPEXAEHHON KOXM.
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6 WNCMONIb3OBAHVE AMMAPATA 3YBT

6.1 PacnakoBka nycTaHOBKa

OTKprBaVITe YMNakoBKY B COOTBETCTBUU C 0603HayYeHnAMN, YKa3aHHbIMWN Ha Hel, u

OCTOPOXXHO BbIHMMaiTe annapat 3YBT 1 ero coctaBHble YacTu:
» T[lposepbTe annapat 3YBT u ero coctaBHble 4YacTW Ha HalMume Kakux-moo

MEeXaHUYeCKNX NOBPEXAEHWIA;
e [pu nepenage Temnepatyp Heob6xoaMmo 4Tobbl annapaT+dYBT Haxoguncs B

YCNOBUAX KOMHATHOM TeMrepaTtypbl He MeHee 8 4acos;
e [pn O06HApYXeHUN  KakMX-NMbo Npob6rem  HEMEANIEHHO  CBSXXUTECH C
YNO/IHOMOYEHHbIM MpefCcTaBUTeNeM MPOU3BOAUTENS.

N\ TpeaynpexigeHnes

+ CoxpaHsiliTe yNnakoBOYHBIE) MaTepuasibl Ha Crlyyaid GyAyLlero TpaHCNopTUPOBaHNS

N XpaHeHNA;
* YTunmsayma ynakoBOUYHbIX MaTepuasioB [LO/HKHA APOBOAUTLCA B COOTBETCTBUU C

Tpe6OBaHI/IFIMI/I Bawlero MecTHOro sakoHojaTe/bCTBa.
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R€EMED

6.2 MogroToBka annapata OYBT K paboTe
6.2.1 MeTOLYCTAaHOBKM

Mpun nepemelleHnn annapata QYBT ncnonb3yoTca ponnkn Ha KOpnyce;

[na nepemeLLeHNs yCTaHOBUTE POJIMKM C TOPMO30M B OTKPbITOE COCTOSHME (CM. PUCYHOK
4);

Mocne nepemMeLLeHNs YCTaHOBUTE PO/IMKM C TOPMO30OM B 3aKpbITOe COCTOAHME (CM. PUCYHOK
4);

YcraHoBuTe annapat YBT Ha nnockoi 1 poBHON NOBEPXHOCTY;

YctaHosuTe annapat YBT B MeCTe ¢ NoAXOAsALLEN TeMMNepaTypoid. OKpYKatoLwen cpefbl 1
BIXXKHOCTbIO, U He yCTaHaB/IMBanTe BMECTE, e OHO OYAeT NOABEPKEHO BO3AENCTBUIO MbLIN UK
NNErKOBOCMNaMEHALLNXCA MaTepnanoB.: SKCNayaTupoBaTh npu temnepartype ot +10°C go +30°C
1 OTHOCUTE/bHOW BNaXKHOCTM BO3AyxXa 0T 30 go 85%;

MoaknounTe WHYpP NUTaHMsA K Kopnycy annapata 3YBT (cM. PUCYHOK 2);

MoaknunTe WHYP NUTaHUA.K PO3ETKE C 3a3eM/IEHNEM;

Y6eauTech, YTo WHYP NUTAHUA NOAK/THOYEH;

Mpexxae Yem BKOYaTb 060PYy0BaHMe criefyeT y6eanThEs, YTO PO3eTKa U Kabeslb NUTaHus
3a3eM/eHbl;

CnepfyeT 6bITb OCTOPOXHbLIM, YTOOLI He MOBPEAUTL 060PYAOBAHNE CU/IbHBIMW Yaapamu;

MoAKnunTe NUCTONET YAAPHO-BO/THOBOW Tepanuu;

BknounTe BblKNOYaTelb NUTAHUA, PACNONOXEHHbIA C3aam annapata QYBT (cM. PucyHok
1);

Mpn BKNHOYEHMM MUTaHWUA Ha gucnnee annapata QY BT Ha MrHOBeHWEe MOSBUTCA NOrOTUN
NPOM3BOANTENS N 3aTEM FOABNAETCS «I NaBHbINA AKPaH»;

MauveHTa ycaxKuBaroT UM YKNaabreatoT nepes annapaTom,

MoAcoeAMHAOT HEOOXOAMMbIM anmnanKaTop K AUCTONETY YAAPHO-BOIHON Tepannu;

Annavkatop pacnonaraloT Haf TpebyeMbIM yH4acTKOM Tefia B 3aBUCMMOCTU, OT 60NW;

Bbi6upatoT He0OX0aMMble NapaMeTpbl NPOBEAEHWS NMPOLEAYPbI;

Bo Bpemsi NnpoBeaeHns nNpoueaypbl Ha AUCH/IEN BbIBOAATCS AaHHble O NapameTpax yAapHo-
BOJ/IHOBOW Tepanui;-a Takke 0TobpaXKatoTCA npedynpexneHuns;

MpoLo/MKUTENBHOCTL NPOLEAYPbl 3aBUCUT OT BblOPaHHbIX NapaMeTpoB.

6.2.2 T[ToAKN4YeHNe K CeTU NUT aHud

cnosib3yinTe opurMHasibHbIA LHYP AUTaHKS.

PucyHok 14. LLIHyp nuTaHus
Y6eamTech, YTO UCTOYHUK TEPEMEHHOrO TOKa COOTBETCTBYET C/leAyHOLLEN creunupuKalui:
nepeMeHHbIN Tok 220(B), 50(IL).
MofcoeAnHUTE LWHYP MUTAHMA K pasbeMy LUHYpa NUTaHUA, pacrofioKeHHOMY Ha 3afHeu
naHenu annapata 3YBT. MoacoeanHUTe NPOTUBOMNONOXKHBIA KOHeL, LWHYpa NUTaHWUs K pPO3eTKe
CETU MEepPeMEeHHOro TOKa, MPUIro4HOM AN MCNOMb30BaHUS C MeSULMHCKUM 0060pYyA0BaHVEM.
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PO3eTKa [I0/MKHA UMeTb 3a3emreHne. Eciv Bbl COMHEBaeTeCh B HalMumMe 3a3eMIeHNS, CBSXKUTECH
C COOTBETCTBYIOLMM NepcoHanom Ballero neye6HOro yupexaeHus.

NpumeyaHmne
o OTCyTCTBME 3a3eM/IEHUS MPUBOAMT K MPOOOKH CTAaTUUYeCKOro ‘afieKTpuyecTea U
BbIBO4Y M3 CTpoA annapata QYBT.

6.2.3 BKntouyeHune

Mocne yctaHoBKM annapata OYBT pans ero BKIOYEHWS, OOXKanyicTa, BbIMNOMHUTE
cnefytoLume npoueaypsbl:

e [lepesg wucnonb3oBaHWeMm. annapata JYBT, nposeanTe COOTBETCTBYHOLLYIO
NPOBEPKY COONIOAEHNSA, TPEO0BaHMIN TEXHUKIN 6e30MacHOCTH;

e HaxmuTe BbMentoyaTenb NUTaHMS Ha 3afHeil NnaHeny annapara OYBT;

» TloBepHUTE BbIK/IKOYATENb C K/OYOM B MONOXeHUe-«BK/1» Ha BepxHeil naHenu
annapara QYBT,

* Ha akpaHe NosBUTCH KapTUHKA HaYa/IbHOW 3arpy3Ku;

* Yepes 12-15 cekyHp, cucTema 0To6pasnT «I 1aBHbIA 3KpaH»;

o Tenepb Bbl MoxeTe paboTarb ¢ annapatom  @YBT npu nomMowy CeHCOPHOro
Ancnies n [HKOUCTUKA YrpasBieHns.

6.2.4 BblKntoyeHune

[ns BbIKNOYeHNA annapata AYBT, noxanyincray BbINOAHUTE Cefytowme npoueaypb:
» [loBepHUTE BbIK/HOYATENb C K/OYOM B floN0XeHne «BbIKJ/1» Ha BepxHeil naHenw
annapata QYBT,;
* HaxmuTe BblkNtOYaTelb NUTAHUA Ha 3afHel naHenn annaparta QYBT:
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RrhaCMlik?;.ar* M< imp.

6.3 MNapameTpbl peXXNMOB PaboThbl

MapameTpbl PEXMMOB PaboThbl COOTBETCTBYIOT TabnuLie 4.

Tabnuuya4d
HanmeHoBaHWe napameTpa 3HayeHve, Hopma
1 2

PeXXmmbl paboThl PY4HQ'C BO3MOXXHOCTbIO
3aHeceHnsd B namaTb annapara 20
nporpamm-c OTPerynnpoBaHHbLIMM
napameTpaMu yaapHO-BOTHOBOM

Tepanumn (o1 Ml go M20).
Perynvpyemble napameTpbl:
KONMYeCTBO YAApOB, YacToTa,
[iaBneHve

[nana3oH yactoThsl, 'y 1-21

C AMCKpeTHOCTbHo, L, 1

N AONYCTUMbIM OTK/IOHeHVEM, % +20

[unana3oH faeneHuns, 6ap 1-6

C AVCKPETHOCTbHO, 6ap 0

1 JONYCTUMbIM OTK/TIOHEHUEM, % +20

Jrana3oH KonnyecTsa yAapos, yaapoB 100-5000

C AUCKPETHOCTbLIO, YAapoB 100

Tunopasmepbl UCMOML3YEMbIX ann/MKaTopoB 6, 10, 15, 20,35
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7 MPABUJIA YXOJA, YACTKWN N AE3VH®EKLINY

MpepynpexxaeHve

» T[lepen 4UCTKOM NUCTONETOB BbIKNOUMTE annapaT JYBT wm oTcoegnHuTe
Kabensa nucTosieToB OT Pa3bEMOB;

* [MpodmnakTnyeckne MPOBEPKM U UYUCTKA annjankKaTopoB, MUCTO/IETOB W
Hapy>XHbIX MOBEPXHOCTEeN Kopnyca annapata 3YBT MOryt npoBoguTbCA
nonb30BaTeNIAMU;

* YucTka BHYTpPEHHeN 4yacTu Kopnyca annapata JYBT paspewieHa TONbKO
nepcoHany, yrnosIHOMOYEHHOMY MPOU3BOAUTENEM.

Baw annapat 3YBT [JoMKeH -PETYNAPHO MPOXOAUTL YUCTKY. Hapy>XHasa NOBepXHOCTb
npubopa MOXET O4YMLLATbCA C WMCNONb30BaHWEM YUCTOW U MSATKOWA TKaHW CMO4YeHHOn 70%
N30MPONNIOBLIM CNIPTOM.

[e3nHpeKkLmsa MOXeT BbI3BarsNnoBpexaeHNne 060pya0BaHus; NPOBOANTE e€ TONbKO TOrAa,
Korfa 370 BK/IIOYEHO B MNnaH TeXHUYEeCcKoro obecny>KmBaHus, U.ouuulaiTe annapat QYBT nepef
npoBeseHVeM [e3VHMEKLNN.

CpeacTBo Ans Ae3vHgeKumn - 70% 130nponunoBbIin CnnpT.

A TlpegynpexaeHuve
HVKOTI QA He'norpyxxaiite annapaTt 3YBT \'ero coctaBHble 4acTu B BOAY WK
B KaKoii-nmbo: pacTBop, He HaimMBalTe BOAY WM KaKOW-NM60 pacTBOp Ha
annapat Q¥ BT 1 ero coctaBHble YacTu;
HVKOI LA ‘He gonyckanTe nonagaHusa XUAKOCTM B KOPMYyC, BbIKAYaTenu,
pa3beMbI AN B N06bIE BEHTUNAUMOHHBIE 0TBEPCTUA annapaTta JYBT;
BCEIJA BbiTUpaniTe M30bITOK >XUAKOCTW, OCTAKOLMIACA Ha AOBEPXHOCTU
annapaTta QYBT 1 ero cocTaBHbIX YacTel TKaHbIO;
HUKOI A He ucnonb3ylite abpasvBHble, pasbefatoline OUnNCTUTENN, WU
OYNCTUTENN, COAepKaLLLne aLleToH;
HNKOI OA He npoBoguTe fe3nHPpekumnto annapata 3YBT m-ero coctaBHbIX
YacTel C UCMOoNb30BaHMEM BbICOKOIO JaB/IeHNS U BbICOKOW TemmnepaTypbl.

MeproaMyecKn O4MLLANTe BHELLIHIOW, ' MOBEPXHOCTb annapata (QYBT, nuctoner wu
CEHCOpPHbIN 3KpaH MSATKOM TKaHbt, CMOYeHHOW 70% M30MponuIoBbIM CIMPTOM.

Mocre- Kaxaon npoueaypbl yAapHO-BOMHOBOW Tepanuu, O4YMcTUTe annauvkatop 70%
M30MPONUIGBLIM CMMPTOM W TNaAKOA TKaHblo. Heob6Xo4uMMO MPOBOAWTL PErYNAPHYHO YUCTKY
annanMkaTopoB OAMH pa3 B Hefento, Tak-Kak refb, UCMo/b3yemblil BO'BPeMSi Mpoueayp, MOXeT
npuAunaTs K annaukatopy mnocne “4AnTeNbHOro MCNosib30BaHMA- U MOXeT MNOBAUATbL Ha
reHepauunio yaapHO BOSHbI.

ANs 04MCTKM annanKaTopoB UCAO/b3YiTe NPOTOYHYHO BOAYLEC/N refib NI0OX0 CMblBaeTCs,
3(heKTMBHO MOrpy3nTb anmnankKarop B BOAy Ha 2-3 4aca, a 3aTeM MpPOMbITb. loc/ie MbITbA
yAaniTe BOAY MATKON CyxOil TKaHBH 1 BbICYLLUTE NPU KOMHATHOM TeMnepaTtype 6onee 1uyaca.

[ns obecrneyeHns 6e30MacHOro MCMoO/b30BaHWA, BHYTPEHHAS UYMCTKA Kopnyca annapara
QYBT fo/mKHa BbINONHATLCA O4WH pa3 B rof NepcoHasioM, YroJHOMOYEHHbIM NPOU3BOAUTENEM.
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REMED
8 MAPKMPOBKA

8.1 MapKkunpoBKa, HaHOCUMasA Ha 3TUKETKY, NPUKIEMBAEMYIO K Kopnycy annapata QY BT,

e MoAenb annapata QYBT;

e NIOrOTWN NPOV3BOAUTENS;

*  CEPUIAHBIN HOMEP;

e [laTa U3roToBJIEHUS;

*  HOMWHa/IbHOE HarpsKeHue;

*  MEepeMeHHbIl TOK;

* HOMWHasbHaa 4acToTa,;

* MakcuMaibHas noTpe6sigeMas MOLLHOCTb;

*  YNO/IHOMOYEHHbIN NpefAcTaBuTeNb B EBponeinckoM coobLyecTse;
e pabouyast yacTb TMna BE

o 06WWMIA 3HAK NpeaypeXaeHNs:;

e 006paTUTLCA K MHCTPYKLMU MO 3KCMyaTauum,
* He YTUIN3MPOBaTL-C ObITOBLIMU OTXO4aMU;

* HauUMeHOBaHWe w-anpec NPOU3BOAUTENS;

* He TONKaTb;

* He CUAETb;

* CE mapkunpoBka.

Perncrparma MH 8 PocaapaBHanzope
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ReM€D -

3HayeHne
He wtabennpoBarb.

CumBon

Bepeub oT foXaA

Xpynkuit

N

MepepaboTka

STOI CTOPOHON BBEPX

N\

OnwucaHne
YKa3sblBaeT, YTO MPeAMETbI HeMb3A
W TabennposaTb BEPTMKa/IbHO HUN U3-3a
XapaKTepa TpaHCNOPTHOM YNaKoBKK, HU M3-3a
XapakTepa caMux npeimMeToB.
YKa3blBaeT, YTO TPAHCMNOPTHYH YNaKOBKY

CnefyeT XpaHUTL BAann OT JOXKAA U B CYXUX
YCNOBUSX.

[ns 0603Ha4YeHUsA TOro, YTO COAEPXKMMOE
TPaHCMOPTHOWYNAaKOBKN XPYMKOE 1 C Hell
cnenyet obpallaTbCs OCTOPOXKHO.

[na 0603HaYeHNs NpaBuIbHOMO
BEPTUKAIBHOI0 NONOXEHWS TPAHCMOPTHOWA
YMNaKOBKM.

UT06bI YKa3aTb MECTOHaX0XAeHNe MYCOPHOro
6aKa 1Unn KoHTenHepa

8.3 PaclumdpoBka Bcex. CMMBO/I0B MapKNPOBKMN:

Cumson 3HaveHue
A MpeaynpexaeHve
A BHumMaHne
He-tonkatb
He cngetb

Tun BF

YKazaHus no pa6bore

YKa3aHua Mo akchnyaraumm

CepuiiHbIi HOMep

Peructparma MU 8 PocagpaBramzope
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OnucaHune
MpenynpéexaeHne 06 onacHOCTA A5 XKNU3HU
oreparopa npu Heco6/1K0AeHNN Mep
NpPeLoCTOPOXKHOCTU
YKa3zaHue 0 He06X0aMMOCTH CoBMAEHNS Mep
NpefocTOPOXKHOCTN BO M36eXaHWe TpaBM 1N
yuiepba
3arpellaetca ToNKaTb

3ar|peu.|,aeTCH CNAEeTb Ha NMOBEPXHOCTU

Pabouasa yactb Tuna BF

Heo6xo41Mo pyKOBOACTBOBATLCS YKa3aHWUSAMMN
no pa6ore

HeobxoanMo CAEA0BaTb MHCTPYKLMK NO
aKcnayaTaLum

CepuiiHbli HOMep n3genms
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REME€D

CumBon 3HauyeHmne
YNOMHOMOYEHHbIN
EC REP npeacTasuTeNb B

EBponeiickom coobLecTse
\Y ApTuKyn

MpounssoanTens

[Jarta npousBoacTsa

He wtabenmposats

bepeub oT BRArM

Xpynkoe

Bepx

MoBTOpHOE Ncnonb3oBaHWe

BbIknto4eHO (NuTaHue)

BkntoyeHo (nutaHue)

[MepeMeHHbIN TOK

He yTununsmpoBartb C
6bITOBLIMU OTXOAAMU
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OnucaHue
YNOMHOMOYEHHbIN NpeAcTaBUTelb)B
EBponeickom coobLyecTse

ApTUKYNn nsgenus

MpounssoguTenb

[laTa Nnpov3BOACTBa

YKasaHue 0 3arpere LUTa6efII/IpOBaHI/IFI I/I3A€I'II/II7I
B YNaKOBKeE

YKasaHne 0-He0OX0AMMOCTM XPaHeHMs
TPaHCMOPTHOM YNaKoBKW BAann OT A0X/AS U B
CYXMX YCNOBUAX

Xpynkoe, OCTOPOXHO

YKasaHue npaBuibHOr0 BEPTUKaALHOIO
MOMOXEHNS TPAHCMOPTHOW YNaKoBKM

YKazaHune 0 He06X04UMOCTUYTUIN3aLMN B
COOTBETCTBYHOLMX NYHKTAX N0 Npuémy
0TXO0/I0B, NOANEXALLNX BOCCTAHOBNEHUIO MK
nepepaboTke
O603HaYeHMe MONOXKEHUS CETEBOIO
BbIKNtOYaTENsA, COOTBETCTBYIOLLErO
OTK/IHOUYEHUNIO OT CEeTU

O603HaueHMe NONOXEHNS CETEBOTO
BbIK/IKOYaTENsl, COQTBETCTBYHOLLEr0 BKIOUEHNHO
B CETb

YKaszaHue Ha Tabimnuke naenus o
Heo6X0AMMOCTI-FNOAK/IOUEHUS N3aenns Yepes
COOTBETCTBYIOLMI PasbéM TONMBKO K
MCTOYHMKAM TIEPEMEHHOIO TOKa
YKazaHue 0-Heo6X0ANMOCTN YTUIN3aL N B
OTAEeNbHbIX MYHKTax c6opa Ans
BOCCTAHOB/NEHWS 1 NepepaboTKM 0TXOM0B
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R6MGD

Cyson 3Ha4yeHne
TemnepaTypHbIin gnanasoH

[nana3oH BNaXHOCTU

[lManasoH aTMoctepHoro
[aBNeHns

OnacHoe Hanps»xeHne

CE mapkupoBka

83> 0O
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OnucaHwne
YKazaHue MakCuMasbHOW U MUHUMAIbHOM

TemnepaTtypbl XpaHeHUsl, TPAHCAOPTMUPOBAHNS U

aKCMyaTaLum

YKa3atb AONYCTUMbIX BEPXHEFQ.UN HUXKHETO
npeaenos OTHOCWUTENbHOM BAKHOCTY npm
TPaHCMOPTUPOBaAHNN N XPaHEHUN

YKazaHue A0MyCTUMbIX BEPXHErO U HUXKHETO
npeaenoB aTMOC(epHOro AaBieHUs Npu
TPaAHCMNOPTMPOBAHNM K XPaHEHUM

OcCTOpOXHOE, OMacHoe HanpsXxeHue

CE mapkunpoBKa
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REMED
9 YTTIAKOBKA

CTUMYNSTOP, YNaKOBaHHbIA B MOMMITUNEHOBLIV NaKeT, YKNaAblBaeTcs B aMOPTU3MPYHOLLVE
BCTaBKM M3 meHonnacta. CBepxXy Ha amMOPTM3MPYHOLLYIO BCTaBKY, B CrelnaabHoe yrny6eHue,
YKNaflbiBAaeTCH KapTOHHAas KOPOOKAa, B KOTOPO HAaxoauTCs LIHYP NWTaHUs, KPOHLUTENH,
PYKOBOACTBO MO 3KCM/yaTalMy Ha PYCCKOM fi3blKe, Knoun. CBepXy 3aKpbIBAaeTCs MakeToM M3
MoNMaTWNeHa. 3aTeM HafeBaeTCs BHELLHSS KapTOHHAash KOPOOKa.
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REMED
10 TPEBOBAHWA BE30MACHOCTU M OXPAHA OKPY>XAIOLLLEV CPE/bI

10.1 TpeboBaHua 6e30MacHOCTU
Mepbl NPefO0CTOPOXKHOCTM MO 3/1EKTPOOE30MaCHOCTH:

* HomunHanbHoe HanpskeHWe ceT NUTaHWA ana annapata QY BT coctaBnsaet 220 B,
NEePEMEHHBIN TOK;

e Y0eautecb, 4YTO BCE COEAMHUTE/IbHbIE 4YacTU (WHYp MUTaHWA WK Kabenu
COCTaBHbIX YacTei) NpaBuIbHO MOAKNKOYEHBI K KOpnycy annapara QY BT;

e Y6eauTechb, YTo annapat AYBT NONHOCTLIO 3a3eM/IEH;

* PeMoOHT, paclimnpeHne 1 yctaHoBKa annapata QYBT He AOAXHbI BbINONHATLCA KEM-
nnoo, Kpome cneumann3vpoBaHHOro nepcoHana, YNO/THOMOYEHHOI0
npousgoamtTeneMm. [powusBonbHast pasbopka / cOopka annapata OJYBT
Mosib30BaTe/IeM KaTeropmyeckmn 3anpeLLeHa;

» [lepep nofkNOYeHNeM APYroro o6opyfoBaHus, He YKa3aHHOro B PyKOBOZCTBE MO
aKcnnyatauyun, 06s3aTelbHO  NPOKOHCYNbTUPYWTEEh. Yy  MPOM3BOAMTENS WK
YNONHOMOYEHHOr 0 MpeacTaBuTeNS NPOU3BOLNTENS,

* Bo usbexaHue 31eKTPMYECKNX MOMEX BO Bpemsi MCMNonb3oBaHMA annapaT YBT
cneflyeT ycTaHaB/BaTb Ha 3HAYUTENbHOM PacCTOAHMU OT UCTOYHUKA NUTAHUA,
No6oro reHepatopa, PeHTreHOBCKOro 060pyoBaHus, nepeaatoLlero yCTponCTea,
MOGWNBHOIO 3N1EKTPUYECKOrO NMpoBOAa U T. A.;

e OrTHecuTeCb BHMMATE/IbHO W3-32 BO3MOXHBIX ), 3/1EKTPOMArHUTHbLIX WAN APYTUX
nomex Mexay-annapatom 3YBT v apyrumu-ycTporicTBamu;

» Tlo cywecTBy.TpebyeTcs He3aBMCUMas CUNEBas LieMNb, & COBMECTHOE UCMO/Ib30BaHMe
3HEPrMM C APYTVMMUN 3NIEKTPOHHBLIMU YCTPOUCTBaMM HE PEKOMEHAYETCS;

* He pa3mewaiite annapat 9YBT B MecTax;FAe TPYAHO OTCOEAUHUTL BUIKY NUTaHUA
NN OPYIYHO CbeMHYHO BUMKY.

Mo 6e3onacHoCT annapaT AYBT cooTBeTCcTBYET TpeboBaHMaM IEC 60601 -1,

Mo 3NeKTPOMAarHUTHON COBMeCTUMOCTM anmapat YBT cooTBeTcTBYeT TpeboBaHuAM IEC
60601-1-2 (knacc-A, rpynna 1).

JKcnnyaTauuoHHasa npurogHocts B coorsercTaumm ¢ IEC 60601-1-6 n IEC-62366.

Knacc nporpammHoro obecneyeHus B coorBetcTeun ¢ IEC 62304 - B,

10.2 OxpaHa oKpy>atoLLein cpegbl
Martepuanbl, WCMOMb3yeMble MpPW~ -M3roTOBNEHMK annapata (QYBT, He [O/MKHbI
MPeAcTaBNATL OMACHOCTU A5 XXU3HW, 340P0BbA NIHOAEN 1 OKPYXKatoLLeid Cpefbl Kak B Mpouecce
aKcnyaTaumm, Tak 1 Nocne OKOHYaHUS e CpoKa.
OCHOBHbIM B/AOM BO3MOXHOIO OAACHOI0 BO3AECTBNA Ha OKPYXKatOLLYHO Cpeay SBnseTcs
3arpsA3HEHne aTMOCHEPHOro BO3AyXa HAceNeHHbIX MECT, MOYB 1 BOJ B-pe3ynbTare:
* aBapUiiHbIX yTeuyek (POcChinein) NPoV3BOACTBEHHbBIX MATEPVAsIOB;
* HEOpraHM30BaHHOIO ,3aXOPOHEHMS1 OTXOAOB Ha (/TeppuTOpuMU  NpeanpuaTus-
N3rOTOBUTENS WN BHE €r0;
* MPOM3BO/ILHON CBaJIKIA OTXOA0B B HEMPeAHa3HAUYeHHBIX A5 3TOW Lie/in MecTax.
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REMED

11 TPAHCIMOPTUPOBAHWE N XPAHEHUNE

11.1 YcnoBua TpaHCNOpPTUPOBaHUA

TpaHcrnopTupoBaHue annapata QYBT MOXeT OCyLecTBAATLCA BCEMU BUAAMMU KPbITbIX
TPaHCMOPTHbLIX CPeACTB M MpaBWiamy NepeBO3KU TPy30B, AEWCTBYHOLUMMU Ha KaXaoM Buje
TpaHcnopTa.

TpaHcrnopTupoBaHue annapata QYBT MOPCKUM TpaHCMOPTOM [LO/IKHO NMPOU3BOAUTLCA B
cooTBeTcTBUM C "lMpaBmnamm 6e30MacHOCTM MOPCKOM MEPEBO3KM reHepaibHbIX rpy3oB”. Bug
OTNpPaBKW - KOHTeHepamn 1 Mesikas oTrnpaBKa.

AnnapaT QYBT. npu TpaHCNOPTUPOBaHWUW, AO/MKEH OblTb YCTOMUMB K KAMMATUUYECKUM
BO3AENCTBUAM NpY TemnepaType oKpyakoulero so3ayxa ot -10°C ge-/+60°C, OTHOCUTENbHOW
B/IXKHOCTY BO3A4yxa He 6onee 80% un.aTtMocdepHbIM fasneHrem ot 7080 106 kla.

Annapat JYBT, npu TpaHCNOPTUPOBaHUWN, AO/MHKEH ObITb YETOMYMB K MeXaHWYeCKnm
BO3JeNCTBMAM, C NapameTpamu:

e BMOpaUWMOHHbIE Harpy3km - AmanasoH 4actot!{ 10-55 Tu c amnAnTygoi
nepemMeryeHuns 0,15 Mwm;

Mpn TpaHCNOPTUPOBaHWW 3amnpeLLaeTcs:

e TO/MKaTb yNakoBKy-c-annapatom JYBT,
* CWUAEeTb Ha YNakKoBKe c annapatom JSYBT;
* wTabenupoBaTh yYAAKOBKY C annapatamn JYBT.

11.2 YcnoBusa xpaHeHUs
AnnapaTt QYBT, np/-xpaHeHnn, AONXKeH OblTb YCTOMUMB K KIMMATUUYECKUM BO3AENCTBUAM
npu TemnepaTtype OKpyXKatoulero Bosgyxa oT -10°C.ao +60°C, OTHOCMTE/IbHOM BNaXHOCTU
BO3ayxa He 6onee 80%. ¥ aTmocthepHbIM AasnieHnem o1 70 ao 106 kla.
YcnoBua xpaHeHus:
. Bepeub oTBOAbI;
 bepeyb0T)NPAMbIX CONHEYHbIX NYYEil;
e He xpaHuTb BO3ne oborpesaTenei;
e He XpaHuTb B MeCTax CKOM/EHMA Nblau,

e W36erainte MecT, MNOABEPXEHHbIX =CUNbHbLIM yaapaM WAn BubGpalWu, BO3LENCTBUIO
XUMUKaTOB UK B3PbIBOOMACHbIX rasop!

32

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru



REM€D

12 TEXHUNYECKOE OBC/TY>XBAHVE NN PEMOHT

K TpepynpexaeHue

Monb3oBaTeNb [O/MKEH MPOBOAMTHL TEKYLW WA OCMOTP anmapata JYBT,
Kabenen, NUCTONETOB M ann/IMKaTOPOB Ha NpeaMeT X NOBPEXAEHWIA, KOTOPbIe
MOM'T  MOBMMATbL Ha  6e30MacHOCTb  nauueHTa uAM  UX  pabouue
XapaKTepuUcTUKU. PekomMeHayemasa MNepuUoAMYHOCTL MNPOBEPKM COCTaBNAET
OfHY He[ento NN MeHbLLE. YCTPaHUTE NOBPeXaeHUs Nnepes UCnosb3oBaHUEM
npuoéopa;

Mepuoanyeckas npoBepka.6e30MacHOCTU LO/HKHA MPOBOANTCA MEPCOHAaIoM,
YNO/IHOMOYEHHbIM  Mpou3BoauTeNneM. PeKoMeHAyemMasa  Nepuogn4vHOCTb
cocTaBnseT oguH rof;, /imbo Bbl A0/MHKHbI NPOBOANTH €6 B COOTBETCTBUM C
YCTaHOB/IEHHOW NeYebHBIM YUpPeXXaeHEM NePMOANYHOCTbLIO U NpoLesypamu.

12.1 Tekywmin ocmoTp annapata SYBT:
e BHewwHsAa 060n104Ka WHypa NuTaHna annapata SYBT, kabenein nUCTONETOB U T. .
He [0/DKHA OTCNavBaTbCA, BHYTPEHHWE NPOBOAA.HE AO/MKHbI OblTb OrofieHbl N He
[O/MKHBI ObITb MOBPEXAEHbI BHELUHUMM Yapamis;
e Ouunctute annapaT AYBT cHapyXu, 4TOObI He ObINI0 NOCTOPOHHMX NPEeAMETOB;
o JDKOWCTMK ynpaBneHnsa annapatom 3YBT u T. [ He AO/KEH APOXKaTb;
e Pa3nnyHble YacTK, NpuKpenaeHHble K annapaty: QYBT, He 4O/MKHbI TPACTUCD.
12.2 MMocne gnuTe/bHOINO XpaHeHUst 06s3aTeNIbHO~APOBepsAinTe annapat AYBT nepefg ero
NCMO/b30BaHMEM.
12.3 Y paneHune KoHgeHcaTa 13 BO34YyLUHOI0 KOMMpeccopa
KoHpeHcaT cneflyeT yaanatb nocne Kaxablx~1500 000 pa3pafoB mcnofis3oBaHusa. B
NPOTUBHOM C/lyyae 3T0 MOXET NPUBECTU K HEUCMPABHOCTW W MOSABEHUIO HENPUATHOMO 3anaxa.
B 3aBMCMMOCTM OT BAKHOCTW OKPYXXatoLLEein cpeabi-MOXeT NoTpeboBaTbCa 601e6-UacTbli 0TBOJ
KOHJieHcarTa.
12.4 3ameHa pacxoiHbIX KOMMOHEHTOB NUCTOeTa
Y OapHUK, HaNpasnaoLLYyH W Pe3HOBYH) BCTaBKY NUCTONETa PEKOMEHAYETCA MEHATL noc/e
Kaxabix 1500 000 - 3000 000 (3 6apa, 15 ML) pa3psfoB MCNONb30BaHUA,(HO NEpuMoj 3aMeHbl
MOXeT BapbypoBaTbCs B 3aBUCMMOCTU OT YCAOBUIA 3KCMJyaTauum.
12.5 A58, 06ecnevyeHmnst U rapaHTUin 6e30nacHOro MUCMo/b30BaHUA He 3abyabTe NPOBEPATH
annapat QYBT, BkNoYasa BHYTPEHHWE KOMIMOHEHTbl U BbIXOLHOE HarnpsXeHwe, nepcoHasioMm,
YNO/THOMOYEHHbIM NPOVN3BOAMUTENEM, OAMH Pas3 B rof,.

A ~[lpegynpexaeHue

MpoBepka cobnoaeHNss TpebOBaHWA TEXHUKM 6e30MacHOCTM WM TeXHUYEeCcKoe
obcnyXxmBaHue, Tpebytollee OTKPBLITUA Kopnyca annapaTta QYBT, A0/MKHbI NPOBOAUTLCA
TONIBKO O(pULMaIbHbIM MpeacTaBUTeNeM MPOU3BOAUTENA. B NPOTUBHOM Cyvae 3T0 MOXeT
NnoBAeYb 3a co60M HernonaLky 060pyL0BaHUA U BO3MOXKHYIO YFPO3Y AN 340POBbA.

He ponyckaeTcs TexHUYecKoe 06Cny)KmBaHMe U peMoHT-annapara 3YB'1l' nonb3oBaTesieM.
TexHUYeckoe OOCNY>XUBAHWE W PEMOHT MPOBOAMTCA TONbKO  YMNOSHOMOYEHHbIM

npeAcTaBUTENEM MPOU3BOAUTENS.
3anpeLlaeTcsi NPOBOAWTL PEMOHTHbIE PAabOThl MPY BKIOUEHHOM 3M1IEKTPONUTAHNN.
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REM€D

B cnyyae nocnerapaHTUAHOIO M BHE rapaHTMIMHOrO peMoHTa annapara YBT obpatarsbea
K YMNO/HOMOYEHHOMY TMpPeACcTaBUTEN0 MPOM3BOAMTENs Ha Tepputopun PP OO6LecTBO C
OrpaHMYeHHON OTBETCTBEHHOCTbIO «H(omea-Helipo» (OO0 «WHhomes-Helpo») no agpecy:
Poccus, 125445, r. MockBa, JleHMHrpaackoe Locce, goMm 69, kopnyc 1, nom.)l, at. 1, Kom. 50;
TeneoH +7 495 645 47 00; email Kitayeva@im-neuro.ru.
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13 CBEAEHWA OB YTUJTN3ALNN

YTtnnusaumsa annapata OYBT go/mkHa ocyllectenseTca cornacHo CaHlMue+2.1.3684-21 no
Knaccy 0TXofoB A, B TOM 4uc/ie annjvkatopbl U npeobpas3osBaTesib Mocne (MpeasapuTesibHO
Ae3VHMEKLUN, OTHOCUTCA K Knaccy A - anugeMnosormyeckne 6esonacHble 0TXobl.

Annapat QYBT noanexur ytununsaummn B ciyyae,

*  OKOHYaHWA CpPOKa CNyxobl;

*  MOATBEPXAEHUS (DAKTOB M OBCTOATENbCTB, CO3LAOLLUMX YIPO3Y YXKMU3HU U 3[40POBLIO
MefpaboTHUKOB W CBUAETENbCTBYIOLMX O HEBLIMOMHEHWA MpPefyCMOTPEHHOIO
HasHayeHus.

YTunusaunm Tak >ke noaneXxxuT BCA-YNakoBKa, B TOM YuCne U TRaHcnopTHaa. Y Tuamsauum
[O/MKHbI MOABEPraTbCa OTAeNbHO BymMara, fepeBo, MOANITUIEH U MjjaeTmMacca B COOTBETCTBUM C
npasuiaMu coopa, yuéta v yTUnm3aupuin ynakoBku.

He pasbupaiite annapat 3YBT, KpoMe Kak C Lie/1bio ero yrmamsauunn!

MpexaeBpemMeHHas pasbopka annapata QYBT npuBeaeT.K ero yHNUTOXeHUHO!

Annapat 3YBT fo/keH ObITb 0TCOEAUHEH OT CETU NUTaHMA Nepes pasdtopKoi!
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A<l rornr

14 TAPAHTUUN N3FOTOBUTEJTA

Ha annapat SYBT faeTcA rapaHTUs CPOKOM Ha 12 MecAueB CO AHA NPOAaXkn COo cKnaja
3aB0/a-M3roToBUTENS.

FapaHTUpyeTtcs, 4To annapat AYBT He nMeeT feeKTOB, CBA3aHHbIX € MPON3BOACTBOM U
KayeCTBOM MPOMU3BOACTBEHHBLIX MaTepuanos. Jltobas fedeKTHasd YacTb OyAeT:3aMeHeHa, ec/in He
NpoM3BOANIOCH BMeELLIATeNbCTBA B YCTPOMCTBO annapata AYBT un annapat.3YBT Hagnexaumm
06pa3om 3KcnayaTMpoBa/iCa BO BPeMsi 3TOro nepuoga. Y A0CTOBEPbTECh, UTO NGO cboli B
paboTe He MPOMCXOAUT U3-3a Hea[eKBaTHOro yxoaa 3a annapatom dYBT wunu HecobnogeHus
PYKOBOACTBa MO 3KcnayaTtauuu. B cnyyae BO3HWKHOBEHWS HEUCMNPaBHOCTW, NpPW COONHOAEHMM
TpeboBaHUA MO 3KcryatayMm B COOTBETCTBMM C PYKOBOACTBOM MO  3KCMJyatauuu,
NpPoV3BOAUTENb NPOU3BOANT TEKYLLMIA PEMOHT IGO0 3amMeHy annapata-3YBT.

Mpown3BoanTeNb UM YNONHOMOYEHHbIV NpeAcTaBUTeNb NMPOU3BOANTENS Ha TeppuTopumn PP
HEe HecyT OTBETCTBEHHOCTW 3a N06OM SINYHbIA/MaTepuasibHbIN YLLEPDB, BbI3BaHHbIV OLLMOOYHbLIM
MCNOMb30BaHMEM, 3KCMNyaTauueid [Na Uenei, OTAMYHbIX OT_Jnpegrnonaraemon uenm, u
He6PEXHOCTLIO NPKU 06CNYXXKNBAHWW NPOAYKTA.

O6paTute BHUMaHWe, 4TO B-C/yyae NoBpexieHus annapata SYBT ¢ ucnonb3oBaHMEM
HepaspelleHHbIX MaTepuanoB« AN UYUCTKA W [e3UH(eKUUN HUKaKue rapaHTum He
npesocTaBNATCS.

YNOMHOMOYEHHbIA NpeAcTaBUTElb NMPOU3BOAMTENS Ha TeppuTtopunm P®: OO6LLecTBO €
OrpaHUYeHHOW OTBETCTBEHHOCTLIO «UH(omea-Helipo» (OO0 «UH(pomea-Hellpo») no agpecy:
Poccua, 125445, r. MockBa;-JleHnHrpagackoe wwocce, fom 69, kopnyc 1, nom. |, at. 1, KoM. 50;
TeneoH +1 495 645 47 00;-email Kitayeva@im-neuro.ru.
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FAPAHTUMWHBIWN TANOH

Kateropusa nsgenus.

lMponssoauTens
BapuaHT ncnonHeHus LLiTamn
CepuiiHblin HOMep/apT.. 0 Npojaxe

Jata npogaxu

OpraHusaums npogaseL,.

Mognuch npojasua_

3genve npoBepeHo, NOBPEXAEHUIA HE UMEET.

C npaBunamu akcnayarauum o3HakOM/IEH U COTNaceH.

Moanuck nokynartens

CpoK rapaHTuu - 12 mecsues COAHA NPOAaXKN CO CKnaja 3aBofa-U3roToBuTeNs.

Mo Bonpocam rapaHTUMM obpaliarbes; OOLLEeCTBO C OrpaHWYeHHON OTBETCTBEHHOCTHIO
«NHpomeg-Heipo» (OO0 «WHhomea-Helipo») no apgpecy: Poccus, 125445, r. Mockga,
NeHnHrpagckoe wocce, gom 69, kopnyc 1, nom. I, at. 1, koM. 50; TenedoH +7 495 645 47 00;
email kitayeva@im-neuro.ru.

B cnyuyae nocnerapaHTWAHOTO W BHE rapaHTUIAHOIO~PEMOHTA U34eNnst 06palaTbes:
O6LEeCcTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO «/HMomea-Henpo» (000 «MHhomea-Helipo»)
no agpecy: 1Poccuqa, 125445;-F, MockBa, JIeHUHrpafckoe Liocce, AoM 69, kopnyc 1, nom. I, aT.
1, kom. 50; TenedoH -¥l 495 645 47 00; email kitayeva@im-neuro.ru.

BHUMAHWE! CnegnTe 3a-0paBuibHbIM 3an0NHEHNEM FrapaH TUIAHOro TanoHa. CepuiiHblil HoMep
n3ge.umsa/apTuKyn LO/>KEeH. B TOYHOCTM COOTBETCTBOBATb HOMepy B TayoHe. Bce rpadol
TanoHa (3a UCKYEeHNeM rpad) AN rapaHTUAHOTO LeHTPa) AOMNKHbI ObITh 3an0/HEHbI.

Mpn HEeTOYHOM WuM "HEMONHOM 3anofiHEHUW TaloHa rapaHTua Ha W3henMe_ cumTaeTcs
yTpayeHHON.

FapaHTNA NPOM3BOANTENSA OCYLLECTB.YSeTCA B COOTBeTCTBUM C MK PP Ha 06LMX.0CHOBaHMSIX.
W3ge.une He [OMKHO HOCUTb CNefoB MEXaHUYECKOro- i TeP.MUYECKOTO BO3AENCTBUIA, a TaK»Ke
CNefj0B BO3AENCTBUS PasNMUHbIX XUMUYECKMX aleHTOoB. JKCnayaTauus u3ge.dus [onyckaeTcs
TO/IbKO B COOTBET.CTBMN CPYKOBOACTBOM MO 3KCNAyaTauun K U3fenuio.

OTMETKA-O TAPAHTUW

JIATA OMCAHUE FTAPAHTUAVHbBIA LIEEHTP

Perncrpamnua MH 8 PocagpaeHagzope
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15 CBEAEHNA O PEKTAMALNAX

B cnyyae rapaHTUIAHOrO W BHE rapaHTUIAHOTO peMoHTa u3genus obpawatbes: OOLLecTBO C
OrpaHNyeHHOW OTBETCTBEHHOCTbIO «UH(omea-Heipo» (OO0 «WH(pomea-Helipo») no agpecy:
Poccus, 125445, 1. Mocksa, JleHMHrpaackoe Locce, gom 69, kopnyc 1, nom. l, at. 1, Kom. 50;
TeneoH +7 495 645 47 00; email kitayeva@im-neuro.ru.
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16 SANIEKTPOMAIHUTHAA COBMECTUCTb
1. XapaKTepUCTUKU 31eKTPOMarHUTHOW COBMECTUMOCTU
OnpepeneHve: 3MC  (3neKTpoMarHUTHass COBMeCTMMOCTb) —  3TO. CMOCOGHOCTb

obopyfoBaHMA u3beraTb BO3AENCTBUS 3NEKTPOMArHUTHLIX MOMEX, CO34aBaeMbIX APYrvMU
YCTPOMCTBaMW, He CO3faBasi Mpyv 3TOM aHa/lOrMUHbIX 3M1IEKTPOMArHUTHBIX “AOMEX AN1Si UHOro
0bopyfoBaHus.

A MpenynpexxgeHne
MockonbKy pfAaHHbIA annapaT JYBT reHepupyeT, WCAOMAb3YET W U3y4daeT
pagmMoyacToTHYHO 3Hepruio, paboTa ApYrnx MeaMUUHCKUX U He MEAULMHCKUX NPpubopos 1
OecrnpoBOAHOM  CBA3M  MOXET [epebmBaTbCcA.  [ONA  Hero “ XapakTepHO co3faHue
3NEeKTPOMarHMUTHbIX MOMeX B BO3AYLWHOM WUAn KabenbHOW cpefe. KOHCTPYKUMA [aHHOro
N34enuns NosIHOCTbIO COOTBETCTBYeT cTaHAapTam OMC 1 npefocTaBNAET pasyMHYI0 3alWmTy'
NPOTMB TaKNX MOMex.

A MpepynpexaeHne
Annapatbl JYBT TpebytoT npuMeHeHUA cheymanbHbIX Mep Ansa obecrieveHUs
SJIEKTPOMATHUTHOW .COBMECTUMOCTW © [o/KHbI ObiTb YCTAHOBMIEHbI 1
BBeAeHbl B 3KCnJlyaTauukd_ B COOTBETCTBMWU C WH(OpMaumein, oTHocawenca K 3MC,
NPUBEAEHHON B PYKOBOLCTBE M0 aKcr/yaTalumu.

MpumeyaHne:

*  Kcnonb3oBaHue psaoM ¢ JaHHbIM U3aeIMeM TaKxX yCTPOMCTB, KaK COTOBbIE TesletDOHblI,
npuemonepefaTymMku, uamM nNpubopbl € AUCTAHUMOHHBIM yrpaB/ieHNEeM, KOTOpble
CO3Jal0T PafMOoBOJTHbI, MOXKET CO34aBaTb MOMeXM B paboTe 3TOro M3genus;

* [lpn ycTaHOBKe CliefnTe 3a TeM, YTOObI 3TO 060pYyLOBaHME pacronaranocs-Kak MOXXHO
[asiblle OT ApYroro 3/1eKTpPoobopyL0BaHuS;

*  Wcnonb3yiiTe ' (TonbKo Kabenwu, npefocTaBfieHHble WKW  pa3paboTaHHble Halulel
KOMMaHuen;

* He nbiTanTeeb MogudmumpoBaTb fAaHHOe o6opyfoBaHWe. BHeceHUE W3MEHeHWU B
n3genve MOXET MPUBOAUTL K CHIDKEHWIO XapakTepuctnk OMC. Flog v3MeHeHUAMMN
noApasymMeBaroTcsa Mogucmkaumm Kabernen, HecobstogeHWe nNpaBuaA YCTAHOBKU WU
pasMeLLeHna n3aenns, U3MeHeHne ero KOH(ury paumum uamM KOMAOHEHTOB, BHeECEHWe
W3MEHEHU B  YyCTaHOBJ/IEHHble ( fpoueaypbl  paboTbl  C. “YCTPOMCTBOM  UN
NPUHAANEXHOC3 AMU U T. ..

2. ~Mepbl Mo yCcTpaHeHNO NPOBAEM, CBA3AaHHbLIX ¢ IMC
Ecan BbISIBNEHO, YTO AaHHbIA anfapaT QYBT co34aéT nomexi, TO Nob30BaTeNlb JO/MKEH
YCTpaHuTb NPo6/eMy OLHUM UM HECKO/IbKMMMW MeTo4aMU, NepevucieHHbIMU HKE:
» Pacnonaraiite Apyrue’ycTponcTea Kak MOXHO [a/bLUe-0T AaHHOro annapata AYBT
[NA YMeHbLUEHNA CO3AaBaeMbIX 3/1IEKTPOMArHUTHbLIX-AOMEX;
e [1na yMeHbLUEHUA 3/IEKTPOMArHUTHbIX MOMEX MOXHO OTPErympoBaThb MOMOXeHWe
060pyi0BaHNA N APYFUX YCTPOWCTB WK YTON MEXAY HUMM;
*  DONEKTPOMarHWUTHbLIE  MOMEXWN MOXXHO COKPaTUTL MNyTeM U3MEeHeHUss TOYKM
NOAKMOYEHMA WHYpa NUTaHNA annapata Y BT;
 [nA YMeHbLUEHUS 3NeKTPOMarHUTHbLIX MOMEX MOXHO TakKXe W3MEHUTb KaHasl
nofayv NUTaHWs Ha Apyrve yCcTpomncTBa.

39

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru



R€EMED

RfAWr-iiiTO Tir-

MpousBoauTeNb He HECeT HUKAaKOM OTBETCTBEHHOCTU 3a MOMEXW; Bbl3BaHHbIE
NCMOMb30BaHNEM He PEeKOMEHAO0BAHHOrO COeAMHANOWEro Kabens, MoAutVKauuein wnn
n3MeHeHnem annapata OYBT 6e3 paspewleHns. HecaHKUMOHMpPOBaHHasA MOAUMUKaLUa wuam
n3MeHeHne annapata SYBT MOXeT nuWMTL NoNb3oBaTeNd Npas Ha 3KCnayaTauuio AaHHOro
annaparta QYBT.
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MepeyeHb HOPMATUBHO [OKYMEHTaLMK, KOTOpas NPMMEHSeTCS NPOU3BOAUTEAEM ANS
NoATBEPXK/EHNS COOTBETCTBUS:

EN 1041, NHdopmaums, npegocTtaBnseMas Npon3soanTeseM MeAULUHCKUX M3AeNnia
ISO 13485, MeguunHckue nsgenus - CuUCTeMbl MEHEMKMeHTa KayecTsa -1 peboBaHUs Ons
Lienei perynmposaHus

ISO 14971, MefunumHckue un3genua - lpuMeHeHWe MeHe[)XMeHTa pUucka K MeaULUHCKUM
n3gennam
ISO 15223-1, MeanumHckne nspenns — CUMMBOSbI, KOTOpble 6yAyT WCMONb30BaTbCA Ha
3TUKETKaX MeLULUMHCKUX W3AeNni, MapKMpoBKa M MH(OpMaLMs;-—KOTOPYK HeobXoanmo
npegoctaButb — Yactb 1 Obuime TpebosaHus
IEC 60601-1, MeanuMHCKOe 3neKTpmHeckoe obopyaoBaHue - Yaetb 1 O6Lume TpeboBaHUA K
6a30B0i 6€30MacHOCTU U OCHOBHbIM-XapaKTepucT1Kam
IEC 60601-1-2. MeauUMHCKOE aneKTpuyeckoe obopyaosaHme - Yactb 1-2: O6wme
Tpe6oBaHMA K 6a30BOi 6e30MaCHOCTM M OCHOBHbIM XapakTepucTukam - ConyTcTByHOLME
CTaHAapTbl: DNEeKTPOMarHUTHAR-COBMECTUMOCTb: TpeboBaHMS M UCTMbITAHUA
IEC 60601-1-6. MeauunHeKoe anekTpuyeckoe obopygesaHue - Yactb 1-6: O6wume
Tpe6oBaHMs K 6a30BOW G€36MaCHOCTM M OCHOBHbIM XapakTepuctukam - ConyTCTBYHOLLMIA
CTaHAapT: Y[06CTBO UCMOb30BaHMSA

IEC 60601-2-10. MegunumHcKoe 3anekTpuyeckoe o60pyfosaHue - YacTb 2-10: Ocobble
Tpeb6oBaHMs K 6e30MacHOCTV CTUMYNATOPOB HEPBOB W, MbILLIL,
IEC 62304. lMNMporpamMHoe o6ecrneveHne MeAULMHEKUX W3LAENUA - MNPOLLECChl XXNU3HEHHOIO
LMKNa nporpaMMHoOro obecneyeHus
1EC 62366. MeguumHckme ngenuns - MNpumeHeHUe sKCnayaTaumoHHON NpUrogHoeTy

MEDDEV 2.7/1_ Revision 4. KNWHWYECKAA OLEHKA: PYKOBOACTBO AN4d
MPOU3BOANTEAEN W YBELOMANAEMbLIX OPFAHOB B COOTBETCTBUW C
OVWPEKTUBAMMW 93/42/EEC n 9Q/385/EEC
ISO 10993-1, 'bmonornyeckass oOuUeHKa MEANUMHCKMX wu3gennii - Yaete 1 OueHka w
TECTUPOBaHMWE B,paMKax npoLiecca MeHeLXKMeEHTa pucka
ISO 10993-5, Buonorunyeckas OLEHKa/ MeANLUMHCKUX u3genuin - Yactb 5. TecTbl Ha
LUMTOTOKCUYHOCTb METOAOM in Vitro

ISO 10993-10, Buonoruyeckas oueHKa MeAUUMHCKUX u3genunidi -~ Yactb 10: TecTbl Ha
pasgpaxkeHvie 1 CeHCMONNN3ALMIO KOXK
EN 980=— CumBO/bI, UCMO/b3yeMble Ha MapKUPOBKe MeAULMHCKIX-M34enin
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(MpunoxeHwne thopma Ne 43)
[OaxaH JTo ®dupm 3HA HoTtapu Odmc UHK.

PernctpaumoHHbIii Homep 2023 - 10889
HOTAPP1A/IbHOE CBUNAE/TIbCTBO

AHI MbOHIT CY, foBepeHHoe muo, BbicTynatowee ot umeHn PEME/[, Ko., ita. (REMED Co.,

Ltd.)
MeHepanbHbIN AnpekTop blH-XéH, Ko (Eun-Hyun, Koh), Canr-Wowr, Jln (Sang-Yong, Lee)
B MOEeM NPUCYTCTBMU MOATBEPANIN MOAMUCY YKa3aHHbIX JOBEPUTEIEN, NOCTaBAEHHbIE Ha

OEKJTAPALNN
3acBMAeTeNbCTBOBAHO CeroaHs, 26 nona 2023 roga, B 3TON KOHTOpE.

[axaH Jlo ®dupm aHg Hotapu Ogmc UHK.

OTHocuTcs K: CeynbCKOM LEHTPaIbHOI patoHHOM NPOKypaType
[arsaHr bungnur, 3 atax, 36 ToHaKaK-43p0

Ceuyo-ry, Ceyn, Kopes

HoTtapuyc
/Moagnuck/
KBOH XHOK WKOH (KWON-HYUK JUNG)

Meyvatb: OaxaH Slo dupm aHg-HoTapu Odmc VIHK.

[laHHas HoTapuasibHas KOHTOpa Monyyunia paspelleHne MUHUCTpa tcTuummn Pecnybankm Kopes
BbICTYMNaTb B Ka4yecTBe OCyAapCTBEHHOro Hotapuyca=c 6 sHBaps 2010 roga B COOTBETCTBUM C
3akoHoM Ne 11823.

AarsaHr bunguur, 3 atax, 36 ToHAXak-A3po, Cevo-ry, Ceyn, Kopes 210mMM X297MM
Ten. (02)590-0900, takc; (02)3477-0957 [LonrosedyHasn 6ymara (1 nuct) 70r/m»

MepeBof, yKa3aHHOr0 JOKYMeHTa C aHrIMACKONO WKOPEACKOr0 A3bIKOB Ha pYCCKMIA S3bIK BbINONHEH NEPEBOSYMKOM
YurpuHosoii KOnnein AnekcaHapoBHOI. MepeBof fBNseTCs NPaBUIbHBIM, TOUYHBIM USAOMHBIM.
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Poccuiickas deaepaums
CaukTt-MNeTepbyp!
TpeTbero aBsrycra ABe TbiCAYM ABafLATb TPETbLEro roga

A, TlapuH Wropb Bnagummnposuny, HoOTapuyc CaHKT-MeTepbypra, CBUAETENbCTBYIO
NOANWHHOCTb MOANMCKU NepeBoAgYMKa YurpmHosoih KOnum AnekcaHLpPOBHbI.

Mognucb cpenaHa B MOEM MPUCYTCTBUMN.

NnyHoCcTb MognNMCcaBWEro JOKYMEHT YCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: Ne 78/63-N/78-2023-15-637.
YnnaueHo 3a cMO®pNeéA;w,0TapuanbHoro aeicteuns; 600 py6.(00 kon,

nN.BiFapuH

A oTOoro ) ol

/ m N
/. m>l
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Poccuiickas ®egepauus
CaHkT-lNeTepbypr
CefbMOro aBrycra ABe TbiCAYM ABajLaTb TPeTbero roga
A, FapuH Wropb Bnagmmuposud, Hotapuyc  CaHkT-IeTepbypra, . CBUAETE/LCTBYHO
BEPHOCTb KOMUK C NPeACTaB/IEHHOI0 MHe JOKYMeHTa.
Nnctol 1-43 NpefoCcTaBNeHHOro AOKYMeHTa SABNAOTCA KCEPOKOMMUEN.
3apernctpupoBaHo B peectpe: Ne 78/63-H/78-2023-15-707.

YnnayeHo 3a coBepujejjne HoTapuanbHoro aeictams: 7830 py6. 00 kon.

.B. TapuH

KoK EBVIM srace’
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REMED
Readlitation Ecuiprent Gonpery
APPROVE

CEO
REMED CO., Ltd.

Eun Hyun Koh, Sang Yong Lee
2D4uly 2023

Appendix to the User Manual

Device for extracorporeal shock/wave therapy (ESWT),

model SALUS - Optimus - Pro
production; REMED Co., Ltd., Republic of Korea

Kemed Co., Ltd.

Co-CEO
Eun-Hyun, Koh SanR-YonR. Lee
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Appendix to the Instruction Manual
Extracorporeal shock wave therapy (ESWT) machine model SALUS
- Optimus - Pro
(hcreinafier referred to as ESWT device(s), product(s), device(s))

Before using this appliance, please read the instructionymanual and this
appendix to the manual carefully and save it for future reference!
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SAFETY INSTRUCTIONS

ELECTRICAL SAFETY PRECAUTIONS:

The rated voltage of the power supply for the ESWT apparatus is-220 V, alternating
current;

Make sure that all connecting parts (power cord or component cables) are properly
connected to the ESWT machine;

Make sure the ESWT apparatus is fully grounded,;

Repair, expansion and installation of the ESWT apparatus-must not be carried out by
anyone other than specialized personnel authorized by the manufacturer. Arbitrary
disassembly / assembly.of the ESWT device by the user is strictly prohibited;
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 ESWT device should be installed at
a considerable distance from the power source, any generator, x-ray equipment,
transmitter, mobile electrical wire, etc,;

Be careful of-possible electromagnetic or other interference between the ESWT
machine and.other devices;

As such, -anjindependent power circuit iswrequired and power sharing with other
electroni¢-devices is not recommended;

Do not place the ESWT in a location-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:

The installation and re-installation of the ESWT apparatus ‘must always be carried
out by specialized personnelsauthorized by the manufacturer.

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!

The installed ESWT ‘apparatus is subject to regular-safety checks by specialized
personnel authorized-by-the manufacturer.

Repair or installation of the ESWT apparatus-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.

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

The operator and manager of the ESWT apparatus must fully understand the
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instruction manual and it must be kept in close proximity to the equipment.

To prevent safety-related accidents and to ensure proper maintenance, the safety
signs, instructions, and regular inspection chart supplied with the ESWT apparatus
should be posted in a conspicuous place near the ESWT apparatus:

Since the ESWT has a fan inside the body to circulate air, remove curtains or any
other items that may block the airflow around the ESWT.

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.

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

During the operation’ of the ESWT device, the patient must not take drinks, water,
etc., which may affect the operation of the ESWT, device.

Do not separate_gun and applicator while ESWT is in operation, as this could result
in injury due te-air pressure release.

If the transmission gel is not applied enough-or if there is no contact with the skin,
patients may feel pain because an air bubble“is formed and a shock wave is generated.
Therefore,.it is necessary to apply a sufficient amount of gel and press the gun firmly
against the patient to prevent pain.

(Gels registered jin_the territory of the Russian Federation* can be used as-a transmission
gel (hereinafter referred to as the gel):

1) Ultrasound -gel "Mediagel with Aloe Vera juice according to TU 21.20.23-001-
76063983-2019, registration certificate No. RZN 2021/15126 dated 19.08;2021.

2) Medical conductive abrasive gel ""Akugel-Preparation™ according.to TU 32.50.50-013-
66242897-2020, registration certificate(RZN 2021/14167 dated 04/28/2021.

* Not included in delivery.

The shock wave can be subjected to excess pressure when used around the lungs,
ears, and gastrointestinal.tract.

Do not apply shock waves directly to the heart, head, or injured area.

The ESWT machine should be used for patients who can accurately express and
convey pain during'the procedure.

Excessive pressure on the treated area with a gun can cause skin damage such as
blisters and redness.

Do not move the ESWT device during use because the gun may fall or the ESWT
device may be damaged due to impact or movement of the ESWT device.

Do not use the ESWT device in any of the following locations:
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* in places where the temperature or humidity of the environment does-not meet the
requirements;

» 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 industy areas.

When using the ESWT in the following locations, use appropriatetand sufficient protective
measures:
* in places subject to static_electricity or any other interference;
* in places exposed to intense electric or magnetic fields;
* 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 operating the ESWT apparatus, as well as information regarding its
repair and maintenance. The manual provides performance data for the (ESWT device, 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 ESWT
device correctly and without error, in order to achieve the specified safety and performance
standards.
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Tpurpose and contraindications

Extracorporeal shock wave therapy (ESWT) machine model SALUS =-Optimus - Pro
designed for high intensity pulsed electromagnetic exposure and extracorpareal shock wave
therapy. For more details, see "indications for use"

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

Scope : in hospitals and clinics .

Indicationsfor use:
» stimulation of muscle fibers;
* improvement of local blood supply;
Neurology:

- Pain syndromes:” dorsalgia , cervicalgia , trigemenalgia , tension headaches,
compression syndrome of the greater occipital’nerve, piriformis muscle syndrome,
intercostal neuralgia, tunnel syndromes.

Polyneuropathy

- Peripheral-paresis: 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

=gpinal injury, consequences ofa-stroke of the brain and spinal cord, consequences
of‘operations on the brain and spinal cord.

Dystonia

hypothesia

Rehabilitation after neurosurgical operations
Traumatology:

Joint diseases: arthrosis, arthritis

Rehabilitation: after’arthroscopic operations, after.injuries

Pain syndromes: impingement syndrome, myofascial syndrome, epicondylitis ,
plantar fasciitis(, tibial tract syndrome , sacrailiac joint syndrome, trochanteritis ,
temporomandibular joint pathology, Achilles‘tendon pathology, ligamentitis

Movement disorders: flat feet, scoliosis, dystonia, inactivity atrophy syndrome
Lymphedema
Urology and gynecology:
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- Overactive bladder
- Errectile dysfunction
- premature ejaculation
- Syndrome of acute and chronic pelvic pain
- Rehabilitation after prostate surgery
*Hypotension of the bladder
- Detrusor sphincter dyssynergy
- Hyposthesia of the glans. penis
- Pudendal nerve pathology
- Stress urinary incontinence
Gastroenterology.
- Irritable Bowel-Syndrome
- Dysphagia
Cosmetology:
Increased .muscle tone: abdomen, gluteal region, shoulder, face
Decongestive therapy
Maxillofacial Surgery:
- Rehabilitation after CLS operations;
shoulder syndrome;
humeroscapular periatritis ;
physiotherapy for fractures ;

chronic proximal plantar fasciitis in patients aged 18 years ar older with symptoms
for 6 months or more;

plantar fasciitis ;

traction degeneration of the plantar fascial band at the“beginning of the medial
tubercle of the calcaneus;

repeated muscle contraction by passing electric currents through the electrodes
without contact with-the affected area of the body;

removal of pain sensations ( myofascial pain, thick fiber pain , fine fiber pain ,
neuropathic pain.,\phantom pain, fibromyogia );

treatment of asteoporosis;
treatment of fibromyalgia , arthritis, chronic fatigue.

providing a completely non-invasive high-intensity pulsed electromagnetic effect
on the musculature of the pelvic floor in order to rehabilitate weak pelvic muscles
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and restore neuromuscular control in the treatment of urinary incontinence in
humans.

Contraindicationsfor use:
Contraindications for use in extracorporeal shock wave therapy are asfollows:

>

should not be used in conjunction with other electronic medical devices;

do not perform procedures in the area of the endoprosthesis;

The following patients must be approved by a doctor for the procedure:

patients with high body temperature (more than 37 °C), the-elderly (over 85 years
old) and children (under 3 years old);

person with implants (eg, artificial pacemaker, implantable infusion port, hearing
aid).

The following patients should not be treated with the product if:

> blood disorders,-clotting problems, or use of anticoagulants;

> blood-thinning'drugs ( warfarin );

> thrombosis;

> oncological diseases;

> with diabetes mellitus, diabetic neuropathy-;

> pregnant swemen;

> acute inflammation in the target area;

r- cartilage growth in children;

> contactnfectious patients (to avoidtransmission of infection);

r- corticoid therapy for 6 weeks.

Attention! Shock waves should not be applied. over air-filled tissues (lungs); nor should
they be used near major nerves, vessels, vertebrae; or on the head.
Contraindications for use in high-intensity pulsed electromagnetic exposure, are as follows:

do.not use this equipment in parallel-with other electronic medicaliequipment;

care’should be taken that the magnetic effect does not penetrate into the region of

the heart;

Generally, the following categories of patients cannot-be treated with this

equipment (approval from the.attending physician is required-prior to any treatment

with this equipment):

> patients with high body temperature (more than 37.°C), pregnant women, the
elderly (over 85 years-old) and children (under 3 years old);

> a patient with a history or diagnosis of epilepsy or convulsive disability;

> a patient with suspected epilepsy based on electroencephalography;

> patients with traumatic brain injury and spinal cord injury within a month from
the moment ofiinjury;

V patients with implantable infusion ports or.hearing aids;

> patient with cranial implants.

use during magnetic resonance imaging.

Possible complications:

If any abnormalities are found, such as skin redness, pain, hematoma with petechiae,
hematoma, bleeding, swelling, you should immediately stop using the device and consult a doctor.
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Possible side effects:

Side effects of extracorporeal shock wave therapy: @Qﬁ
g
* hematoma; Cé@

e pain.

With pulsed electromagnetic expogﬁ,e of high intensity, subject @e conditions and rules
of transportation, storage and use, sids effects have not been identifie@

¢ edema;

* redness;
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2 GENERAL DESCRIPTION OF THE ESWT APPARATUS

The ESWT device consists of a body, a power cord, a shock wave therapy gun, an
electromagnetic exposure transducer, and applicators for shock wave therapy.

The body of the ESWT device is equipped with a switch with a key, an’emergency stop
button, a touch LCD display ( LCD -8 ™) with ajoystick , a compartment for storing applicators,
rollers for movement with and without a brake, an electromagnetic impact converter, a holder lever
assembly, a converter holder, connectors for connecting the shock wave gun-and the power cord,
as well as pre-installed software (SW).

The display of the ESWT device is made built into the case and is docated on the top panel.

The shock wave gun consists of a body, a striker, a guide and a-rubber insert, and is also
equipped with a cable for connection to:the body of the ESWT machine.

Shock wave applicators are available in the following sizes: 6mm;, 10mm, 15mm, 20mm and
35mm.
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3 DESIGN FEATURES AND APPEARANCE
ESWT DEVICE

DESIGN FEATURES AND APPEARANCE OF THE ESWT DEVICE

Our>CMMOnr

>oyTqneat

Figure 1. Appearance of the device in front-(left) and rear (right)

Transducer - electromagnetic impact transducer;

transducer holder - the-holder of the electromagneticiimpact transducer;

transducer arm holder. - the lever of the holder of the electromagnetic impact transducer
assembly;

key lock - key switch;

Emergency Stop~=emergency stop button;

Touch Screen LCD display (LCD-8");

Encoder -joystick;

Gun - gun shoek wave therapy;

Storage box;~ storage compartment;

Gun connector - shock wave therapy gun eonnector;

transducerconnector - connector for cannecting the electromagnetic impact transducer;

Vent - ventilation holes;

power.connector - power cord connector with a holder bracket;

bl

Figure 2. Power connector - power cord connector with holder bracket
power Switch - power switch.
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RcUbiirtatior MAciilcal Company

6mm 10mm 15mm i 20mm 35mm(option)

a LI

Eigure 9. The appearance of the applicators and their size

Figure 10. Applicator 6 thm
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Figure 14 Applicator 35 mm

The ESWT device has a-pre-installed proprietary software (hereinafter referred to as
software). After turning on the product, the software starts autamatically.
Table 1 Software details

Name of the Software Version number Digital.software Software Digital Date of first
software identification name (identification number) identifier ID Calculation software release
of the software (checksum of the Algorithm
executable code)

Optimus-

ProF/W - 1.00.39 - - 09/19/2019
(firmware o

software )

Optimus-

Pro SIW - 2.01.03 - - 09/19/2019
( software )

Note: Firmware firmware and software'perform different functions together in one product.
Firmware is designed to control the equipment - controls the output according to the input from
the software), the software is designed to contrel only what is shown on the-display: therapy time,

buttons.
A Warning
Software updates should-only be carried out by an authorized representative.
The software is encrypted and cannot be modified by.yourself.
18
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CONTENTS OF DELIVERY:

1) Apparatus ESWT , model SALUS-Optimus-Pro - 1pc ;
2) Shock wave therapy gun with cable - 1pc;

3) Power cord - 1pc;

4) Applicator 6 mm - 1pc;

5) Applicator 10 mm - 1pc;

6) Applicator 15 mm - 1pc;

7) Applicator 20 mm - 1pc;

8) Applicator 35 mm - 1pc;

9) Operation manual - 1pc.
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4 TECHNICAL DATA

The operational and technical characteristics of the ESWT device correspond to tables 2-3.

Table?2

Parameter name

1
Overall dimensions of the ESWT apparatus (HXLxW), mm
ESWT body dimensions (HXLxW), mm

Dimensions of the compartment for storing/applicators (HXLxXW), mm

Roller diameter with brake, mm

Number of rollers with brake, pcs

Roller diameter without brake, mm

Number of rollers without brake, pcs

Mass of the body of the ESWT apparatus, kg

Shock wave therapy gun dimensions (HXLxW), mm

Shock wave therapy gun cable length, mm

Shock wave therapy gun holder-dimensions (HXLxXW), mm

Number of shock wave therapy guns, pcs
Weight of shock wave therapy gun, kg

Dimensions of electromagnetic impact transducer (HXLX\A/), mm

Length of a hose of the electromagnetic influence converter, mm

Number of electromagnetic impact transducers, pcs

Mass of electromagnetic impact converter, kg
Number of operating modes, pcs

Time of readiness for work after inclusion, min., no more
Maximum time of continuous operation, min., not less than

Power cord length, mm

Power,cord weight, ¢

Rated supply voltage, V

Power consumption, KVA , no more

Naminal value of the mains frequency, Hz

Display type

Product weight without packaging / with packaging, kg
Joystick dimensions ( DiameterxHeight), mm

Emergency stop button dimensions ( DiameterxHeight), mm

Key switch base dimensions ( DiameterxHeight), mm

Peructpamnua MU B PocagpaBHagzope
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2
1960x515x580
993x467x501

70x242x72

75

2
75

2
76

33.8x195.5x86.5
1935

46X77x124
1
0.6

36.5x330x161

2000

]
3

2 (shock'wave therapy and
electremagnetic influence)
1
Long-term with SWT
Prolonged with EMW
1500
130
220
15
50
built-in
76/91
34x14
40x28

30x11
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Key switch dimensions ( DiameterxHeight), mm 21x14
Display specifications:

Disol color TETLCD (Touch
Isplay type Screen)

Dimensions (LxW), mm 180x103

Characteristics of the holder lever with the holder of the electromagnetic_impact transducer

assembly:

Overall dimensions (HXLxW), mm 142x980x97
Holder lever base length, mm 295
Angle of rotation of the base of the holderlever around the vertical 360
axis of the apparatus body, deg
Bracket dimensions for attaching the lever to the base of the lever
(HXLXW), mm 75x105x71
Angle of rotation of the bracket with the lever around the vertical axis
of the base of the holder lever, deg 360
Lever length, mm 553
Angle of rotation of the lever imithe bracket, degrees 135
Bracket dimensions for attaching the transducer hose to the arm
(HXLxXW), mm 20x78x97
Bracket length for fixing the transducer holder to the arm,-mm

78
Bracket diameter for fixing the transducer holder to the lever, mm

44
Dimensions of the screw handle at the bracket for attaching the
converter holder to-the bracket arm (HXLxW), mm 20x50x20
Transducer holderoverall dimensions (HXLXW),-mm 97X76X72
Internal dimensions of the transducer holder (HXLXW), mm 36x40.5x72
Dimensions of:transducer holder axis ( DiameterxLength ), mm 12x12
Transducer helder base diameter, mm 31
Angle of rotation of the transducer holder around the axis of the
lever, deg 360
Angle of'retation of the transducer holder.around the axis
perpendicular to the lever, deg 180

N ote-_Tolerances for all characteristics - + 2.5%, unless otherwise\indicated.
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T a b 1e 3 Characteristics of applicators
Dimensions ( Impact surface

Applicator size heightxdiameter), mm diameter, mm Weight, g
1 2 3 4
Applicator 6 mm 40.0x31.0 6 3l
Applicator 10 mm 47.1x31.0 10 425
Applicator 15 mm 38.7x31.0 15 57
Applicator 20 mm 37.1x36.2 20 68
Applicator 35 mm 38.1x44.0 35 100.5

N ote- Tolerances for all characteristics - + 2.5%, unless otherwise indicated.

The ESWT apparatus remains ‘operational at temperatures from +10°C to +30°C. relative air
humidity from 30 to 85% and atmaspheric pressure from 70 to 106 kPa.

The operating mode is continuous and depends on the selected parameters.

Protection class against electric shock: |, applied part Type BF .

Protection against ingress-of water and dust IP XO.

Service life - 3 years.

22
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5 MATERIALS USED IN MANUFACTURING

ESWT devices are made of the following materials:

ABS plastic PA 200 - for body and body elements, shock wave therapy gun,
applicators;

Stainless steel 420 SS - for the body and body elements;

XINJIANG grade SG-3 polyvinyl chloride for power cord, gun-cable and transducer
hose;

Rubber grade IR -307 - for inserting the shock wave therapy gun and applicators;
Stainless steel grade AMS 5355 by Wire Company , Inc. _(=for applicators;
Polycarbonate brand Lupoy ® GN1004FA manufacturedfy LG Chem Itd .- for the
converter of electromagnetic influence.

ESWT devices do not contain drugs, components of animal or‘human origin.

In the manufacture of ESWT devices, urethane dyes are used:; WHITE, BLACK, LIGHT
VIOLET (PANTONE 270C), COOL-GRAY (PANTONE I0C).

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.

Peructparmma MU 8 PocampaEnanzope
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6 USING THE ESWT MACHINE

6.1 Unpacking and installation

Open the package in accordance with the symbols indicated on it and carefully remove the
ESWT device and its components:
» Check the ESWT apparatus and its components for any mechanical damage;
* In case of temperature difference, it is necessary that the ESW-T apparatus be at room
temperature for at least 8 hours;

» If any problems are found, contact the manufacturer’s authorized representative
immediately.#

XK Warning

» Save packing materials for future transport and storage;

» Disposal of packaging materials must be carried out in.accordance with your local
regulations.

24
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6.2 Preparing the ESWT apparatus for operation
6.2.1 Installation method

When moving the ESWT apparatus, 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 4);

Place the ESWT machine on a flat and level surface;

Install the ESWT 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*"0 to +30°C and relative air humidity from 30 to 85%;

Connect the power cord to the body_of the ESWT (see Figure 2);

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 andj)power cable are grounded;

Be careful not to damage the equipment with strong impacts;

Plug in the shock wave therapy gun;

Fix the electromagnetic influence transducer in the ‘holder. When disconnecting the
transducer from the holder, hold-itwith your hand so that when:the holder lever is lifted with a gas
shock absorber, it does not fall;

Turn on the power switch-focated on the back of the ESWT (see Figure 1);

When the power is turned'on, the manufacturer's logo will appear on the display of the ESWT
device for a moment and then'the “Main Screen*’” appears,.on which you can select the operating
mode;

The patient is sealed-or placed in front of the apparatus;

Connect the appropriate applicator to the shock wave therapy gun;

The transducer or.applicator is placed over the ‘desired area of the body depending on the
pain;

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

During the procedure, the display shows data-on the parameters of shock wave therapy or
electromagnetic exposure, as well as warnings;

The duration of the procedure depends on-the selected parameters.
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Power connection

Please use the original power cord.#

Figure 16. Power cord
Please make sure the AC power supply meets the following“specification: AC 230(V),
50(Hz).

( ztonnect the power cord to the power cord connector on the back of the ESWT. 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
» Lack of grounding leads to a breakdown of static“electricity and the failure of the
ESWT apparatus.

6.2.3 Switching on

After installing the ESWT device, please follow the procedures below to turn it on:
» Before using the ESWT apparatus, carry-out an appropriate safety check;
» Press the‘power switch on the back ofthe ESWT machine;
» Turn the key switch to the "ON" position on the top panel of the ESWT machine;
* The/boot image will appear on the screen;
o After-12-15 seconds, the system will display "Home Screen™;
» Now you can operate the ESWT device using the touch screen and control joystick.

6.2.4 Shutdown

To turn.off the ESWT device, please follow the procedures below:
 “.Turn the key switch to the "OFF" position on the top panel‘of'the ESWT;
s~ Press the power switch on the back of the ESWT.
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6.3 Operating mode parameters
The parameters of the operating modes correspond to tables 4-5.
Table 4

Parameter name Value; norm

Shock Wave Therapy Options:
Operating modes Manual 'with the possibility of
entering.into the memory of the
device 20 programs with adjusted
parameters of shock wave therapy
(from M 1to M 20) Adjustable
parameters: number of strokes,
frequency, pressure

Frequency range, Hz 1-21

with resolution. Hz 1

and tolerance, % +20

Pressure range, bar 16

with resolution, bar 0

and tolerance, % +20

Range of number of beats; beats 100-5000

with discreteness, strokes 100

Standard sizes of used applicators 6, 10, 15, 20,35
Parameters of electromagnetic influence:

Operating modes Automatic with the ability to select

one of 20 programs with already set
electromagnetic exposure
parameters, and with the ability to
adjust the time and magnetic field
strength (from Al to A20) (see
Table 5)

Manual with the possibility of
entering into the memory of the
device’ 20 programs with adjusted
parameters of electromagnetic
influence (from M 1to M 20).
Adjustable parameters: frequency
1 frequency 2, exposure time and
break time.

User with the possibility of entering
into the memory of the device 20
programs with adjusted parameters
of electromagnetic influence (from

27
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U 1to U 20). Adjustable
parameters: frequency, exposure
time, break time, magnetic field

strength and repetition cycles.
Frequency range, Hz 1-100
with resolution, Hz 1
and tolerance, % +20
Exposure time range, s 14
Time range of breaks between impacts, s 0-10
Procedure time range, min 1-60
with resolution, min 1
Range of repetition cycles in the procedure, cycles 1-100
Tableb
Purpose Pr(r)r?ra Time (min) frequency Hz
Stretching_sirritation Al, A2 10- 15 30-50
Anklepain A3 10- 15 5-7
Shoulder pain A4 10- 15 3-5
acute Pelvic/thigh pain A5 10- 15 30-50
pain humeroscapular periarthritis A6 10- 15 5-10
Backache AT7;-A8 10- 15 30-50
Aurthritis, knee A9 10- 15 5-7
Elimination of pain AlO 10- 15 5-7
Stretching , irritation All, A12 10- 15 10-20
Ankle pain Al3 10- 15 5-7
Shoulder pain Al4 10- 15 1-5
chronic Pelvic/thigh pain Al5 10- 15 10-20
pain humeroscapular periarthritis Al6 10- 15 5-7
Backache Al7, Al18 10- 15 10-20
Avrthritis, knee Al19 10- 15 3-5
Elimination of pain A20 10- 15 3-5
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7 RULES FOR CARE, CLEANING AND DISINFECTION

A \Warning

Before cleaning the gun/transducer, turn off the ESWT and disconnect the gun
cable from the connector;

Preventive checks and cleaning of the applicators, gun, transducer and external
surfaces of the ESWT apparatus body can be carried out by users;

Cleaning of the inside of the ESWT body is only permitted by personnel
authorized by the manufacturer.

Your ESWT device should be cleaned regularly. The outside of the instrument can be
cleaned using a clean and soft cloth maoistened with 70% isopropyl alcehol.

Disinfection can cause equipmentidamage, only do it when included in the maintenance plan
and clean the ESWT before disinfecting.

Disinfectant - 70% isopropyl-alcohol.

A Warning

NEVER immerse-the ESWT device and its parts in water or any solution, pour
water or any solution on the ESWT device and its parts;

NEVER allow liguid to enter the housing, switches, connectors, or any vents on
the ESWT;

ALWAYS wipe off excess liquid remaining on the surface of the ESWT
apparatus and its parts with a cloth;

NEVER use abrasive, corrosive cleaners or cleaners containing acetone;
NEVER disinfect the ESWT device and_ its components using high pressure and
high temperature.

Periodically clean the exterior of the ESWT ‘machine, gun, and touch screemwith a soft cloth
dampened with 70% isopropy! alcohol.

After each(shock wave treatment, clean the applicator with 70% isopropyl alcohol and a
smooth cloth. Regular cleaning of the applicators should be carried out once a week, as the gel
used during the“procedures may stick to the applicator after prolonged use and may affect the
generation of‘the shock wave.

Use running water to clean the applicators. If the gel does not wash off well, it is effective
to submerge-the applicator in water for 2-3 hours and then rinse. After washing, remove water with
a soft dry cleth and dry at room temperature for more than 1hour.

To'‘ensure safe use, the internal cleaning of the ESWT housing‘must be carried out once a
year by personnel authorized by the manufacturer.

Pernctpamua MH & Pocampasramzope
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8 MARKING

8.1 Marking applied to the label affixed to the body of the ESWT apparatus:

ESWT device model;
manufacturer’s logo;

serial number;

date of manufacture;

Rated voltage;

alternating current;

rated frequency;

maximum power consumption;

authorized representative in the European Community;

working part type BE

general warning sign;

refer to the instruction manual;

do not dispose of with household waste;
name and address-of the manufacturer;
do not push;

do not sit;

CE marking.

8.2 Safety labels affixed to the surface of the apparatus:

Label Place of gluing
Upper side surface of

transducer holder arm

"I\

The uppersurface of the
lever of the converter
holder-at the bracket for
attaching the lever to the
base of the lever

8.3 Marking applied to the‘packaging of the device:

Peructparmma MU 8 PocampaEnanzope
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Description
Warning sign related to the
transducer holder lever:
CAREFULLY
When the transducer is
disconnected, the/holder arm
may move up due-to the
pressure of the gas buffer.
Please keep the-holder lever
vertical whendisconnecting the
transducer.
Warning signrelated to the
transducertholder lever:
Warning.:

* Never pull the holder
lever without removing
the hex wrench.

«~~»When you feel resistance

when turning the
adjusting screw, do not
turn it any further.
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Symbol Meaning

Do not stack.

Keep out of the rain

f

Fragile
I l This side up
OA Recycling

8.4 Decoding of all marking symbols:

Symbol Meaning
A Warning
A Attention
Don't push
Dont sit
Type BF

Work instructions

Operating instructions

Serial number

SN

Authorized Representative
in the European
Community

EC REP

Pernctpamms MU & PocanpaBransope
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Description
Indicates that items cannot be stacked
vertically, either due to-the nature of the
shipping packaging or the nature of the items
themselyes.

Indicates that the transport packaging should be
stored away from rain and in dry conditions.

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

To indicate thercorrect vertical position of the
transport package.

To specify the location of a trash can or
container

Description
Warning of danger to the life of the operator if
the precautions are not observed

Notice of precautions to be taken to avoid injury
or damage

It is forbidden to push

It.is forbidden to sit on the surface

Working part type BF

You must follow the aperating instructions

You must follow the ‘operating instructions

Product serial .number

Authorized Representative in the European
Community
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EF

< 34

it

X

REM €D

Meaning
vendor code

Manufacturer

date of manufacture

Do not stack

Keep away from:-moisture

fragile

Top

Reuse

Off (power)

Included (food)

Alternating current

Do not dispose of-with
household waste

Temperature-Range

Perucrpamua MH 8 Pocagpasramsope
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Description
Product number

Manufacturer

date of manufacture

Note on the prohibition-of stacking products in
packaging

Instruction on the need to store the transport
packaging away from rain and in dry conditions

Fragile. Carefully

Specifying the Correct Vertical Position of the
Shipping Package

Indication of the need for disposal-at the
appropriate collection points for;waste to be
recovered or recycled

Designation of the position of the mains switch
corresponding to disconnection from the mains

Designation of the position of the mains switch
corresponding to the inclusion in the network

Indication on the product label about the need to
connect the product-through the appropriate
connector only to AC sources

Indication of the need for disposal at separate
collection points for recovery and recycling

Indication ofthe maximum and minimum
temperatures for storage, transport and operation
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Symbol Meaning
Humidity range

Atmospheric pressure
range

dangerous voltage

CE marking

«> 00

Peructparmma MU 8 PocampaEnanzope
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Description
Specify the permissible upper and lower limits of
relative humidity during transportation and
storage

Indication of permissible upper and lower limits
of atmospheric pressure during transportation
and storage

Caution, dangerous voltage

CE marking
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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 whieh there is a power
cord, bracket, instruction manual in Russian, keys. From above it is closeddy a package from
polyethylene. Then the outer carton is put on.
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10 SAFETY REQUIREMENTS AND ENVIRONMENTAL PROTECTION

10.1 Electrical safety precautions:
» The rated voltage of the power supply for the ESWT apparatus is-220 V, alternating
current;
» Make sure that all connecting parts (power cord or component'cables) are properly
connected to the body of the ESWT,;
e Make sure the ESWT apparatus is fully grounded;
* Repair, expansion and installation of the ESWT apparatus-must not be carried out
by anyone other than specialized personnel authorized by the manufacturer.
Arbitrary disassembly, /~assembly of the ESWT device by the user is strictly
prohibited,;
» 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 electricalzinterference during use, the ESWT device should be installed at
a considerable distance from the power source,.any generator, X-ray equipment,
transmitter, mobile electrical wire, etc.;
» Be careful of passible electromagnetic or other interference between the ESWT
machine and pther devices;
* As such, an independent power circuit is required and power sharing with other
electronic devices is not recommended;
* Do not place the ESWT in a location where it is difficult to disconnect the power
plug or ather detachable plug.
For safety, the ESWT apparatus must comply-with the requirements of IEC-60601-1.
The ESWT model SALUS - Optimus - Pro must additionally comply with the.requirements
of IEC 60601-2-10;
For electromagnetic compatibility, the-.ESWT apparatus must comply 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 ESWT device should not pose a danger to
human life;.health and the environment-both during operation and after.the end 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:
» emergency leaks (plagers) of production materials;
* unorganized waste disposal on the territory of the manufacturer or outside it;
» 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 ESWT device 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 ESWT device by sea should be carried out in accordance with the
"Safety Rules for the Sea Transportation of General Cargoes”. Type of shipment - containers and
small shipment.

The ESWT device, during transportation, must be resistant to climatic influences at an
ambient temperature of -10°C to +60°C, relative humidity of air not' more than 80% and
atmospheric pressure from 70 to 106 kPa,

The ESWT device, during transportation, must be resistant to meehanical stress, with the
following parameters:

» vibration loads - frequeney range 10-55 Hz with a displacement amplitude of 0.15
mm;
During transportation it is prohibited:
* push the package with'the ESWT apparatus;
» sit on the package with the ESWT apparatus;
» stack packages with ESWT devices.

11.2 Storage conditions

The ESWT device, when stored, must be resistant-to»climatic influences at an ambient
temperature of -10°C to -i-60°C, relative air humidity of not more than 80% and atmospheric
pressure of 70 to 106 kPa:

Storage conditions:

»  Keep away from water;

Keep away from direct sunlight;
Do not store near heaters;
Do not stare in places where dust accumulates;
Avoid locations subject to strong shocker vibration, chemicals or explosive gases.

36
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12 MAINTENANCE AND REPAIR

A Warning

The user should routinely inspect the ESWT device, cables,/gun, transducer,
and applicators for damage that could affect patient safety or-performance. The
recommended inspection interval is one week or less. Repair damage before
using the instrument;

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 ESWT apparatus:
» The outer sheath of the ESWT power cord, gun cable/transducer hose, etc. must not
peel off, the internal wires must not be exposed or damaged by external impacts;
» There should be no eyidence of oil leakage from the-converter;
* Clean the outside ofthe ESWT apparatus so that there are no foreign objects;
» The joystick for controlling the ESWT apparatus,etc., must not tremble;
* The various parts attached to the ESWT apparatus must not shake.
12.2 After a long period-of storage, be sure to check the.ESWT device before using it.
12.3 Removing condensate from the air compressor
Condensation must be removed after every 1,500,000 discharges of use. Otherwise, it may
cause a malfunction or an-unpleasant odor. More frequent,condensate draining may be required
depending on the ambient-humidity.
12.4 Replacing gun-consumables
The hammer, guide and rubber insert of the gun @re recommended to be changed after every
1,500,000 to 3,000,000 (3 bar, 15 Hz) strokes of-.use, but the replacement period may vary
depending on operating conditions.
12.5 To ensure and guarantee safe u.se, be ssure to check the ESWT apparatus, 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 casing of the ESWT device
should only be-carried out by an authorized representative of the manufacturer. Failure to
do so may result in equipment failure and-possible health risks .

Maintenance and repair of the ESWT device 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 repairawork with the power supply switched on.

Infomed-Neuro Limited Liability-Company ( Infomed-Neuro LLC ) at the address: Russia,
125445, Moscow, Leningradskoe shosse, bid. 69, building 1, room I,\fl . 1room 50; phone +7 495
645 47-00; email kitayeva @ im - neuro . ru .
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13 DISPOSAL INFORMATION

Disposal of the ESWT device must be carried out in accordance with SanPin 2.1.3684-21

for waste class A, including applicators and the transducer after preliminary disinfection, belongs
to class A - epidemiological safe waste.

The ESWT device must be disposed of if:
» end of service life;

» 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 therrules for the collection,
accounting and disposal of packaging.

Do not disassemble the ESWT.device except for the purposerof disposal!

Premature disassembly of tbe’ ESWT apparatus will lead to its destruction!

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

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

It is guaranteed that the ESWT apparatus is free from defects related to ‘the production and
quality of production materials. Any defective part will be replaced if the ESWT device has not
been tampered with and the ESWT device has been properly used during this period. Make sure
that any malfunction is not due to inadequate maintenance of the ESWT apparatus or failure to
follow the instruction manual. In the event of a malfunction, subject to the-operating requirements
in accordance with the operating manual, the manufacturer performs maintenance or replacement
of the ESWT apparatus.

The manufacturer or an authorized representative of the manufaeturer in the territory of the
Russian Federation shall not be liable-far-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 ESWT device is damaged using unauthaorized cleaning and disinfection
materials, no warranty is provided.

Authorized representative of<the manufacturer in the territory of the Russian Federation:
Limited Liability Company " Infomed-Neuro " (LLC " Infomed=Neiro ") at the address: Russia,
125445, Moscow, Leningradskoe shosse, 69, building 1, room.(l,’fl. 1room 50; phone +7 495 645
47 00; email kitayeva @ im - neuro . ru .
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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.

| have read and agree to the terms ofuse.

Buyer's signature

The warranty period is 12 months from the date of sale from the’manufacturer's warehouse.

For warranty issues, please contact: Limited Liability Company, " Infomed-Neuro " (LLC ”
Infomed-Neuro ") at the address: Russia, 125445, Moscow, Leningradskoe shosse, 69, building 1,
pom. 1, fl . 1room 50; phone +7 495645 47 00; email kitayeva @ im - neuro . ru .

Infomed-Neiro Limited Liability Company ( Infomed-Neirg LLC ) at the address; Russia,
125445, Moscow, Leningradskoe-shosse, 69, building 1, pom. I,-fl . 1room 50; phone +7 495 645
47 00; email kitayeva @ im - neuro . ru .
ATTENTION! Make sure that'the warranty card isfilled 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 columnsfor the guarantee center) must-befilled in.
In case ofiinaccurate or incompletefilling ofthe coupon, theiwarrantyfor 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 he.operated in accordance with the instruction
manualfor 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-Neuro " (LLC " Infomed-Neuro ™) at the address: Russia, “125445, Moscow,
Leningradskoe shosse, 69, building 1, pom. I, fl . 1 room 50; phone +7 495645 47 00; email
Kitayeva @ 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.

K Warning
Because this ESWT device generates, uses, and radiates radio frequency energy, other
medical and non-medical devices and wireless communications(may be aBected. It is
characterized by the creation of @lectromagnetic interference’)in the air or cable
environment. This product is designed-in full compliance with EMC;standards and provides
reasonable protection against such’interference.

» Warning
ESWT devices require special measures to ensure ELECTROMAGNETIC

COMPATIBILITY and must beuinstalled and put into service‘in accordance with the EMC-
related information given in the-instruction manual.
Note:#

» Using devices such as cellular phones, transceivers, aor-remote control devices that emit
radio waves near this preduct 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;

» 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 lacation 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 ESWT, device is found to cause interference, the user is encouraged to correct the
problem by one_or'more of the following methods:

 Keep other devices as far away from this ESWT as ‘possible to reduce
electromagnetic interference;

» ~To reduce electromagnetic interference, you can adjust the position of equipment and
other devices or the angle between them;

» “Electromagnetic interference.can be reduced by changing the-connection point of the
ESWT power cord,;

s You can also change “the power supply path to‘other devices to reduce
electromagnetic interference.

The manufacturer assumes no-responsibility for interference caused by using a non-
recommended connecting cable, orjby modifying or altering the ' ESWT without authorization.
Unauthorized modification or alteration of the ESWT device may void the user's authority to
operate this ESWT device.
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The list of regulatory documentation used by the manufacturer to confirm compliance:

EN 1041 . Information provided by the manufacturer of medical devices

ISO 13485 , Medical devices - Quality management systems - Requirements for regulatory
purposes
ISO 14971 , Medical devices - Application of risk management to medical-devices

ISO 15223-1 , Medical devices - Symbols to be used on medical device labels, markings 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 eompatibility: 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 cyclesprocesses

IEC 62366 , Medical devices - Serviceability applications
MEDDEV 27/1 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: Tests for cytotoxicity by the
in method vitro

ISO 10993-10(;+Biological evaluation of jmedical devices - Part 10: Skin“irritation and
sensitization tests

EN 980 - Symbols used on the labeling of medical devices

4
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5023 w 10890 ~ Registered No. 2023 - 10890

Pl Notarial Certificate

---------------------- JANG MYEONG SU attorney-in—fact of

714" e~ CO., LTD.
CEO / Eim-Hyun Koh & Sang Yong Lee

n ~ appeared before me and. admitted said principal's
subscription to the-attached

Appendix to the User Manual.

2023 'd 7 € 26 This is hereby. attested on this
26th dav of Jul.»2023 at this office.

Daehan Ltaw Firm & Notary Office Inc,
Belong ~to Seoul Central Distriet
Prosecutors' Office
Ail- Air~ A4A11S 36 DaeGwang B/D 3F. 36 Dongjak-daero.
Seoul, Korea
3W IL-

Attorney-at-law

"1
g 1w
pac:.i
KWON HYUK JUNG
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. 11323
210mm>~297mm (Jir-g-~](1-?-) 70g/m~)
AB}- : (02) 590-0900. : (02) 3477-0957
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MepeBoA C aHINNIACKOTO 1 KOPEVCKOro S3bIKOB Ha PYCCKMIA A3bIK 4c

OasxaH /1o ®upm aHg Hotapu Oduc VHK.

(MpwunoxeHue opma Ne 41) Ten. (02)590-0900 (MHOrOKaHasbHbIN)

[areaHr BunguHr, 3 atax, 36 TOHIKaK-A3PO0 thakc: (02)3477-0957
Ceyo-ry, Ceyn, Kopes

PermcTpaumoHHbIi Homep 2023-10890

HOTAPUAJIbHOE CBUAETEJ/IBCTBO

AsxaH 1o ®upm aHg Hotapn Ogpuc NHK.

[arsaHr bungnHr,=3.atax, 36 ToHAKaK-43p0
Ceuo:ry, Ceyn, Kopes
Tesm+(02)590-0900
(hakc: (02)3477-0957

PenbedHas neyats: AaxaH Slo ®dupm 3Hg Hotapn Oduc VHK.

210Mm X297MM
JonroseyHas 6ymara (1 nmct) 70r/m"
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Norotvn PEME/L (REMED)
KomnaHusi no npon3BoACTBY 060pyf0BaHMS 415 peabuamtaumm

YTBEPBIAIO

AnpekTop

PEME/, Ko., J1ta. (REMED Co., Ltd.)

blH-X&H, Ko (Eun-Hyun, Koh), CaHr-WoHr, J/In (Sang-Yong, Lee)
/Moanuck/

21 nmona 2023 r.

MpunoxeHne K PyKoBOACTBY Mo aKcnyaTaLum

YCTPOWCTBO /151 3KCTPaKopnopasibHOWN yaapHO-BONTHEBOW Tepanuun (QYBT),
mMogesib SALUS-OPTIMUS-Rro

Mpoussogutens: PEME/L Ko., ltg. (REMED Co., Ltd.), Pecny6nnka Kopes

LWTamn:

PEME/, Ko., Ata. (REMED Co., Ltd.)
FeHepanbHbIN AMPEKTOP

blH-XéH, Ko (Eun-Hyun, Koh)
Mopgnwuck /Mopnuce/

CaHr=MoHr, /n (Sang-Yong, Lee)
Mognuck /Moanuce/

JInyHblE NeyaTu
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MpunoXeHne K PykKoBOoACTBY Mo aKcnnyartayuu
AnnapaT aKCTpakopnopasbHOMN yaapHO-BO/THOBOI Tepanuu

(3YBT), mogens SALUS-Optimus-Pro
(nanee no Tekcty - annapat(bl) AYBT, nsgenve(s), npnoop(sl))

Mpexae yeM UCMONb30BaTb 3TOT MNPUOBOP, BHMMATENIbHO MNpoyuTaliTe
PYKOBOACTBO MO 3KCM/yaTauuu M JaHHOe NpuUioXKeHnel K pPyKOBOACTBY W
COXpaHuUTe ero ANs AanbHelLlero Ucnosib3oBaHus!
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NMHCTPYKUWNA no TEXHUKE BE3OINACHOCTHU

MEPbI MPEAOCTOPOXHOCTW MO 3JIEKTPOBE3OMNACHOCTW:

* HoMmuHanbHOe Hanps)XeHue ceTn NUTaHUA Ang annapara YBT.coctasnset 220 B,
NePEMEHHBbIN TOK,;

* Yb6eauTechb, YTO BCe COEAMHUTENbHbIE YacTU (LLIHYP NUTaHUSA UM Kabenn CoCTaBHbIX
yacTeli) NpaBW/IbHO NOAKMKOYEHbI K annapaty JYBT,;

e Y6eautechb, Yto annapat AYBT NOMHOCTLIO 3a3eM/IeH;

* PeMOHT, paclumpeHne n yctaHoBKa annapata QY BT He AoAXHbI BbINOMHATLCA KEM-
nnéo, Kpome cnewuanm3npoBaHHOro nepcoHana, YNOJ/ITHOMOYEHHOIO
npounssoamTenemM. lpomsBonbHasd pasbopka [/ -~cbopka annapata OJYBT
rMonb30BaTeNeM KaTerOpuyecky sanpeLLeHa;

» [lepeq NOLKNHOYEHMEM ApYroro 060pyAoBaHWs, He-yKa3aHHOro B PYKOBOLCTBE MO
aKcnnyataumm, 0Bs3aTeNlbHO MPOKOHCY/NbTUPYATECH Y MPOU3BOAUTENS WK
YNOJIHOMOYEHHOIO TPpeACTaBUTENSA NPON3BOANTENS,

* Bo n36exaHne 8AeKTPMYeCKMX MOMEX BO BPEMA WCMOMb30BaHWA annapat JYBT
cnefyeT ycCTaHaBNMBaTb Ha 3HAYMTENIbHOM. PAcCTOAHUM OT WUCTOYHMKA NUTaHUSA,
N06oro reHepaTopa, PeHTreHOBCKOro 06QpyL0BaHMsA, NepeaaroLlero YCTpOCTBa,
MOOWNBbHOFO, 3/1EKTPUYECKOro NpoBoja U T 4.;

e OTHecuTecb BHUMATE/IbHO WM3-32 BO3MOXKHBLIX 3/1EKTPOMArHUTHLIX “WIN  ApYrux
nomex Mexay annapatom QYBT v apyrvmm ycTponcTeamu;

 Tlo cyulectBy, TpebyeTca HesaBMCMMas CWI0Bas LeMb, ‘@ COBMECTHOE
MCNOMIb30BaHNE  3HEPrMM €  APYIMMW  3MEKTPOHHBLIMU  YCTPOMCTBAMM  He
peKoMeHayeTcH;

» Hepa3swmewarite annapat 9YBT BMecTax, rae TPYAHO OTCOEAUHUTL BUIKY NMUTaHNSA
Wan LPYTYH0 CbeMHYHO BUJIKY.

MNMEPEA NCTTOJIbSOBAHVEM NMPUBEOPA O3HAKOMbBbTECbH C
PYKOBOACTBOM MO SKCMNAYATAUNN N JAHHBIM MPUNOXEHVEM

MPEAYMNPEXAEHWA N MEPBITIPELOCTOPOXHOCTU FIRV SKCIITYATALUN:

* YCTaHOBKa W NOBTOpHas-ycTaHOBKa annapara QY BT Bcerga fo/KHa BbINONHATLCA
Cnewuvann3npoBaHHbIM TTIEPCOHAIOM, YTNO/THOMOYEHHbIM MPOV3BOAUTENIEM.

* BHumaHue! Cnepyer yoeanTbea, YTO Y MayueHTa HeT MeTa//IMYecknx npeamMeToB
BO BpeMs nNpoBedeHus npoueaypbl. HeBbINONHEHME 3TOr0 YCNOBUA BO Bpems
npoueaypbl MOXET NPUBECTU K CEPbE3HOMY OXKOFY KOXu!

* YcTaHoB/eHHbl-annapat 3YBT nogiexuT peryspHbIM NpoBepkam 6e30MacHOCTU
cneunann3npoBaHHbIM NMePCOHa/IOM, YNOTHOMOYEHHbIM MPOV3BOAUTENIEM.
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e PeMOHT waM ycTaHoBKa annapata 3YBT [0/MKHbI  BbINOAHATLCA  TOJIbKO
cneunanm3npoBaHHbIM  NEPCOHasIOM,  YNOSITHOMOYEHHbLIM  MPOU3BOAUTENEM, U
noaTomy /tobas nNpounsBonbHas pasbopka/cbopka 060pyaoBaHMS MO/b30BaTENEM
KaTeropuyecku sarpeLleHa.

* B uensax anektpobesonacHocTn annapat YBT Bcerga f4o/mKeH ObiTb NOAK/IOYEH K
HaJeXXHO 3a3eM/IeHHOMY UCTOYHUKY NUTaHWA 418 paboThl.

 Onepatop ©n MeHemKep _annapata JYBT [A0OMKHbI - AO/IHOCTLIO MOHMMaTb
PYKOBOZCTBO MO 3KCNyaTaun, ¥ OHO AO/HKHO XPaHWTbEA B HEMOCPeLCTBEHHON
61130CTU OT 060PYA0BAHMS.

e UT06blI NpeaoTBpaTUTL -HECUYaCTHbIE Cnydan, CBA3aHHble C 6e30MacHOCTbi, W
obecrneunTb HaAneXxaulee TeXHNYECKoe 06Cy)KMBaHue, cnefyeT pasMecTUTb 3HaKu
6e30MacHOCTW, WHCTPYKUUM 1 Tabnuuy perynspHbIX MPOBEPOK, Npunaraemble K
annapaty' 3YBT, HaXopoLlo BUAHOM MecCTe pALeM C annapatom OYBT.

» [lockonbky B Kopmyce annapata QYBT ycTaHOBeH BEHTUIATOP ANA LUPKYNALUM
BO34yXa, CMefyeT,CHATb 3aHaBECKW WM N06bIe Apyrve npeiMeTbl, KOTOpble MOrYyT
6NoKMpoBaTb AOTOK BO3AyXa B6/M3M annapata) QY BT.

* [10CKO/IbKY .BOKpPYT CeKuMM reHepaumm MarHWTHOrO Mnosf CO34aeTcs CUbHOe
MarHUTHOe ‘floNe, TEXHUYECKME CreLmanneTsl, MOMOLHUKM Y NaLNeHTbl He AO/DKHbI
Jepxatb BopyKax Kakue-nmbo npeAMeTbl, Ha KOTOpble MOXET BO3[eNCTBOBaTb
MarHUTHOE nore.

MpumeyaHne: MarHUTHbIe NONA MOTYT-NOBPEANTL Takue NpeaMeThl;\KaK HapyUHble
4acbl'¥W MOOGWSIbHbIE TeNe(hoHbl, MO3TOMY OyAbTe OCTOPOXKHbI.M XpaHuTe ux
OT/e/IBHO.

* Bo Bpewmsa akcnnyaTaumu annapara QYBT He crnefyeT Mcnonb30BaTb MOGUSIbHbIE
TENeqOHbI, PagnonNPUEMHNKN, ~MOOW/bHbIE paauonepesaTynkn, 6ecrnpoBOfHbIE
MIPYLLKA W T.4. B HENOCPEACTBEHHOM 6/1M30CTM OT annaparta QYBT.

«.Bo Bpemda akcnnyatauum anmnapata YBT naumeHTy 3anpewjaetca npuHMMaTb
HanuTKW, BOAY W T. 4., KOTOPble MOTYT NOB/MATL Ha paboTy annapata YBT.

o He pa3genaiiTe NUCTONET W-annaMKaTop Bo BpeMs pabaTbi.annapata AYBT, Tak Kak
3TO MOXKET NPUBECTU K TPaBMe 13-3a OTAa4n AaB/eHUA BO34yXa.

o [lpn HepOCTAaTOYHOM-. HAHECEHUN TPAHCMWUCCUOHHOIO Trend WM  OTCYTCTBUM
COMPUKOCHOBEHMUSI CLKOXel MauueHTbl MOryT MoYyBCTBOBaTb 60/1b, MOTOMY 4TO
obpasyeTcs BO3AYLUHbIA MNy3blpb W TEHEPUPYETCA YyAapHasa BONHa. [loaTomy
He0OXO0AMMO HaHEETU AOCTaTOYHOE KOMIMYECTBO.FENA M NIOTHO NpKaTb NUCTONET
K MayuneHTy, 4Tobbl NpesoTBpaTuTb 60/b.

(B KauecTBe TPaHCMWUCCMOHHOIO rens (fasee - refb) MOryT MPUMEHATLCA Tenun,
3aperncTpnupoBaHHbIe Ha TeppuTopmun PP*:

1) Fenb Ana ynbTpasBYKOBbIX uUccnegoBaHuin ""Mepgnarens' ¢ cokom Aloe Vera no TY
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21.20.23-001-76063983-2019, perncTtpaumnmoHHoe ygoctoepeHne Ne P3H _2021/15126 ot
19.08.2021.

2) lenb MeAMUMHCKUIA NpoBOAALMI abpasuBHbIA ""AKyrenb-MogroToBka™ no TY
32.50.50-013-66242897-2020, perucTtpaunoHHoe ypoctosepeHue P3H 2021/14167 ot
28.04.2021.

* B KOMNNEKT NOCTaBKU HE BXOAWUT.

Y[papHas BONHA MOXeT MofBepraTbCs BO3LENCTBUIO M36LITOUHOIO [aBfeHUs npu
MCNOb30BAHNM BOKPYT NEFKMX, YLLEA N XXeNyL0YHO-KULIEYHOr0 TpaKTa.

He npumeHsliTe yaapHble BO/IHbI HENOCPEACTBEHHO K CEPALY, ro/I0BE UM PaHEeHOM
obnactu.

Annapat JYBT cnefyer ucnonb3osaTb 419 NaUUEHTOB, KOTOpble MOTYT TOYHO
BbIpa3uTb 1 NnepesaTs 60/1b BO BPpeMs NpoLEeaypb!.

Upe3mepHoe [faBfieHle Ha 061acTb BO3AEWCTBUST “C.MOMOLLLIO MUCTOMIETa MOXET
BbI3BaTb NOBPEXAEHMe KOXW, Hanpumep, BONAbIPKA M NOKPaCHeHNe.

He cnegyet nepemewatb annapat SYBT BO BpeMa UCMOMb30BaHWA, NOTOMY 4TO
NUCTONIET MOXET YNacTb Uan annapat Y BT-moXeT ObITb NOBPEXAeH 13-3a yaapa
nnu asmxxeHud annapara SYBT.

He ncnonb3yinte annapaT 9YBT HKM B 0AHOM M3 CREAYIOLWMNX MECT;

B MecTax, ‘rae TemnepaTypa Uan BNaxKHOCTh OKPYXKatoLen cpefbl He COOTBETCTBYHOT
TpeboBaHVIAM;

B MeCTax BO3MOXHOI0 MPUCYTCTBUS KOPPO3NOHHbLIX WAN BOCMIaMEHSOLLNXCS
rasos;

B MeCTax BO3MOXXHOI0 BO3AENCTBUSA-CU/NbHbLIX YAapOB U BUOpaLUn;

B MECTax, HeNmocpeACTBEHHO OTKPbITLIX AN18 BETPa U AOXKASN;

B"MECTax CKOM/IEHNS MbIN.

Mpw aKennyaTaumm annapata OYBT B'yKa3aHHbIX HMXe MecTax npefycMaTpuBainTe

Hajexaline 1 oCTaTOUYHble Mepbl 3aL{WTbi:

B MecTax BO3[ENCTBMA CTATNYECKOr0 3M1IeKTPUYECTBA WK AOBLIX APYruX NOMeX;
B MecTaxX BO3[eNCTBUS UHTEHCUBHBIX 3NEKTPUYHECKUX UAN MarHUTHbIX NONe;
B MeCTax, pacrnosioXeHHbIX BONN3N TMHWIA 3NEKTPOCHAOXKEHMS.
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BBEAEHWE

OCHOBHOI1 Lie/NIbl0 PYKOBOACTBA M JaHHOTO NPUIOXKEHNS K PYKOBOACTBY 0. 3KCMNyaTauum
ABNAETCSA NPefoCTaBeEHME NOMb30BATENK MHCTPYKUMUK Mo paboTe ¢ annapatom-3YBT, a Takxke
MHOPMaLMK, KacaloLlelicsi ero peMOHTa W TeXHWYEeCKOro obcnyuaHust:, B pykoBoacTse
NPUBOAATCA 3KCM/I>'aTauMOHHbIe MNoKasatenu annapata JYBT, ero ycraHoBka, paboTta wu
TEXHWYECKOe 06CNyXunBaHue, a Takke WHpopMaums no 6esonacHocTW: [lepef Havasiom
NCNONb30BaHMA MO0MNb30BaTeNlb AO0/HKEH BHMMATENbHO MNPOYMTATb PYKOBOACTBO U AaHHOe
MPUIOXKEHME K PYKOBOLCTBY MO 3KCnyatauuun, 4tobbl NpaBuabHO 1 6e30WrnboyvHo paboTartb C

annapatom 3YBT, ¢ 4OCTUXKEHNEM YKa3aHHbIX CTaHAAPTOB 6€30MacHOCTY U 3KCMNyaTaLNOHHbIX
nokasaTenemn.
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1 HASHAYEHUWE U NMPOTMBOINOKASAHNA

AnnapaT 3KCTpakoprnopajbHOW YAapHO-BONHOBOW Tepanun (JYBT), mogens SALUS-
Optimus-Pro npegHasHayeH 18 UMMYAbCHOIO 3/1EKTPOMArHUTHONO BO3[AEWCTBUSA BbICOKOIA
WHTEHCMBHOCTMW N 3KCTPaKOPropasibHOM yAapHO-BONHOBOW Tepanun. Moapo6Hee CM. «nokKasaHus
K NPUMEHEHNIO»

Annapat 3YBT npurofeH 418 NpoeccMoHasIbHOro NPUMeHeHUs B G0MbHULLAX Y KIIMHUKAX
Bpavamu-gusnoTepanesTamu.

O6nacTb NpumMeHeHUs, B 6ONbHULAX W KIIMHWKAX.

lMoka3aHns K NpUMEHeHWIo:
*  CTUMYNAUMA MbILLEYHLIX BO/IOKOH;
e  YNYYLLEHNE MECTHOrQ-KPOBOCHAOXEHNS;
Hesponorusa:
- bonesble CMHAPOMBE AOpCaTnsA, LepBUKAITUA, TPUTEMEHANTUSA, TO/IOBHbIe 60U
HarnpsHKeHUs, CUHAPOM KOMMNpPeccun 60NbLIOrQ._3aTblIOYHOIN0 HepBa, CUHAPOM
rpyLUEBUAHON MbILbI, MeXXpebepHas HeBParns, TYHHebHbIe CUHAPOMbI.
MonnHenponatus
- Mapesbl nepudiepryeckre: napes NLEBOrQ HepBa, napes MasiobepLOBOro HepBaa,
napes /ly4eBOFO HepBa, Mape3 cpeAvHHOro HepBa, napes OKTEBOro Hepsa, napes
BO3BPATHOLO HepBa.
lNnekconainm
MeXXno3BoHOYHasa rpbhka
[Mapesbl UeHTpabHbIe
- CNVHaNbHas TpaBma, MOCMeACTBUA=MHCYNbTa FOMIOBHOrO U CMMHHOIO MO3ra,
noc/eAcTBMSA onepaumini Ha roNnoBHOM-M CNIMHHOM MO3re.
AnecroHnn
MMnocTe3na
Peabunvtaumsa nocse HeEMPOXUPYpPrnvecknx onepawuia
T paBmartosiorus:
3aboneBaHNA CyCTaBOB: apTpo3bl, apTPUTbI
Peabunutauma: nocne apTROCKOMUYECKMX onepauuii, nocae TpasMm
BoneBble CUMHAPOMbBI: “UMIAVIKMEHT CUHAPOM, MuodacumanbHbIi  CUHAPOM,
ANUKOHAWNWNT, NNaHTapHbIA (acummnT, CMHAPOM TUOMANBHOrO0 TpakTa, CUHAPOM
KPeCTLOBO-NOAB3OLIHOIO COYNIEHEHUSA, TPOXaHTEPUT, MATOMOMNA  BUCOYHO-
HV)XHEYeTIOCTHOrO CyCTasa, NaTonorms axmnioBo CyX0OXUns, MMraMmeHTUTbl
[BuratenbHble HapyLUEHMA: MI0CKOCTONME, CKOJSINO03, [AUCTOHWUSA, CUHAPOM
aTpodumn oT 6e3aencTBns
JTnmdpaTnyeckneoTeku
Yponorusa v rmHeKenorus:
- [nepaKTMBHbIA MOYEBOI NY3bIpb
- SppeKTunbHas GUCHYHKLNSA
- MpexxaeBpemeHHas 3Ky nsaUns
- CHAPOM OCTPOW M XPOHUYECKO Ta30BOW 60w
- Peabunurauma nocne onepauuii Ha npeactaTesibHOM Xenese
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- F'MNOTOHNSA MOYEBOrO My3bIpS

- LleTpy30pHO-CHNHKTEPHAS ANCCUHEPTS
- 'MnocTe3ns ronoBKY NOMOBOrO Y/ieHa

- MaTonorus cpamHoOro Hepaa

- CTpeccoBoe HefepXKaHne Moyu

["acTposHTEpONOrNA:
- CUHAPOM pa3fpaXKeHHOro K1leyHukKa
- Aucgarus
KocmeTtonorus:

YBennueHne TOHyca MBILIL,: XXMBOTa, ArOANYHOM 06/1aCTY, Neya, nmua
MpoTMBOOTEYHAA Tepanmns

YHenoCcTHO-NMUEBas XNpyprusa:
- Peabunutauus nocne-onepaunii Unx;

*  MNEYEKNCTEBOWN CUHAPOM;

*  MJeYenonaToYHbIR-FepuaTpuT;

e (pm3moTepanua nNpwnepenomax;

*  XPOHMYECKUI NPOKCUMabHBIA MNOAOLIBEHHbIA (haCLMUT Yy NaLMeHTOB B BO3pacTe
18 feT u cTapLle C CMMNTOMamy B TeYeHWe 6.mecsLeB U 6onee;

*  NJaHTapHblacynnT;

* TpakuMOHHasA. JereHepauus MOLOLIBEHHOIO (acumanbHOro 6aHfaxa B Havasne
MeAnanbHOre O6yropka NATOYHON KOCTY;

* MHOrOKpaTHOe COKpalleHWe MbIlL, C-[AOMOLLbI0 MPOMYCKaHNA 3/1EKTPUYECKNX
TOKOB Yepes3 3/1eKTPOobl 6e3 KOHTaKTa C-IOPaXKEHHLIM YYaCTKOM TeNa;

e CHATWe 00neBbIX owyLleHnin (MuodacymanbHas 60nb, 601b TOICTOBOIOKOHHAS,
TOHKOBO/IOKOHHas, HelponaTuyeckast, haHToOMHas, prbpommnorns),

* JIeYeHVe 0CTeornoposa;

* /leyYeHne hmbpommanrun, apTpuTa, XpOHNYECKOM YCTaIoCTH.

e (obecneyeHne MOMHOCTbI HEWHBA3MBHOIO WMMY/IbCHOIO AfIEKTPOMArHUTHOro
BO3/eCTBMS BbICOKON MHTEHCMBHOCTW Ha MYCKYy/naTypy Ta30BOro AHa C Lefblo
peabunmTaumMm cnabbiX MbIWiL’ Tasa W BOCCTaHOBNEHUSA._HEPBHO-MbILLIEYHOI O
KOHTPO/IA MW NIeYeHUN HeJEPXKaHWUA MOUM Y YesioBeka.

MpoTuBONOKa3aHMa K NPUMEHEHKIO®
[TPOTUBOMOKA3aHNA K MPUMEHEHMIO NPU  3KCTPaKopnopasibHOW  yAapHO-BONHOBOWA
Tepanuu_cnesyoLime:
* He cneayeT WCNOMb30BaTb BMECTE C APYTUMU 3NEKTPOHHLIMU MeLULUHCKAMU
YCTpOWCTBaMU;
* He cnefyeT NPOBOAUTL NpoLeAypbl B 061aCTN 3HAONPOTE3A;
e Ccliefylolime nauueHTbl [O/MKHbI ObiTb 0f006pPEHbI BpayoM A5 NpPoBeAeHUs
npoLeaypbl:
> MauueHTbl C BbICOKOI TemnepaTypoii Tena (6onee 37 °C), NoXxusble Noan (cTapLue
85 net) n petn<(no 3-x ner);
> 4enoBeK C MMMNaHTatamu (Hanpumep, WCKYCCTBEHHbIA KapAnoCTUMYNATop,
MMNAaHTMpyeMas MHY3MOHHas NOPT-CUCTEMA, CyXOBOI annapar).
*  3aMpeLLeHO NIeYnTb C NMOMOLLbIO U3AeNWs CNeAyoLWMX NaLUEHTOB, UMEHOLLMNX:
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3ab60/n1eBaHNA  KpPOBW, Mpo6/ieMbl CO CBepTbiBaHWEM WK “yROTpebneHve
aHTMKOArynsaHTOB;

paxukaroLLe KpoBb npenaparb! (BapdapuiH);

Tpom603;

OHKO/I0rMyeckme 3ab0seBaHus;

npv caxapHoM AuabeTe, AnabeTUUECKOW HeiponaTuu,

6epeMeHHble YXEHLMNHBI;

0CTpOe BOCMNa/IEHNE B LieNIeBOi 06/1acTu;

POCT XPALLEBON TKaHW.Y AeTel;

KOHTaKTHble MH(PEKUMOHHbIE 60/bHbIE (BO M3beXxaHuUe nepefaydn UHPeKUMm);
Tepanus KopTUKougamn B Te4eHne 6 Heaerb.

BHuMaHue! YpapHble BONMHbI Helb3A HAaHOCUTb MOBERPX: HAMO/IHEHHbLIX BO34YyXOM

TKaHen (Nnerkumx),
NN Ha ronoBe.

a TakKkKe X He NMPMEHAIOT BO3/1€ KPYMNHbIXHEPBOB, COCYA0B, NO3BOHKOB

MpPOTMBONOKA3aHWs K MPUMEHEHWIO MPY UMMY/IbCHOM 3AEKTPOMArHUTHOM BO3/[eiCTBUM
BbICOKOI MHTEHCUBHOCTU Creaytotiue:

* He

cneflyeT WMCNonb3oBaTb 3T0 060pyA@BaHME MapannenbHo € Apyrum

3N1EKTPOHHbLIM MeANLIMHCKUM 060pYyA0BaHUEM;

e cneayeT OblTh “OCTOPOXHbIM, UYTOObI MarHUTHOE BO3AECTBME He MPOHWKANO B
obnacTb cepaua;

e 00bIYHO NALMEHTbI CNEAYIOLIMX KaTErOpUiA’He MOTYT NIEUNTLCA C MOMOLLbHO 3TOrO
obopypoBaHus (nepef NO6bIM NeYeHeEM C MOMOLLbH 3TOro 060pyL0BaHMS
HeobXoAMMO NoyYeHNe paspeLleHns neYallero Bpaya):

A

>

>

nalMeHTbl C BbICOKOM Temnepaty'poit Tena (6onee 37 °C),~b6epeMeHHble
YKEHLWMHbI, NoXuble noamn (ctapiue 85 net) v getn (4o 3-X neT);

nauneHT ¢ WUCTOpWe WAW._ AUMarHO30M  3NWAencuM WKW  CyLOPOXKHONA
NHBaNMAHOCTW;

nauMeHT  C  MOA03peHueM Ha  3nunencuto Ha  OCHOBaHWM
3N1EKTPO3HLedanorpadum;

nauyueHTbl C YepenHo-mMO3roBOi TpaBMOW W CNUHHOMO3rOBO TPaBMOW B
TeyeHne mecsiLia OT MONMEHTA TPaBMbl;

naumeHTbl ¢ UMNAAHTUPYEMbIMU UH(Y3NOHHbLIMIANOPT-CUCTEMAMWN NN
CNyX0BbIMW annapaTamu;

NayMeHT C YepenHbIMy UMMIaHTaTamu.

* MCNnosb3oBaHWE BO BPEMA M&FHMTHO-pGSOH&HCHOVI TOMOFpa(*)I/IVI.

B03MO>X Hble OCNOXKHEHUA]

Ecnn o6Hapy»XeHbl Kakuve-Anbo OTKNOHEHMS, Takue Kak MOKpPaCHEeHWe KOXu, 60/b,
reMaTtomMa C MeTexmamu. remMatoma, KpOBOTeYeHue, OTeK, CAedyeT HeMeA/IeHHO NpeKpaTuTb
YCA0Nb30BaHMe annapaTa 1 NPOKOHCY/IbTUPOBATLCA C BPaYOM.

B0O3MO>KHble NO60YHbBLE felCTBUSA:
Mo60oYHble AECTBUA NP 3KCTPAKOPNOPasIbHON yAapHO-BOHOBOW Tepanuu:

e OTeK;

* TNOKPaCHEHUE;
e remMaroma,

10
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e THP

Mp  MMNYNLCHOM  3/1IEKTPOMarHUTHOM BO3A€I7ICTBI/II/I BbICOKOWN WHTEHCMBHOCTU npun
CO6I'IIO,£I,€HVIVI yCHOBMVI N npaBu TPaHCNOPTUPOBaHUA, XPaHEHUA W NMPUMEHEHUA Nno6oYHbIe
ﬂ'el\/’ICTBI/IFI HE BbIAB/IEHbI.
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2 OBLLUEE OINMNCAHWE ATTIAPATA 3YBT

Annapat 3YBT cocToMT M3 Kopnyca, LIHypa MNUTaHWs, NUCTONeTa YAapHO-BOTHOBOWA
Tepanuu, npeobpas3oBatens 3MeKTPOMarHUTHOrO BO3MENCTBUA, a TakXke anf/MKaTopoB AN
y[apHO-BO/THOBOW Tepanum.

Kopnyc annapata 3YBT ocHaleH BbIKIKOYaTeNeM C K/IUYOM, KHORAKOW aBapuiiHOro
BbIKNOUeHMs, ceHcopHbiM XK ancnineem (LCD-8") ¢ [KONCTUKOM, OTCEKOM AN XPaHEHWS
anniuKaTtopoB, POMKaMu NS  MNepefBMKeHUs € TOpMO3oM W 6e3, npeobpa3osaTenem
3/M1IEKTPOMAarHUTHOIO BO3AENCTBUSA, pbluarom gepxarens B coope, fepxxatefem npeobpasosarens,
pasbémamu 419 CoeAMHEHNA NUCTONeTa YAapHO-BOIHOBOW Tepanun 1 WwHypa NUTaHus, a Takxe
npesycTaHOB/IEHHbIM MPOrpaMMHbIM 06ecriedeHunem (IM0).

Oucnneii y annapata OYBT M3rotaBnvMBaeTcs BCTPOEHHbIM B KOPYC U pacnonaraeTca Ha
BEPXHEN naHenu.

MucToneT yaapHO-BOMHOBOW TEpanvMu COCTOMT M3 KOpnyca,. yAapHWKa, HanpasnstoLlen 1
Pe3VHOBOI BCTaBKM, a TAKXXe OCHALLEH Kabenem An1s coefvHEHUs CKOpnycom annapaTta YBT.

AnnavkaTopbl 408 y4apHO-BOSIHOBOM  Tepanuu  M3FOTaB/IMBAKOTCA  ClEAYHOLMX
TMnopasmepos: 6MM, KOmM, 15Mm, 20MM 1 35MM.

Peructpamua MU e PocampasHamzope 12
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3 KOHCTPYKTUBHbIE OCOEEHHOCTW M BHELLHUI,BU[
ATMTMAPATA 3¥YBT

KOHCTPYKTUBHBIE OCOBEHHOCTU 1 BHELLIHUWA BUA ATTMARATA 3YBT

0«r oonnecuw

Pasw Cofln*ctDr

PucyHok 1. BHelwHuin Bug annapaTa cnepeau (cnesa) v c3aan (cnpasa)
Transducer - npeobpa3oBaTte/ib 3EKTPOMarHUTHOIO BO3AENCTBUS;
Transducer holder —aep)katenb npeobpaszoBaTens 3AEKTPOMArHMTHOrO BO3AENCTBUS;
Transducer arm holder - poblyar pgepxarens npeobpasosatens 31eKTPOMarHUTHOIO

BO3/elCTBUA B COOpE;
Key lock - BblknQuaTesib € K/IHOYOM;
Emergency Slop= KHOMKa aBapuitHOr0 BbIKNHOYeHWS;
(LCD) Touch Screen - ceHcopHbIin XXK gucnaen (LCD-8");
Encoder - pKOWCTUK;
Gun - nNUCTONIET YapHO-BO/THOBOI Tepanuu;
Storage box - "0TCeK 4ns XpaHeHus;
Gun conngctor - pa3bém CoenHeHNs NUCTONeTa yAapHO-BO/THOBOW Tepanuu,
Transducer, connector - pa3béM COEAMHEHUs npeobpasoBaresis /‘9NeKTPOMarHUTHOIo

BO3ENCTBUS;
Vent -~BEHTU/IALNOHHbIE OTBEPCTUS;
Power connector - pa3béM LUHYypa/AuTaHns Co CKOBO-aepKaTenem:;

PucyHok 2. Power connector—pa3béM LUHypa NMTaHnsi co CKOboW-Aep>KaTenem
Power Switch - BbIK1Q4YaTENlb NMUTAHKS.

Peructpauns MH e Pocaopasramzope 13
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RGM6D X

PucyHok 5. BHeluHuiA B npeobpasoBaTens 3N1eKTPOMarHIT HOro BO3AeicTBunS
Magnetic field output - NOBEPXHACTb 3/1EKTPOMArHMTHOrO BO3AEUCTBUS.

PucyHoK 6. Pasmepbl Npeo6pa3oBaTens aNeKTPOMarHNTHOro BO3AeincTBIS

PUCYHOK 7. BHEWIHWIA BUA NUCTONeTa y4apHO=BONHOBOI Tepanuu
Applicator - annnvkartop;
Start button - KHoMka 3anycka.

Perncrparua MU 8 PocampaEHanzope
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PucyHok 14. AnnnnkaTop 35 MM

AnnapaT AYBT vMeeT npeayCcTaHOB/IEHHOE 3aKPbITOE NPOrpaMMHoe obecrneveHune (fanee
no TekcTy - IMO). Mocne BKNHOYEHNA U3LeNnUs NPOMCXOAUT aBToMaTuyeckuii 3anyck Mo.

HanmeHoBaHue M aeHTu(MKaLoHHoe Homep Bepcumn Lincposoii ANropuTt™ [ata nepsoro
npogaMmMHOro MMS MPOrpaMMHOFQ (MAEHTNHUKALNOHHDIN naeHTUNKaTop pacyeTa BbINyCKa
obecneyeHus obecneyeHns HOMep) NPOrpammHoOro nporpaMMHoro uncposoro nNporpaMMHOro
obecneyeHus obecneyeHus naeHTUdUKaTopa obecneyeHns
(KOoHTponbHas nporpaMMHoro
cymMmma obecneyeHus
UCMNOHAEMOr 0
Koga)
Optimus-
ProF/W - 1.00.39 - - 19.09.2019
(npowmBka o
Mo)
Optimus-
Pro SAV - 2.01.03 - \ 19.09.2019
(Mo)

MpumeyvaHme: [MpoLIMBKa NPOrpaMMHOro 06ecriedeHMst U NporpaMmMHoe o6GecnedeHuve
BbIMOMHSAIOT pasHble (yHKLMU COBMECTHQ-B O1HOM m3genvn. Mpowmneka MO npeaHasHaveHa Ans
ynpaB/ieHusi 060py0BaHNEM - YNPaB/SET BbIBOAOM B COOTBETCTBUM C/BBOAOM OT MPOrpamMMHOro
o6ecrneueHuns), NporpaMMHoe obecriedeHne npeaHasHadeHo AN1s yApaBNeHUs TOMbKO TeM, 4ToO
0TOGpaXKAETCA Ha AuCriee: BPeMeHem Tepanum, KHoMKamum.

A TpegynpexaeHune
O6HoB/IEHNE MNPOrPaMMHOro obecriedeHUss LO/KHO MPOU3BOAUTBLCA TOJIbKO

COTPYAHUKaMMN YNONHOMOYEHHOT 0 NpeACTaBUTENS. MporpammHoe
obecrneyveHune 3ainthpoBaHo N He MOXET ObITs M3MEHEHO CaMOCTOSATE/bHO.

18
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KOMIMNEKT MNOCTABKW:

1) Annapat 3YBT, mogenbs SALUS-Optimus-Pro - 1 wr;
2) MucToneT yaapHoO-BOMHOBOW Tepanun ¢ Kabenem - 1 wwT;
3) WWHyp nuTaHus - 1wr;

4) Annnukatop 6 MM - 1T,

5) Annnukatop 10 Mm - 1wr;

6) Annavkatop 15 mMm —1 wr;

7) Annnvkatop 20 mm - 1w,

8) Annnimkarop 35 MM - 1 wr;

9) PyKoBOACTBO MO aKCnyaTauuy = 1 wr.

Perncrpanua MU B PocagparHanzope
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4 TEXHUYECKUWE XAPAKTEPUCTUKUN

JKCnnyaTaynoHHO-TEXHNYECKMe  XapakTepuUCTMKM annapata JYBT « CO0TBETCTBYIOT
Tabnuuam 2-3.

Tabnunua2
HavnmveHoBaHVe napameTpa 3HaueHve, HopMma
1 2
MabapuTHbIe pa3mepbl annapata AYBT (BxAxLU), Mm 1960x515x580
Pa3mepbl kopriyca annapata QYBT (BxAXLL), mv 993x467x501
Pa3mepbl 0TceKa 41s XpaHeHWs annnkKatopos (BxAXLL), Mm 70x242x7?2
[nameTp ponvka c TOpMO30M, MM 75
K0/M4yecTBO PO/IMKOB C TOPMO30M, LUT 2
[nameTp ponuka 6e3 Topmosa, MM 75
KonnyecTBo ponvkoB 6e3 TOpMO3a,-LLT 2
Macca Kopnyca annaparta YBT; kr 76
Pa3mepbl NUCTONETa YAapHO-BOIHOBOM Tepanuu (BxAXLL), Mw 33,8x195,5x86,5
[nnHa Kabens nucToneTa yaapHO-BOMHOBOW Tepanuu, MM 1935
Pasmepbl  fepxatens  nucToneTa  yAapHO-BO/IHOBOW  Tepanum
(BxAxLL), Mm 46X77x124
KonnuectBo NUCTONETOB YAAPHO-BO/IHOBOI Tepanuu, LT 1
Macca nucToneTa yaapHo-BO/IHOBOW Tepanui, Kr 0,6
Pasmepbl  npeobpasoBatens  3/1eKTPOMarHUTHONO - BO3/AENCTBUS
(BxAXLL), Mv 36,5x330x161
[nvHa wnaHra npeobpasoBatens 3MeKTPOMarHATHORO BO3LENCTBUS,
MM 2000
KonnuectBo npeobpaszoBatenieil 31eKTPOMarHUTHOMO BO3AECTBUS,
LT 1
Macca npeobpasoBatens 31eKTPOMarHUTHOr 0 BO3LENCTBUA, Kr 3
Konnuectso peXxmmoB paboThl, LT 2. (ynapHo-BoHOBaSA
Tepanus n
9NEKTPOMArHUTHOE
BO3/AECTBUE)
Bpems FOTOBHOCTU K paboTe Moc/ie BKIFHEHNS, MUH., He Gonee 1
MakcumaibHoe BpeMsi HenpepbIBHON PaboTbl, MUH., He MeHee MpOAOMKUTENBHbIA MPK
YBT
MPOLO/MKUTENbHBIV NpK
3MB
AAvHa WHypa nuTaHns, Mv 1500
Macca WwHypa nutaHus, r 130
HomuHaibHOe HanpsiXXeHve MTatoLLel ceTn, B 220
MoTpebnsemas MOLWHOCTb, KBA, He 6onee 15
HoMuHanbHOe 3HaYeHKe YacToTbl NUTAKOLWEN ceTu, 'y 50
Bug gucnnes BCTPOEHHbIN
Macca n3aenus 6e3 ynakoBKW/C ynakoBKOR, Kr 76/91
Perncrpanua MU B PocagparHanzope 20
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Pasmepbl proiicTuka (AuameTpxBbicoTa), Mm 34x14
Pa3mepbl KHOMKW aBapUIAHOMO BbIKNOYeHWs (JuameTpxBbicoTa), MM 40x28
Pa3mepbl OCHOBaHWA BblK/KOUaTens gna kmova (JuametpxBbicoTa),

MM 30x11
Pa3mepbl Bblk/ouaTens 44 knova (JvametpxBbicoTa), Mm 21x14

XapakTepucTuku gucnnes:
usetHon TFT LCD (Touch
Screen)
Pasmvepbl (AxLL), Mv 180x103

Twun gucnnes

XapakTepucTVKM pblyara gep>kaTens.c Aep>KaTenem npeobpasoBaTens 3NeKTPOMarHnTHOTo
BO3AeiicTBUS B COOpe:

"abapuTHble pasveps! (BxAxXLL), mm 142x980x97
[MHa 0CHOBaHWA pblyara Aep>kaTens, Mv 295
Yron noBopoTa 0CHOBaHWA pblyara fepXaTesii BOKPYr BEPTUKA/ILHON 360
OCW Kopryca anrnapara, rpas

Pa3mepbl KPOHLUTENHA AN KPEMEHUSA pblyara K OCHOBaHWIO phlyara

(BxOxLL), mm 75x105x71
YT0/ NoBOpOTa KPOHLUTENHA € pblYaroM BOKPYT BEPTUKa/IbHOM OCU

OCHOBaHWA pblyara AepXxaTens, rpas 360
[nvHa pblyara, mMm 553
YTon NoBopoTa pblyara BIKPOHLUTENHE, rpaj 135
Pa3Mepbl KPOHLUTEHA 411 KPen/ieHWs LWnaHra npeobpasosartesis K

pblyary (BxAxL), Mm 20X78x97
[IMHa KpOHLUTEeHa:ANs KpenneHns fepxkaTtens npeobpasosarens K

pblyary, Mm 78
[nameTp KpPOHLUTENHA AN KpeneHUs fepXkaTens. npeobpasosarens

K pbluary, Mv 44
Pa3Mepbl pyyKW.BUHTa Y KPOHLUTEHA 15 KPERIEHUS fepxKaTens

npeobpa3oBateNs K pblyar>' KpoHLwwTeHa (BxAXLL), Mm 20x50x20
MabapuTHbLIE pasmMepbl fepxartens npeobpasesarens (BxAxLU), mm 97X76Xx72
BHyTpeHHMe pa3mepbl Aepxkatens npeobpasosartens (BxAxL), mm 36x40,5x72
Pa3Mepbl Ocy fepxxaTens npeobpasosatens (QuameTpxdimMHa), Mm 12x12
[lnaveTp OCHOBaHWA fepxaTens npeobpasosaress, MM 31
Yron.noBopoTa Aepxxarens npeobpa3oBarens BOKPYr 0CU pblyara,

rpag 360
YTOI"ROBOPOTA fepXKaTens npeobpasosarens BOKPYr OCu,

NEPNeHAVKYNAPHON pblyary, rpad 180

FlpumeyaHue - [lonycKn Ha BCe XapakKTEPUCTUKN - £ 2,5%, eciv He yKa3aHO MHOe.

Permctparus MU B Pocanpasranzope 21
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Tabnunuya3 XapakTepucTUKKU annimkKaTopos

Pa3mepbl [nameTp noeepxHOCTU
Twunopasmep annavkatopa o Macca, 1
(BblCOTaxgnameTp), Mm BO3eNCTBUA, MM

1 2 3 4
Annavkarop 6 Mv 40,0x31,0 6 31
Annnukatop 10 mm 47,1x31,0 10 42,5
AnnankaTtop 15 Mm 38,7x31,0 15 o7
Annnukatop 20 Mm 37,1x36,2 20 68
AnnnnkaTtop 35 Mm 38.1x44,0 35 100,5

MpumMeyaHune - [lonycKM Ha BCE XapaKTEPUCTUKN - + 2,5%, ec/i-He yKa3aHO MHOe.

Annapatr QYBT coxpaHsieT €BOK paboTocnocobHOCTb npw, Temnepartype ot +10°C go
+30°C, oTHOCMTENIbHOW BnaXKHOCTM Bo3ayxa oT 30 go 85% un atmocthepHOM faBneHun ot 70 o
106 KIa.

PeXXuM paboTbl - NPOAOMHKUTENBHBIA 1 3aBUCUT OT BblIOPaHHbLIX NapaMeTpoB.

Knacc 3awmTbl OT NOpaXkeHns aieKTpuyeckmm Tokom: |, paboyas yactb Tun BF.

3awmTta oT NPOHUKHOBeHWs BoAbl U nblan 1P XO.

Cpok cnyx6bl - 3 rofa.

Perncrpanna MU B Pocagpasranzope 22
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5 MATEPWA/bI, NCIMNOJIb3YEMBIE TP N3IOTOBJTIEHNI

Annapatbl QYBT 13rotosfeHbl U3 CNeayroLmMx MaTepuanos:

ABS nnactuk PA200 - pna kopnyca 1 KOPNyCHbIX 3/1EMEHTOB, THACTONeTa yaapHo-
BOJIHOBOW Tepanuu, anmnjinkaTopos;

HepxasetoLaa ctanb 420SS - ana Kopnyca U KOpryCHbIX 3/IEMEHTOB;
MonueuHunxnopng mapkm SG-3 XINJIANG - ana wHypa' nutaHus, Kabens
MUCTO/META U LWIaHra npeobpasoBaTens;

PesnHa mapku IR -307 - ans BCTaBKM NUCTONETa YAapHO-BOMHOBON Tepanuu u
annnKaTopos;

Hepxxasetowaa ctasib MmapkuAMS 5355 nponssogctea Wire Company, Inc. - ans
annnKaTopos;

Monukap6oHat mapkn Lupoy® GN1004FA npoussojctea LG Chem Ltd. - gns
npeobpasosartens 3M1eKTPOMarHUTHOrO BO3LENCTBUS.

Annapatel QYBT He cofiep>aTneKapCTBEHHbIX NPenapaToB; KOMMNOHEHTOB XXMBOTHOIO UK
4e/I0BEYECKOr0 MPOUCXOXAEHUS. .
Mpn wn3rotoeneHnn annapatoB JYBT wucnonb3ytoTca' Kpacutenn YpetaH: BEJIbIN,
UEPHbI, CBET/TI0-®VOJIETOBbLIN (PANTONE 270C), XOAOAHbIN CEPbI (PANTONE

1OC).

Bce LIBETOBble BapUaHTbl-06GECMeUMBaOTCS NYTEM CMELUEHMS OCHOBHbIX KpacuTeneil.
Bua 1 4nUTeNbHOCTb KOHTAaKTa C OpraHM3MoOM uenoBeka: KpaTKoBpeMeHHbI KOHTAKT (He
6onee 24 4) ¢ NOBEPXHOCTLIO HEMOBPEXAEHHOW KOXM.

Perncrpanua MU B PocagparHanzope 23
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"MCIMOJIbSOBAHWE AIMTMAPATA 3YBT

6.1 PacnakoBKa 1 ycTaHOBKa

OTKpblBaiiTe YMNakoBKY B COOTBETCTBUMM C 0O03HAYEHUAMMU, YKa3aHHbIMW Ha Held,
OCTOPOXXHO BbIHMMaiTe annapaT 3YBT v ero cocTaBHble YacTu:
* [lposepbTe annapaT 3YBT M ero coctaBHble 4YacTW Ha Hajinume KaKux-nnbo
MEXaHNYeCKUX NOBPEXAEHWA;
o Tlpu nepenage TemnepaTyp Heo6xoAMMo 4TO6bI annapar ) QYBT Haxoguncs B
YC/IOBUAX KOMHATHOW TemnepaTypbl He MeHee 8 Yacos;
 T[lpn o06HapyXeHWM  KaKWX-M60 Mpo6sieM  HEMELJEHHO  CBFXUTECh C
YNOSIHOMOYEHHbIM NpejcTaBUTeNeM NPounsBoanTens. ¥

XX TNpegynpexxaeHue

« CoxpaHsiiTe ynakoBOYHble MaTepuasibl Ha cryyaid 6yayllero TpaHCMopTUPOBaHMSA

N XpaHeHNA;
* YTunmsauua ynakoBOYHBIX MaTepuasnoB A0/HKHA MPOBOAUTLCA B COOTBETCTBUU C

Tpe6OBaHI/IFIMl/I Bawlero mecTHOro 3aKoHofaTe bCTBa.

Permctparus MU B Pocanpasranzope 24
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6.2 [lMogroTtoBka annapaTta AYBT K paboTe
6.2.1 MeTohyCcTaHOBKMU

Mpn nepemerteHnn annaparta AYBT nCnonb3yoTca POANKN Ha KOPMYCE,

[ns nepemeLleHns yCTaHOBUTE PO/IMKN C TOPMO30OM B OTKPbITOE COCTOAHME (CM. PUCYHOK
4);

Mocne nepemelLeHNA YCTaHOBUTE PO/IMKU C TOPMO30M B 3aKPbITOE COCTOAHME (CM. PUCYHOK
4);

YcTtaHoBuTe annapat 3YBT Ha NaocKol U pOBHON NOBEPXHOCTY;

YcTtaHoBuTe annapat YBT B MecTe € NoAXOAsALLEN TeMNepaTypoi OKpyKatoLLel cpedbl 1
BIQXXKHOCTBIO, W He YCTaHaB/IMBaTe B MECTE, Ifie OHO Oy eT MNOABEPKEHO-BO34ENCTBUIO MbIN UK
NErKoBOCNMaMEHAOLLNXCA MaTepUaneBs. SKCNayaTupoBaTh npu Temneparype ot +10°C go +30°C
1 OTHOCUTENbHOWN BNaXKHOCTM BO3Ayxa 0T 30 Ao 85%;

MogknounTe WHYP NUTaHMA K-Kopnycy annapata QY BT (cMm. PucyHok 2);

MoaknunTe WHYP NUTaHWUA K PO3ETKe C 3a3eM/IEHNEM;

Ybeautech, UTO LUHYP NUTaHKUA NOLKNHOYEH;

Mpexxae Yem BK/IOYaTh 060PYyLOBaHVE crefyeT yoeanTbCH, HTO PO3ETKA U Kabesb nuTaHus
3a3eM/1eHbl;

CnepyeT ObITb OCTOPOXHBIM, YTOObI He MOBPeAUTL 000pYL0BaHNE CU/bHBIMU Yaapamu;

MoAKnounTe NUCTONET/YAaPHO-BONHOBOW Tepanuu;

3akpenuTe npeobpasoBateNb 3MEKTPOMArHMTHOrO.“BO3AeNCTBUA B Aepxartene. [lpu
0TCOeUHeHMN npeobpa3oBaTens OT Aepxartend, NpPUAEPKMBaWTE ero PyKOl, 4TOGbI Mpu
NOAHUMAHUN pblyara AepXkarens ra3oBbiIM amopTU3aTOPOM, OH He ynan,

Bknounte BbiKNOYaTeNb NMTaHUA, PacnonoXeHHbIA c3aan annapata AYBT (cm. PucyHok
1;

) Mpy BKNOYEHUN ANTAHUA Ha Aucnnee annapara - OYBT Ha MrHOBeHWe NOABUTCA NI0roTUN
NPOM3BOANTENS N 3aTeM MOSBNAETCA «[NaBHbIA 3KpPaH», Ha KOTOPOM MOXXHO BbI6paTb PeXum
paboTbl;

[MauneHTa ycaXkMBatoT UM YKNAAbIBAOT MNepes annapaTom,

MoACOefMHAOT HEOOXOAMMBIV annIMKaTop. K NUCTONETY YAapHO-BO/THOIA-Tepanuu;

Mpeobpa3oBatens WAM anniuvkaTtop pacronaraloT Hafg TpebyembiM Y4acTKOM Tefa B
3aBUCMMOCTM OT-60/K;

Bbl6vpatdT Heob6xoauMyro nporpammy: WaM ycTaHaBIMBaAKOT HeOOXOAUMbIE MapaMeTpbl
npoBeAeHns mpouesypbl;

Bo Bpemst npoBefeHWs NpoLeaypbl Ha-UCNEeR BbIBOAATCA AaHHble-0-NapameTpax yaapHo-
BOJ/IHOBOM /Tepanuu WM  371IeKTPOMArHUTHOrO BO3AEWCTBUSA, a  Takke OTobpaxarTcs
npesynpexaeHus;

MpOAOMHKMUTENLHOCTL MPOLEAYPbI3aBUCUT OT BbIOpaHHbLIX NapavieTpoB.

Perncrpanua MU B PocagparHanzope 25
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6.2.2 TloAKNIOYEHNE K CETU NUT aHus

cnonb3yiiTe opurnHabHbIA LUHYP NUTaHNS.

PucyHok 16. LLIHyp nuTaHua

Y6eauTech, UTO UCTOYHUK NEePeMEHHOI0 TOKa COOTBETCTBYET CeAytoLLeli cneLuipukalmn:
nepeMeHHbIn Tok 230(B), 50( ).

MofAcoefMHUTE LUHYP NMUTaHUS K pasbeMy LUHYpa NUTaHWA, (PacnonoXXeHHOMY Ha 3afHei
naHenn annapata YBT. MoacoefnHNTE NPOTMBOMOMOXKHbIA KOHEL, LUHYpa MUTaHWsA K PO3eTKe
CeTU MEePEeMEHHOr0 TOKa, MPUrO4HON AN1A WUCMONb30BaHWUA C MEAULMHCKUM 060pYyLOBaHUEM,
po3eTKa Jo/MKHa UMETh 3a3emnieHue: Ecnn Bbl COMHEBAETECH B Ha/IMUME 3a3eM/IEHUSA, CBAXUTECH
C COOTBETCTBYHOLLMM NepcoHaom Ballero ne4ebHOro yupexaeHuns.

lNpumeyaHme
o OTCyTCTBME 3a3eMieHUA MNPUBOAUT K MPOOOH-CTATUYECKOr0 3MeKTPUYecTsa U
BbIBOAYy”™ 13 CTpoA annapaTa-dYBT.

6.2.3 BKnroyeHue

Mocne ycTtaHOBKW- annapata OYBT Ans ero- BK/AKYEHWS, MOXanyincTa,. BblNONHUTE
cnefyroLine npoueaypst:

* [lepef.ucnonsb3oBaHveM annapaTta ) QYBT. nposeanTe COOTBETCTBYIOLLYHIO
NPOBEPKY CObM0AeHNSA TPe60BaHWIA TEXHNKM 6e30MacHoCTH;

e HaxMuTe BblK/tOYaTeNb NMUTAHUAHA 3aAHEN NaHenu annapata I¥BT;

» TloBepHWTE BbIK/OYATENb C KKOYOM B MOMOXKeHWe «BKJ1» Ha BepxHei naHenu
anmapata QYBT,

» .Ha 3kpaHe NoABUTCA KapTUHKA Hava/lbHOW 3arpys3Ku;

e “Yepes 12-15 ceKyHf cUCTEMaA-0TOOPaA3NT «I aBHbIN 3KpaH»;

o' _Tenepb Bbl mMoxeTe pabotaTe C annapatoM JYBT npu/ NomoLwm CEHCOPHOro
Aancnnes 1 JKOMCTUKa ynpasBieHus.

6.2.4 BblKntoyeHne

Ans BbIKNHOYeHMs annapaTa QYBT, noxanyicra, BbINOMHWUTE CAeAyOLWne npoueaypbi:
o [loBepHUTE BbIKIHOYATENL C K/IOYOM B MONOXeHUe &BbIK/1» Ha BepxHei naHenwu
annapata QYBT;
e HaxXmuTe BbIKNHOYaTENb NUTAHUA Ha 3aAHel NaHenn -annapaTta JYBT.
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6.3 MapameTpbl PEXXNMOB pPaboThl

MapamMeTpbl PeXXMMOB PaboTbl COOTBETCTBYHOT Tabnuuam 4-5.
Tabnunuyad

HavmeHoBaHWe napameTpa 3Hayenvie, Hopma

1
MapameTpbl y4apHO-BOMHOBOMN Tepanuu:

PeXXnMbl paboThbl PY4HQii ¢ BO3MOXKHOCTbIO
3aHeceHusa B NamATb annapata 20
nporpammM c oTperynmMpoBaHHbLIMK
napameTpaMu yaapHO-BOTHOBOWA

Tepanuu (ot MI o M20)
Perynupyemble rnapameTpbi:
KO/IMYECTBO Y/ap0B, 4acToTa,

fiaBneHve
JwnanasoH yacToThbl. Iy, 1-21

C ANCKPETHOCTLIO, n 1

1 [ONYCTUMbIM OTK/IOHeHWeM, % +20

[vana3oH gaBneHus, 6ap 1-6

C AVICKPETHOCTLIO, 6ap 0

N AONYCTUMbIM OTK/IOHEHUEM, % +20

[vana3oH KonnyecTsa yAapos, yaapos 100-5000

C AVUCKPETHOCTbLIO, YAap0oB 100

Tunopasmepbl NCNOJB3YEMbIX anmnjMKaTopoB 6, 10. 15,20, 35
MapaMeTpbl 3NEKTPOMArHATHOrO BO3/eiCTBUA:

PeXX1Mbl paboTbl ABTOMAaTUYECKNIA-C BO3MOXHOCTbHO
Bbl6bOpa 0AHOK 13 20 NporpaMm c
y)Ke 3alaHHbIMI NapameTpami
3N1eKTPOMarHUTHOrO BO3AECTBUS,
1 C BO3MOXKHOCTbIO PerynnpoBaHns
BPEMEHU N HANPSHXKEHHOCTU
MarHuTHoro nonsa (ot Al go A20)
(cm. Tabnuuy 5)

PYUHO C BO3MOXHOCTbHO
3aHeceHna B NamMATL annapata 20
AporpamMm ¢ OTperynMpoBaHHbIMM
napameTpamm 3/1eKTpOMarHUTHOro

BoaeiicTema (o1 Ml go M20).
Perynupyemsble napaveTpsbl:
yacToTa 1, yactoTa 2, Bpems

BO3MEVCTBMA 1 BPEMS MEepepbIBOB.

Monb3oBaTenbCKuii ¢

BO3MO>XHOCTbO 3aHECEHWNA B
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namsTb annapara_20-nporpamm c
OTPerynnpoBaHHbLIMM NapameTpamu
3NEKTPOMarHUTHOI O BO3AENCTBUSA
(ot Ul mo U20): Perynupyemble
napameTpbl;-4acToTa, Bpems
BO3/€eNCTBUS; BPeMs NepepbIBOB,
HanNPsHXKeHHOCTb MarHUTHOrO Mons
W UMK/ bl MOBTOPEHWIA.
[nana3oH yactothl, 'L, 1-100
C AVCKPETHOCTLIO, L, 1
1 JONYCTUMbIM OTK/IOHeHWeM, % +20
[vana3oH BpeMeHu BO3LENCTBUS, C 14
[nanasoH BpeMeHV NepepbIBOB MEXAY BO3AENCTBUAMU, C 0-10
[nana3oH BpemeHu npoLeaypbl, MAH 1-60
C AVCKPETHOCTbIO, MVH 1
[vana3oH LMK/I0B NOBTOPEHUIA B.IPOLEAYPE, LMK/IOB 1-100
Tabnuyald
Ha3HaueHune Mporpa Bpemsa (MuH) Hacrora, Ty
MMma
PacTsykeHne, pasgpaxkeHue Al;°A2 10- 15 30-50
Borb B nogbhKKe A3 10- 15 5-7
bonb B nneye A4 10- 15 3-5
Ocrtpas Bonb B-Ta30BoOiA YacTu/6espe A5 10- 15 30-50
60nb MneyesonaToYHbIN NepeapTpUT A6 10- 15 5-10
bonb B cnuHe A7, A8 10- 15 30-50
ApTpUTLI, KONIEHO A9 10- 15 5-7
YcTpaHeHve 60/m Al10 10- 15 5-7
PacTsykeHue, pasgpaxeHue ATll, Al12 10- 15 10-20
Bonb B nogbixke Al3 10- 15 5-7
Bonb B nneve Al4 10- 15 15
XpoHHH Bonb B Ta3oBoW YacTu/6egpe A15 10- 15 10-20
eckas
60/1b MneyenonatoyHbli NepeapTpUT Al6 10- .15 5-7
bonb B cnnHe Al7, A18 10-15 10-20
ApTpUTHLI, KONEHO Al9 10-+15 3-5
YcTpaHeHve 6011 A20 10- 15 3-5
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7 NMPABUNA YXOOA, HACTKN N AESNHPEKLINU

A TpepynpexaeHue

e [epen uncTkon nuctoneTa/npeobpasoBaTesis BblKAOUNTE annapaTt AYBT wu
0TCOeANHUTe Kabesib MUCTO/ETA OT pa3bema;

* T[lpomnakTnyecKne TpPOBEPKM W UUCTKa anmnjaukKaropoB, MUCTOMETA,
npeobpasoBaTens N Hapy>XHbIX MOBEPXHOCTEN Kopnyca anpapata OYBT moryt
NPOBOAUTLCA MOJIL30BATENAMN;

e YucTKa BHYTPeHHer 4acTu Kopnyca annapata JYBT' paspewleHa TONbKO
nepcoHasny, yno/IHOMOYEHHOMY MPOM3BOANTENEM.

Baw annapat QYBT [o/KeH -PerynsapHo npoxoauTb YUCTKY. HapyXXHasa MOBEpPXHOCTb
npubopa MOXET OYMLLATLCA C UCMOAb30BaHWEM UYMCTOM U MAMKOM TKaHW CMOYeHHoW 70%
N30MPONUIOBLIM CMINPTOM.

[e3nHpeKkumnsa MoXeT Bbl3BaTb) NOBPeXAeHNe 060pyf0BaHUS; NPOBOANTE eé TO/IbKO TOrAa,
KOraa 3TO BK/IHOYEHO B MNfiaH TEXHUYECKOro 06CM>XUBaHWA, U-0unLLaiTe annapat OYBT nepea
NPOBeAEHNEM Le3NHPeKLNN.

CpeacTBo ansa aesvHgekumn - 70% 130nponunioBblid CRPT.

A TpepynpexaeHwue

«  HWKOI OA He norpyxante annapat OYBT mero coctaBHble YacTu B BOAY WK
B KaKoW-Mb0' pacTBOp, He HanvBalTe/ BOAY WM KaKOW-nnmbo pacTBOp Ha
annapat ¥BT u ero coctaBHbIe YacTW;

« HUWKOI OA He gonycKanTe nonagaHua XXNUAKOCTU B KOPMYC, BbIKOUaTeNN,
pasbéMbl UM B N106bIE BEHTUNALMOHHbIE 0TBEPCTUA annapaTta QYBT;

« BCEIOA BblTupaiiTe M30bITOK XXWUAKOCTM, OCTAKOLLNIACA Ha MOBEPXHOCTN
annapata 3YBT 1 ero cocTaBHbIX YacTel TKaHblO;

e HWKOI'AA He ucnonb3yiiTe abpasvBHble, pasbefatolime OUUCTUTENN, WK
OUNCTUTENN, COAeP KaLL e aLleToH;

e HUKOIOA He npoBoguTe Ae3nHdeKUmMo annapata 3YBT M ero coctaBHbIX
YacTEN C UCNOTb30BAHNEM BbICOKOIO JaB/ieHUst U BbICOKOW Temnepart> pbl.

MeproAnYecKn oOuuLLaiTe BHELLHIOW, *NOBEPXHOCTL annaparta ‘QYBT, nucTonet w
CEHCOPHbIN 3KPaH MArKON TKaHbt, CMOYEHHOW 70% M30MpPONUIOBbLIM CIIUPTOM.

Mocrie~ Kaxaoin npoueaypbl YAapHO-BO/IHOBOW Tepanuu, ouvmctuTe annavkatop 70%
M30NPONUAOBLIM CMMPTOM W FNafKOW TKaHbi. HeoOX0AMMO MPOBOAWTL PEryNspHYH YUCTKY
annankaTopoB OAMH pa3 B Hefesnto, Tak-KakK refib, UCMO/b3yeMblii BO'BPeMS MpoLeayp, MOXeT
NPUAMNATL K anmnankaTtopy mnocne “A/UTeNbHOr0 WCMNOMAb30BaHUA 1 MOXET MOBAUATL Ha
reHepauyo yaapHoi BO/HbI.

AN 04ncTKM annimkaTopoB UCRO/b3YHTe NPOTOUHYIO BOAY. ECNN refib NI0OX0 CMbIBaeTCH,
3 peKTMBHO NOrpy3nTb annankarop B BOAY Ha 2-3 uaca, a 3aTeM MPOMbITb. [loc/ie MbITbs
yfaniTe BOLY MArKOW CyXOi TKaHbIO 1 BbICyLUMTE NPV KOMHATHOW Temnepatype 6osee ] vaca.

[ns obecrneyeHns 6e30MacHOr0 MCNONb30BaHUA, BHYTPEHHAS YMCTKA Kopryca annapara
QYBT [omKHa BbINONHATLCA OANH pa3 B rof NepcoHasiom, YoJHOMOYEHHbLIM NPOU3BOAUTENEM.
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8 MAPKVPOBKA

8.1 MapKnpoBKa, HaHOCUMasA Ha 3TUKETKY, NMPUKIenBaeMyto K Kopnycy-annapata OYBT:
mMofesnb annapata SYBT,
NOroTun NPoOn3BOAUTeNS;
CEPUIAHbBI HOMEP;
[iaTa U3roToB/IeHNS;
HOMUWHa/IbHOE HanpsXXeHWe;
NepeMeHHbI TOK;
HOMMHa/IbHaa 4acToTa,;
MaKC/MasibHas NoTpe6/isemMas MOLLHOCTb;
YMO/IHOMOYEHHBIA NPegCTaBMTeNb B EBpONenckom coobLyecTse;
paboyas yacTb Tna BF
06LLMIA 3HaK NpefynpeXxxaeHuns;
00paTUTLCA K MHCTRYKLMM MO 3KCNIyaTauum;
He YTUIN3MPOBATL-C ObITOBLIMW OTXO4aMMU;
HanmeHOBaHWe W-afipec Npou3BOAUTENS;
He TOJIKaTb;
He CMAETb;

CE mapkunpoBka.
8.2 OTMKeTKM No 6e30MacHOCTM, HaKNenBaemble Ha -NMOBEPXHOCTL annapara:

ITUKETKa MecTo HaknensaHuA OnucaHune
BepxHsas 6okoBas MpeaynpexjaroLwnii 3Hak,
MOBEPXHOCTb pblyara OTHOCALLUMIACA K pblyary
fepxartens fepXatens npeobpasesarens:
npeobpasoBatens OCTOPOXHO

MNpwv oTcoeanHeHUN
_ ET lrat?? npeobpasoBarens pbivar
KT dcowTorereE [lepXaTens MoXeT NOAHATHCS

BBepX M3-3a AaBfIeHNs rasoBoro
amopTusartopa./lNoxanylicta,
0TCOeAnHAAIpeobpazoBaTeb,
YLEePXXNBAATE pblyar
JepaTtena_BepTUKasbHO.

BepxHsAs NoBepxXHOCTb MpeaynpexaatoLnii 3Hak,

pblUara-gepxxarens OTHOCALLMIACA K pblyary

npeo6pasosartens y Jepxatenis npeobpasoBaTens:

KpOHLUTeNHa kpenneHns  [peayrpexxaeHve:

pblyara K OCHOBaHu0 s/ JHukorga He TaHUTE

pblyara pblyar fep>aTens, He

BbIHY B LLUECTUIPAHHbI

}alien K/TH0u.

» Korga Bbl No4yBCTBYeTE
CONPOTMB/IEHNE NPU
nosopoTe
PerynMpoBoYHOro
BMHTA, He
nosopaymnBaliTe ero
Janblue.

the
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CumBon 3HauyeHune OnucaHue
He wTabennposarts. YKa3blBaeT, YTO NpeAMeTbl HeNb3s
I LWTabenmposaTb BEPTUKA/IbHO HUN M3-3a

XapaKTepa TPaHCMOPTHOM YNaKoBKU, HU 13-3a
XapakTepa camyix npeaMeToB.
YKa3bIBaeT, UTO TPaHCMOPTHYIO YNaKOBKY
Bepeub 0T goxas CnefyeT XpaHUTb BAANW OT AOXASA U B CyXMX
YCNOBMSIX.
[ns 0603Ha4YEHNUA TOTO, YTO COLEPXKMMOE
Xpynkuii TPaHCMOPTHOM YRAKOBKM XPYMNKOE U C Hel
f cneayet-06palllaTbCsi 0CTOPOXKHO.
[ns 0603Ha4YeHNs NPaBUIbHOIO
I t STOI CTOPOHON BBEPX BEPTUKA/IbHOT O MOJIOXEHNA TPAHCMOPTHOM
YMaKoBKMU.
MepepaboTka UTo6b! yKa3aTb MECTOHAXO0X/AEHVE MYCOPHOIO
6aKa nnn KoHTeiHepa

8.4 PaclungpoBKa BCeX;CMMBO/IOB MapKUPOBKU:

CumBon 3HayeHne OnuncaHue

MpenynpexaeHne MpepynpexaeHne 06 0NacHOCTU A1 XKU3HU
ornepatopa-npu HecobNAEHUN Mep
NnpeLoCTOPOXHOCTHU

BHuMaHue YKazaHue 0 He06X0ANMOCTU CO6/AEHNA Mep
NpeaocTOPOXHOCTM BO N36eXxaHue TpaBM Uin
yulepba

He Tonkatb 3anpeLlaeTca ToNKatb

He cupeTb 3anpeLlaeTca CUaeTb Ha NOBEPXHOCTM

Tun BF Pa6bouas vacTtb Tuna BF

YKa3zaHusi No paboTe Heob6xo4MM0O pyKOBOACTBOBATLCA YKa3aHUAMM
no pabore

YKaszaHusa no akcnnyatayum Heobxoanmo cnefosath MHCTPYKLUW MO
aKcnayaTauum

CepuiiHblil HOmep CepuiiHbIii HOMep 13aenus

SN
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Cumson 3HaueHune
- YONHOMOYEHHbI
I REF npeacTaBuTeNb B
EBponelickom coobLiecTse
[H ApTUKYn
lNpounssoanTenb

[aTta npov3BoacTBa

He wrabenmposars

® £

bepeub OT BAArun

Xpynkoe

Bepx

[MoBTOpPHOE MCMONb30BaHWE

BbIkntoyeHo (nutaHune)

O o =0

BkntoyeHo (NuUTaHue)

[MepeMeHHbI TOK

He yTnnunsumpoBatb
ObITOBbIMM OTX0faMW

K
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OnucaHune
YNOMHOMOYEHHbIN NpeACcTaBUTeSb)B
EBponeiickom coobLyecTse

ApTUKyn nsgenuns

NpoussoguTenb

Jata nponsBoacTBa

YKa3aHue 0 3anpete WTabenupoBaHus M3aenuit
B YNaKOBKe

YKa3aHvie 0-He0OX04UMOCTU XpaHeHWs
TPaHCNOPTHON YNakoBKWN BLANN OT AOXKAA W B
CYyXUX YCNOBUAX

Xpynkoe, OCTOPOXKHO

YKasaHue npaBuIbHOro BePTUKAALHOIO
NOJIOXKEeHNA TpaHCﬂOpTHOVI YMakKOBKN

YKa3aHne 0 HeoOX0AMMOCTU(YTUNU3ALMMN B
COOTBETCTBYIOLLMX NMYyHKTaX N0 Npuémy
0TXO0[0B, MOANEXaLLMX BOCCTAHOB/IEHWIO UK
nepepaboTke

O603HauveHne NONOXKEHUA_CeTeBOr0
BbIK/IlOYaTe/Ns, COOTBETCTBYHOLLIETO
OTKNHOYEHNIO OT CeTU

O603HaueHMe NONOXKEHUS CETEBOrO
BbIK/IKOYATENS, COOTBETCTBYIOLLETO BK/IHOUEHNIO
B CETb

YKaszaHvie Ha TabimuKe U3genns o
HEo6X0AMMOCTI-MOAK/IUEHNS N3MeNns Yepes
COOTBETCTBYIOLYMIA pasbéM TOMbKO K
MCTOYHMKAM TIEPEMEHHOTO TOKa

YKaszaHue 0-Heo6X0A1MOCTY YyTUM3aLMM B
OTAEeNbHbIX MyHKTax c6opa A
BOCCTaHOB/NEHWS 1 NepepaboTKy 0TXOL0B
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Cwyson 3HauyeHne
TemnepaTypHbIA AnanasoH

[nanasoH BNaxHOCTU

[nanasoH atMocdepHoOro
AaBneHuns

OnacHoe Hanps»keHue

CE mapKupoBKa

C €
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OnwucaHwne
YKa3zaHne MakCUMasIbHOW U MUHUMaIbHOMN

TemnepaTypbl XpaHeHWs, TPAHCIOPTMPOBAHUS 1

aKCMIyaTaLmy

YKa3aTb A0MNYCTUMbIX BEPXHEFQ 11 HUXKHETO
npefenoB OTHOCUTENbHON BAKHOCTYU Mpu
TPAHCNOPTUPOBAHNU 1 XPaHEHUN

YKazaHue [onyCTUMbIX BEPXHETO U HUXKHETO
npefenoB aTMOCHEPHORO aBNeHNS MPK
TPAHCMOPTUPOBAHUN UXPaHEHNM

OCTOpOXHOe, 0NnacHoOe Hanps>XeHne

CE mapkupoBka
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9 YNAKOBKA

CTUMYNSTOP, YNaKoBaHHbI B MONMITUNEHOBbIV NaKeT, YKNaAblBaeTCs B aMOPTU3NpYIOLLME
BCTaBKM M3 neHonnacta. CBepXy Ha aMOPTM3VPYHOLLYIO BCTaBKY, B CrelnaibHoe yrny6neHue,
YKNafblBaeTCs KapTOHHas KOPOOKa, B KOTOPOA HAXOAMTCA LUHYP MUTaHMs, KPOHLLTENH,
PYKOBOACTBO MO 3KCM/yaTaluy Ha PYCCKOM si3brice, KMoun. CBepXy 3aKpbiBaeTCsi MakeToMm W3
MoSMaTUNeHa. 3aTeM HaJleBaeTCA BHELLHSS KapTOHHash KOpooKa.
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10 TPEBOBAHUMNBEE3OMACHOCTU N OXPAHA OKPYXXAROLLLE CPEAbI

10.1 Mepbl NPeAOCTOPOXHOCTI MO 3/1eKTPO6E30MNacHOCTH:

* HomuHanbHoe HanpskeHWe ceTn NUTaHUA ana annapata OYBT eocTtasnset 220 B,
nepeMeHHbIN TOK;

* Ybeanutecb, UYTO BCe COEAMHUTENbHbIE YacTu (WHYp nuTaHus wanm  Kabenm
COCTaBHbIX YacTeld) NpaBW/bHO NOAK/OYEHbI K Koprycy annapata QYBT;

* Y6eautech, 4To annapaT QYBT NONHOCTLIO 3a3eMJIEH;

* PeMOHT, paclinpeHne u yctaHoBKa annapata SYBT He Z0MKHbl BbINOMHATLCA
Kem-1m60, KpoMe  CnEumanM3nMpoBaHHOIO  MNepcoHasa,  YNOJHOMOYEHHOrO
npomssoauTenem. [lpomsBonbHasd pasbopka [/ c6bopka annapata JYBT
nosib30BaTe/leM KaTeropvyeckun 3anpeLLeHa;

* Tlepes NOAKNHOYEHMEM [IPYroro 060pyA0BaHUs, He YKa3aHHOro B pyKOBOACTBe Mo
aKcnnyataumm, 0683aTeslbHO NPOKOHCY/NbTUPYATECh Y MPOU3BOAUTENS WU
YNONHOMOYEHHOr 0.[TPeCTaBUTENs NPOU3BOANTEAS,

* Bo un3bexaHvie 3/IeKTPUYECKMX MOMEX BO BPeM#A-UCNOoNb30BaHUS annapat SYBT
CneflyeT yCTaHaBfivBaTb Ha 3HAUYUTENbLHOM PacCTOAHUW OT UCTOYHUKA MUTaHWUA,
n6oro reHeparopa, PEHTreHOBCKOro 060pyAoBaHuWs, nepesaroLLero yCTponcTea,
MOOGW/ILHOTO 3MEKTPUYECKOr0 NPoBOAa U T. A

e OTHecuTECb. BHMMATE/IbHO M3-32 BO3MOXHbIX 3/1EKTPOMArHUTHbLIX WU APYrnx
nomex mexay annapatom 3YBT u gpyrumu ycTponcTeamu;

* [lo cywecrsy, TpebyeTca He3aBUCUMasA CwWnoBaf Lenmb, a COBMECTHOe
MCNOMb30BaHWEe 3Hepruyv C  APYTUMW  3N1EeKTPOHHbIMW - YCTPOMCTBaMM  He
peKOMeHayeTCH;

e He pasmewaiTe annapat QYBT B MecTax, rge TPYAHO OTCOELUHUTb BUJIKY
MATaHUA NN APYTYHO CbEMHYIO BUAKY.

Mo 6e3onacHocTn annapat QYBT fo/mkeH-c00TBeTCTBOBATL TpeboBaHusM, IEC 60601-1.

AnnapaTQYBT mogenn SALUS-Optimus-Pro fo/mkeH LONOMHMUTENIbHO COOTBETCTBOBATb
TpebosaHusam IEC 60601-2-10.

Mo 3MeKTPOMarHUTHOW COBMECTMMOCTM arnnapaT OYBT [omKeH COOTBETCTBOBATb
TpeboBaHmamIEC 60601-1-2 (knacc A, rpynmna 1).

JKcnyaTaynoHHaa npurogHoctb B-cooTeeTcTBumM ¢ IEC 60601-1-6 n IEC 62366.

Knaecc nporpammHoro obecneyeHusi 8 cootsetcteun ¢ IEC 62304-- B.

10.2 OxpaHa oKpy»xatoLleli cpefbl

MaTtepuansl, WUCNONAb3yemble ~APU M3roToBNeHMM annapata JYBT, He [OMKHbI
NpeAcTaBNATb OMAaCHOCTU N8 XU3HW-340P0BbA NIIOAEN M OKpY)Xatoulel cpefbl Kak B npouecce
aKcnAayaTauun, Tak 1 nocne OKOHYaHua eé cpoka.

OCHOBHbIM B/A0M BO3MOXHOMO OMacHOro BO3AENCTBUA Ha OKPYXXatoLLy 0 Cpey ABNSEeTCS
3aFpA3HeHne aTMOC(EPHOro BO3AYyXa HaCe/IeHHbIX MeCT, NOYB UBOZ B pe3y/ibTaTe:

e  aBapuiiHbIX yTeYeK (poccbinein) NPOn3BOACTBEHHBIX MaTePUaOB;

e HeopraHm3oBaHHOIO 3aXOPOHEHWUA OTXOLOB. Ha TeppuTopuuM nNpeanpuUATUS-
N3roTOBUTENA VNN BHE ErO;

*  NPOWU3BO/IbHOIN CBa/IKM OTXOA0B B HEMpeAHa3HauYeHHbIX ANS 3TOW Lenu MecTax.
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11 TPAHCIIOPTUPOBAHWE N XPAHEHWE

11.1 ¥Ycnosusa TpaHCNOPTUPOBAHUA

TpaHcnopTupoBaHne annapata QYBT MOXeT oCyLWecTBNATbCA BCEMWU- BUAAMWN KPbITbIX
TPaHCNOPTHbLIX CPeACTB W NpaBuiaMu NepeBO3KU TPy30B, AEWCTBYHOWMMU-Ha KaXAOM BuUie
TpaHcnopTa.

TpaHcnopTupoBaHue annapata SYBT MOPCKMM TPaHCNOPTOM AO/HKHO MPOM3BOAUTLCA B
COOTBETCTBMM C "TlpaBnnamMm 6€30MacHOCTM MOPCKOW MEpPEeBO3KWU TFeHepaibHbIX rpy30B". Bupg
OTMNPaBKKN - KOHTENHEpamu 1 Menkas OTrnpaBKa.

Annapatr 3YBT, npu TpaHCMOPTUPOBaHWUM, AO/HKEH ObiTb YCTOWYMB K KAMMATUYECKUM
BO3AEMCTBMAM NpW TemnepaType OKpyxatollero Bo3gyxa ot -10°C ao+60°C, OTHOCMTENbHOW
BIAYKHOCTM BO3AyXa He 60nee 80% u armochepHbIM gaBneHvemM oT 70°g0° 106 kla.

Annapat QYBT, npu TpaHCMOPTMPOBaHWUM, LO/MKEH ObiTb YCTOMYMB K MeXaHUYECKUM
BO3ENCTBUAM, C NapameTpamMu:

e BMOpaLMOHHblE Harpy3kM - [AuanasoH 4vactoT~10-55 [u c amnauTyaon
nepemeryeHns 0,15 Mm;
[Mpn TpaHCNOPTUPOBAHMM 3aMpeLlaeTca:
* TO/IKaTb YNakKoBKy_c.annapatom JYBT:
* CUAETb Ha ynakoBKe c annapatoMm JYBT;
* LWTabennposartb, YHakoBKu C annapatamuy JYBT.

11.2 Ycnoeusa xpaHeHus
AnnapaT 3YBT, npu-XpaHeHnM, AOMHKEH ObITb YCTOMUMB K KNMMaTUUYECKUM BO3ENCTBUAM
npu TemnepaType OKpy»Katoulero Bo3gyxa oT -10°C ¢mo +60°C, OTHOCMTENbHON BAAXXHOCTM
BO3Ayxa He 60see 80% m-aTmoctepHbIM AaBneHnem oT.70 go 106 Kla.
Ycnosus XxpaHeHuUs:
e bepeub 0T BoAbl;
e bepeyb OT NPAMbIX COMHEYHbIX NYYeid;
* He xpaHuTb B03ne oborpeBaTenei;
e He XpaHWTb B MeCTax CKOMIEHUA MbII;
e U3beraliTe MecT, MOABEPXEHHbIX GUNbHbIM YyAapam wnum BubGpalum, BO3LeACTBUIO
XUMUKATOB NN B3PbIBOOMACHLIX ra3os.
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12 TEXHNYECKOE OBCJ/TY ) XUBAHVE NN PEMOHT

A TpepynpexaeHue

Monb3oBaTeNb [O/MDKEH MPOBOAUTL TeEKYLMA OCMOTP afnmapata JYBT,
Kabenen, nucrtoneta, npeobpasoBatens M anmnjankKaTopoB Ha MpeaMeT ux
NOBPEXAEHNA, KOTOPble MOTYT MOBANATL Ha 6e30MacHOCTb - MauMeHTa Uan nx
paboune XxapakTepucTUKU. PekomMeHyemas MepuoauyHOCTb MPOBEPKU
COCTaBNAET OfHY Hedent0 WM MeHbLUe. YCTpaHuTe (M0BpeXaeHUsa nepejs
MCnonb3oBaHMeEM nNpubopa;

Mepuognyeckan npoBepKa 6e30MacHOCTU [O/HKHA MPOBOAUTCA MEPCOHAIoM,
YNO/IHOMOYEHHbLIM  MNpousBoauUTeNneM.  PeKoMeHayeMas  NepUOAUYHOCTb
COCTaBNsAeT OAWH rof, Jinbo Bbl [0.3KHbI NMPOBOAUTL e€e B COOTBETCTBUM C
YCTaHOB/IEHHOW /le4YebHBIM YUpeXaeHeM NepuoguyHOCTbLIO U Npouedypamu.

12.1 Tekywmin ocMmoTp annaparta JYBT:
* BHewHsAs o6ono4yka‘tiHypa nNuTaHna annapata QY BT, kabens nuctoneta/ wnaHra
npeobpasosartens W.T. A. He [O/DKHA OTCNamBatbCs, BHYTPEHHVE MpoBOJA He
[O/MKHbI ObITb OreAEHbI Y HE AO/MKHBI ObITb MOBPEXAEHbI BHELLHUMW yaapamu;
e He fo/mxHO ObITh €NefoOB yTeukn Macna 13 npecbpasosartens;
e Ouuctute annapar dYBT cHapy>u, 4TOObl HE\ObINI0 NOCTOPOHHUX MPELMETOB;
e JDKOWCTMK ynpaBneHuns annapatom YBT wT 4. He AO/MKEH APOXKaTb;
e Pa3nnyHble yaciu, NpuKpenneHHole K annapary SYBT, He AOMKHbI TPACTUCEH.
12.2 Mocne AnuTenbHOro XpaHeHust 06s3aTe/IbHO TIpoBepsinTe annapat Y BT nepef ero
NCNONb30BaHKEM.
12.3 ¥ paneHne KoHAeHcaTa 13 BO34YyLLHOIo Kommpeccopa
KoHfeHcaT cnegyeT yfanatb nocne Kaxabix. 1500 000 paspsfoB ucnosb3oBaHusa. B
NPOTUBHOM C/TyYae 3T0,MOXKET MPUBECTU K HEMCMPABHOCTW U NMOABNEHUIO HEMPUATHOIO 3anaxa.
B 3aBMCUMOCTM OT BNaXKHOCTW OKPY>KatoLLen cpefbl-MOXET NoTpe6oBaTbcs 6018 4acTbili 0TBOL
KOHJeHcaTa.
12.4 3amMeHa pacXofHbIX KOMMOHEHTOB NUETO/NeTa
Y napHUK, HanpasnsaoLLy0 1 pe3UHOBYH BCTaBKY NUCTO/1IeTa PeKOMEHAYETCA MEHATL Noc/e
Kaxabix 1500000 - 3000 000 (3 6apa, 15 Fu) pa3psgoB MCNONb30BaHUS, *HO Nepuos 3aMeHbl
MOXET BapbVPOBaTHLCA B 3aBUCUMOCTI OT YCAOBUIA 3KCNNyaTauum.
12.5 [ing’obecneyeHns 1 rapaHTWUin GE30MacHOro MCMosb30BaHMA He-3abyabTe NPOBEpATb
annapat J¥BT, BK/IoYas BHYTPEHHME KOMMOHEHTblI W BbIXOLHOE HaRpsHXKeHWe, MepcoHasIoM,
YNOMIHOMQYEHHbLIM NPON3BOANTENEM, OJUH.Pa3 B rof.

A _[lpesynpexpeHne

MpoBepka cobnogeHNa TpeGoBaHUIA TeXHUKM 6e30MacHOCTM WU TEXHUYECKOE
obcnyKuBaHue, Tpebyrolee OTKPbLITUA Kopnyca annapata QYBT, A0.T>XXKHbI NPOBOANTLCS
TONIbKO ohmuManbHbIM NpeacTaBUTeIeM NPoOn3BoAUTeNA. B NPOTMBHOM C/lyyae 3TO MOXET
NoBfieYb 3a CO60M HenosagKyM 060pya0BaHNSA U BO3MOXHYHO YEPO3Y A/15 340POBbS.

He monyckaeTca TeXHMYeCcKoe 06C/y)KmBaHMe U peMOHT annapata 3YBT nosnb3oBatenem.

TexHuyeckoe 0OCNYXMBaHME W PEMOHT MPOBOAUTEH TONbKO  YNO/HOMOYEHHbIM
MpeLCcTaBUTeNIeEM NPOU3BOAMUTENA,

3anpellaeTcd NPOBOAUTE PEMOHTHbIE Pab0ThI NPY BKAKGUYEHHOM 3/M1EKTPOMNUTAHUN.

B cnyyae nocnerapaHTUIAHOIO 1 BHE rapaHTUIHOIO PEMOHTa annapaTa QYBT ob6paluatbes
K YMONHOMOYEHHOMY MpeACTaBUTENO MPOM3BOAMTENs Ha Tepputopum P®; O6LecTso ¢
OrpaHWYeHHON OTBETCTBEHHOCTbIO «/H(omea-Helipo» (OO0 «UHhomea-Heipo») no agpecy:
Poccua, 125445, r. Mockea, JleHMHrpagckoe Lwocce, gom 69, kopnyc 1, nom. I, at. 1, Kom. 50;
TeneoH +7 495 645 47 00; email kitayeva@im-neuro.ru.
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13 CBEAEHUWA Ob YTUJ/T3ALUUN

YT1ununsauua annapata OYBT goskHa ocyLectsnsetca cornacHo CaHlMlMuH-2.1.3684-21 no
Knaccy 0TXofoB A, B TOM 4uc/e annavkaTopbl 1 npeobpasosatesib Mocne TpeaBapuTebHOMN
[e3VHMeKL MM, OTHOCUTCA K Knaccy A - anuaeMnosiormyeckme 6e3onacHble QTXo/b!.

Annapat QYBT nognexut ytunnsauyummn B cnydae:

*  OKOHYaHMWA CpoKa CnyXobbl;

*  MOATBEPXAeHMA (haKTOB MU 0BCTOATENLCTB, CO34AKLNX YTPO3Y XXMU3HN N 340P0BbIO
MeapaboTHUKOB W CBUAETENbCTBYHOLUMX O HEBbIMOHEHW NPesyCMOTPEHHOrO
Ha3HayeHus.

YTUNnsaLmm Tak e NoLNeXXUT BCF ynakoBKa, B TOM YMC/e U TPAHCNOPTHada. Y Tunmsaunn
[O/MKHbI NOoABepraTbea oTAeNbHO Oymara, 4epeBo, MOANITUIEH U Niacrmacca B COOTBETCTBUM C
npasuiamn cbopa, y4érta n yTunmsalumu ynakosKku.

He pas6upaiTe annapat 9YBT, KpoMe KaK C LUeNbto ero yrmnusaymn!

MpexxneBpcMenHan pasbopka.annaparta dYBT npueeaer-K ero yHNUTOXeHUHO!

AnnapaT 3YBT fgo/mkeH 6b1Tb 0TCOEAMHEH OT CeTU NUTaHnsA nepep pasbopKoii!
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14 TAPAHTUWN N3rOTOBUTENA

Ha annapat QYBT paeTca rapaHTna CpokoM Ha 12 mecsueB CO AHA NPOAaXM CO CKnaja
3aB0OAa-M3roToBUTENS.

"apaHTMpyeTca, 4To annapaT QYBT He umeeT Ae(eKTOB, CBA3aHHbIX C-fIPOM3BOACTBOM M
Ka4yecTBOM MPOU3BOACTBEHHbIX MaTepnanos. J1tobasa fetheKTHas YacTb 6yaeT 3amMeHeHa, ecim He
NPOM3BOAMIOCH BMELLATENLCTBA B YCTPOMCTBO annapata QYBT u annapat-3YBT Hagnexawum
06pa3oM 3KCnyaTUpoBasiCs BO BPeMs 3TOr0 nepuofa. Y [0CTOBepbTeCk, UTO /K060 c60i B
paboTe He NMPOUCXOAUT M3-3a HeafeKBaTHOro yxoja 3a annapatom SYBT v HecobnoaeHns
PYKOBOACTBa MO 3Kchnyatanuu. B cnyyae BO3HWKHOBEHWSA HEMCMNPABHOCTW, MpW CO6MOAEHUM
TpeboBaHWMIA MO 3KcnjyatauMm B GOQTBETCTBMM C PYKOBOACTBOM MO  3KCnyaTauuu,
NMPOM3BOANTENb MPOU3BOANT TEKYLLMIA PEMOHT NN60 3aMeHy annapata-9yYBT.

Mpon3BoanTENb UIN YNOTHOMOYEHHbI NPeaCcTaBUTENb NPOU3BOANTENS Ha TeppuTopun PP
He HeCyT OTBETCTBEHHOCTU 3a /10601 ANYHbIA/MaTepuasbHbIN YLLepo, Bbi3BaHHbIN OLLMOOYHBLIM
MCNOMb30BaHMEM, 3KcnayaTauvein (L Agna ueneid, OTAWYHBLIX OT- TipeAnonaraeMon uenu, W
He6PEXHOCTLIO NPY 06CNYXMBaHUK-NPOAYKTA.

O6paTute BHUMaHWe, 4TO B Cny4vae noBpexpaeHusa annapata QYBT ¢ mcnosib30BaHWEM
HepaspeLlleHHbIX MaTepuanoB (AN  YUCTKA U [Oe3VH(EeKL HUKaKWe rapaHTuM  He
npeaocTaBnAoTCS.

YNO/IHOMOYEHHbIN NpeacTaBuTeNb NPOU3BOAUTENA Ha, TeppuTopum P®; O6LLECTBO C
OrpaHUYeHHOW OTBETCTBEHHOCTbIO «H(omea-Helipo» (OO0 «WHhomen-Helipo») no agpecy:
Poccua, 125445, r. Mocksa; JleHuHrpasckoe Lwocce, fom-69; kopnyc 1, nom. I, at. 1, Kom. 50;
TeneoH +7 495 645 47 00:-email kitayeva@im-neuro.ru.
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FAPAHTUMWHBIW TANOH

KaTeropusa nsgenus.

MponssoguTenb
BapuaHT ncnonHeHma’ LWTamn
CepuiiHblin HOMep/apT.. 0 npopaxe

Jata npogaxu

OpraHu3ayms npogasel,.

Moanuck npogaBUa

W3genvie npoBepeHo, NOBPEXAEHWIA He NMeeT.

C npasunamu akcnayaTaumum 03HaKOM/IEH N COrnaceH.

Moanucb nokynarens

CpoK rapaHTum - 12 mecsLeB COAHS MPOLAXM CO CKnaja 3aBofa-N3roToBUTENS.

Mo Bonpocam rapaHTUy ob6pawatbes: OOLWLEeCTBO C OrpaHWYeHHOW OTBETCTBEHHOCTbLIO
«Homea-Helipo» (000 «WHhomea-Heiipo») no agpecy: Poccus, 125445, r. MocKBsa,
JleHuHrpagckoe wocce, gom 69, kopnyc 1, nom. I, at. 1, kom. 50; TenedpoH +7 495 645 47 00;
email kitayeva@im-neuro.ru.

B cnyyae nocnerapaHTUIAHOrO W BHe rapaHTUAHONO ~PEMOHTA M3Aenns 0bpalaTbCs:
OGLLECTBO C OrpaHMYeHHO OTBETCTBEHHOCTLIO «MHMomea-Hepo» (OO0 «Hpomea-Heiipo»)
no agpecy: Poccusa. 125445, .-Mocksa, JIeHUHrpagckoe Lwocce, gom 69, kopnyc 1, nom. I, aT. 1,
KoM. 50; TenedoH b7 495 64547 00; email Kitayeva@im-neuro.ru.

BHUMAHWE! CneguTe 3afipasu/ibHbIM 3aro/iHeHNneM rapaiTUiMHOro TanoHa. CepuiiHblil HoMep
n3nenus/apTukyn LOMKeH-B TOYHOCTU COOTBETCTBEBATL HOMEpy B TLOHe. Bce rpadol
TauyoHa (3a UCKNKYeHneM rpad) Ans rapaH TUIAHOIO LieHTPa) AOMKHbI OblITb 3an0NHEHbI.

Mpy HETOYHOM LUM _HEMONHOM 3aMofHEHWM TaNnoHa rapaHTWUA Ha W3fe.une cuMTaeTcCH
yTpayeHHoI.

FapaHTuWs NPOU3BOANTEMS OCYLLECTBNAETCA B COOTFBETCTBUN C K PP Ha 06LLMX-0CHOBAHUSAX.
W3ge.une He [OMKHOMOCUTD C.Yef0B MEXaHNYECKOTO-LU Y TepMUYEeCKOro BO3AeNCTBII, a TakXKe
C.4efloB BO3AEACTBUSA Pa3.UNYHbIX XUMUYECKMX areHToB. JKCnayaTauns W3genus [onyckaeTcs
TO/bKO B COOTBETCTBIM CPYKOBOACTBO.M MO 3KCMNyaTauun K U3genmio.

OTMETKA.OT'APAHTW

NATA OMWCAHUE FTAPAHTUAWHbBIA LEEHTP
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15 CBEAEHWNA O PEKTAMALMNAX

B cnyvae rapaHTUMINHOrO M BHe rapaHTUIAHOTO PeMOHTa M3aenns obpawatbes: O6LEeCTBO C
OrpaHMYeHHOW OTBETCTBEHHOCTbIO «H(omea-Helipo» (OO0 «WHthomen-Helipo») no agpecy:
Poccus, 125445, r. MockBa, JIeHMHrpagckoe wwocce, gom 69, kopnyc 1, nom. |, at. 1, Kom. 50;
TeneoH +7 495 645 47 00; email kitayeva@im-neuro.ru.
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16 3NEKTPOMAIMHNTHAA COBMECTUCTb
1. XapaicTcpiicTiiKu 31eKTpoMarHMTHON COBMECTMMOCTM
OnpepeneHve: 3MC  (3neKTpOMarHMUTHas COBMECTUMOCTb) — 3TQ  CMOCOBHOCTb

obopyfoBaHMA u3beraTtb BO3AEWCTBUA 3NEKTPOMArHUTHLIX MOMEX, CO34aBaeMbiX ApYrvMu
YCTpOICTBaMW, He CO34aBas NpY 3TOM aHaIOMMYHbIX 3/1EKTPOMArHUTHbIX-NOMeX ANS WMHOro
obopyfoBaHus.

X [MpepynpexxaeHne
HocKOvibKy pgaHHbIA  annapat 3>'BT reHepupyeT, WCMOAb3YET W  U3y4daeT
PaAnNoYvacToOTHYHO 3Hepruo, paboTa Apyrnx MeauuUHCKUX U He MEANLMHCKUX NPU60opoB n
0ecnpoBOAHOM CBA3M  MOXET nepebmBaTbCcA. [ONA  Hero/ xapakKTepHO CcO3fjaHue
3N1EKTPOMArHUTHbIX MOMEX B BO3AYLUHOM WM KabesbHOW cpefie: "KOHCTPYKUMS AaHHOro
N34enna NosIHOCTLIO COOTBETCTBYET CTaHAapTaM SMC 1 npefoetaBisAeT pasyMHYo 3aluTy
NPOTUB TaKUX MOMEX.

X MpeaynpexxaeHne
Annapatbl 3YBT TpebytdoT NpUMeHeHUs cneumanbHbIX Mep A1 obecrnedyeHuUs

SNIEKTPOMATHUTHOWM EOBMECTUMOCTW # [0/KHbI ObiTh YCTAHOB/MIEHbI U

BBefieHbl B 3KCM.ayatauuto B COOTBETCTBUM C MHGopMaumen, oTHocsuwenca K IMC,

NpUBEAEHHON B PYKOBOACTBE-MO 3KCnyaTauum.

MpumeyaHwue:

* licnonb3oBaHWe pSgom.C aHHbIM U3aeIneM TaKUX-YETPOMCTB, KaK COTOBbIE Tefle(POHblI,
npvemonepefaTynkKnu. WM Npuobopbl C AUCTAHHUOHHLIM  yNpaB/ieHVWEM, KOTOpble
CO3[at0T PafMoBO/IHbI, MOXET CO34aBaTb NMOMeXM-B.paboTe 3TOro U3fenus;

» [lpu ycraHoBKe CfieguTe 3a TeM, Yrobbl 3TO 000PYyAOBaHWe pacronaranocb Kak MOXHO
fasiblle OT ApYroro 3/1eKTpoobopyA0BaHuS;

* Wcnonb3yinTe T0MbKO Kabenu, npeaocTaB.9eHHble WAN  pa3paboTaHHble Halulel
KOMMNaHuei;

* He nbITantecb MoAMpUUMPOBaTL [aHHOE™ 060pyfoBaHMe. BHeceHWe JM3MeHEHUIA B
n3genve MOXET MPUBOAUTL K CHMDKEHWUIO XapakTepucTtuk 3MC. [Mof)U3sMeHeHUsaMU
nogpasymeBatoTca mMogudmnKaumm KaGenen, HecobnoaeHne NpaBuia YCTaHOBKU WK
pa3sMeLLEeHUsA U3LeNnsA, U3MEHEHME ero-KOHMLWYypaunum Wan KOMIMOHEHTOB, BHeCeHUe
M3MEHEHUI , B  YCTaHOB/IEHHble  ApoUeaypbl  paboTbl € _/YCTPOUCTBOM WK
NnpUHagL.1eX11o0CTAMU U T. 4.

2. Mepbl no ycTpaHeHuto npobsiem, cesasaHHbIX ¢ IMC

Ecnu BbISIBNEHO, YTO fJaHHbI anfapat YBT co34aéT NomMexu,-To nosib30BaTesb [0/HKEH
YCTPaHUTL NPO6/IEMY OLHUM UIN HECKOABKUMW METOLaMU, MEPEUNCHEHHBIMN HUXKE:

» Pacnonaraiite gpyrve yCTpoOMCTBa Kak MOXXHO fJa/blue OT AaHHOro annapata 3YBT
[NA YMeHbLUEeHNS CO34aBaeMbIX 3M1EKTPOMArHUTHbLIX MOMEX;

e [1na yMeHbLUEHUA 3NEKTPOMArHUTHBLIX NMOMEX MOXXHO_ OTPEerynnpoBaTtb NOMOXKEHME
060pyf0BaHUA ¥ APYFAX YCTPOWCTB UK YION MEXAY HUMMK;

e ONEKTPOMArHUTHbIE | TIOMEXM MOXHO COKpaTtuTb MNYTEM W3MEHEHUA TOUKU
NOAK/IOYEHMA LUHYPa NUTaHNUA annapata YBT,

e [na yMeHbLIEHUS | 3NEKTPOMArHUTHBLIX MOMEX: MOXXHO TakXe W3MEeHUTb KaHan
nofayv NUTaHWs Ha apyrve yCcTponcTea.

MpousBoanTeNlb  He HeceT HWKAKOM OTBETCTBEHHOCTM 3a MOMEXM, BblI3BaHHbIE
NCMONb30BaHWEM HE PEKOMEHAOBAHHOINO COEAMHSIOLWLErO Kabens, MoAgugukaunen wnnm
n3MeHeHneM annapata JYBT 6e3 paspelleHuns. HecaHKUMOHMPOBaHHAA MoAUGMKauua Wnm
n3mMeHeHve annapata SYBT MOXeT NUWKUTb NOMb30BaTeNss MpaB Ha 3KCnayatauuio AaHHOro
annapara JYBT.
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MepeyeHb HOPMATVBHON [JOKYMEHTaLMK, KOTopas MPUMEHSIETC NPOM3BOANTEAEM /1S
NoATBEPXK/EHNS COOTBETCTBUS:

EN 1041, NHdopmaums, npegoctaBnsiemast Npon3BoanMTeNeM MeANLMHCKUX U3AENNIA

ISO 13485, MeanunHckue mnsgenus - CUCTeMbl MeHe[)KMeHTa KadecTBa -1 peboBaHuNa A
Lienieil perynmpoBaHus
ISO 14971, MegunumHckne umsgenus - lpuMeHeHWe MeHeLKMeHTa pUCKa K MeAULMHCKAM
n3genvam

ISO 15223-1, MeanumHckne uspenuss — CUMBONbI, KOTOpble OyAYyT WCMNOMb30BaTbCs Ha
3TUKETKAX MeLUUMHCKUX W3[eNnid, MapKMpoBKa U MHGOpMaLUs, KOTOPYH HeobXoamnmo
npegoctaBuTb — Yactb 1 O6wwme TpebosaHMA
IEC 60601-1, MeAMUMHCKOe 3M1eKTprUYeckoe obopyoBaHue - Yactb 11 O6ume TpeboBaHMS K
6a30B0i1 6€30MacHOCTU U OCHOBHbIM-XapaKTepucTmKam
IEC 60601-1-2. MeanMUMHCKOE BNeKTpUYeckoe obopygoBaHme - Yactb 1-2: O6ume
Tpeb6oBaHMs K 6a30BOM 6e30MacHOCTM WM OCHOBHbIM XapakTepucTmkam - ConyTcTBylOLiMe
CTaHZapTbl: SNIEKTPOMAarHUTHag-COBMECTUMOCTb: TpeboBaHNA M UCMbITaHUSA
IEC 60601-1-6. MeauumMHEKOe aneKkTpuyeckoe obopygeBaHne - Yactb 1-6: O6uime
Tpeb6oBaHMs K 6a30BOM 6e30MacHOCTM U OCHOBHbLIM XapakTepucTukam - COonyTCTBYHOLNIA
CTaHAapT: Y 406CTBO MCNOAL30BaHNA
IEC 60601-2-10, MeanuyMHCKoe 3nekTpuyeckoe o060pyaoBaHue - Yactb 2-10: Ocobble
Tpe6oBaHMA K 6e30MacHOCTV CTUMYNATOPOB HEPBOB Y, MblILLILY
IEC 62304. MporpamMMHoe o6ecrneyeHne MeAVLUMHEKUX U3AENNIA - MPOLECCHl YKN3HEHHOrO
LMK/a NporpaMMHOro-QbecneyeHus

IEC 62366. MeanumHckme nsgenus - NMpumeHeHue a3KcnayaTaunoHHON NpUroaHocTy
MEDDEV 2.7/1 Revision 4, KIVMHWYECKAA OLUEHKA: PYKOBOACTBO AJ14
MPOV3BOANTENEA W YBEAOMNSEMbIX OPEAHOB B COOTBETCTBUU C
ONPEKTUBAMW 93/42/EEC 1 90/385/EEC

ISO 10993-1, 'buonormyeckasi OuUeHKa MEAVMUMHCKMX wu3genuii - Yaete 1 OueHka w
TeCTMPOBaHWE BypamKax npoLecca MeHeI>KMEHTA pUCKa

ISO 10993-5, Buonornyeckas OLEHKa/ MeANLUMHCKAX un3genmin - Yactb 5. TecTbl Ha
LUMTOTOKCUYHOCTb METOAOM in Vitro
ISO 10993-10. Buonorunueckass oueHKa MeAULMHCKUX un3genuii -~ Yactb 10; TecTbl Ha
pasgpaxkeHvie 1 CEHCMOBUIN3ALNI0 KOXKM
EN 980~ CumBo0/ibl, UCMOMb3YEMbIe‘Ha MapKMPOBKe MeANLMHCKAX-N3aennii
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(MpunoxeHue hopma Ne 43)
[axaH /1o dupm aHa Hotapyn Odmnc MHK.

PerncTpaumoHHblin Homep 2023 - 10890
HOTAPVANIBHOE CBUAENBCTBO

AHI MbOHIT CY, poBepeHHOe nuuo, BbicTynatwowee ot umeHn PEME/L, Ko., Jitg- (REMED Co.,

Ltd.)
MeHepanbHbIN AnpekTop blH-XéH, Ko (Eun-Hyun, Koh), Caur-WoHr, /i (Sang-Yong, Lee)
B MOEM MPUCYTCTBUM NOATBEPAVUIN MOAMNUCU YKA3aHHbIX LOBepUTENEeN, NOCTaBAEHHbIE Ha

OEKJTAPALNN
3acBMaeTeNbCTBOBAHO CeroaHs, 26 nona 2023 roga, B 3TON KOHTOpE.

[axaH /1o ®upm sHg HoTapu Oumc NHK.

OTHocuTCcs K: CeynbCKOM LieHTPa/ibHOM PainoHHON NpoKypaType
[arsaHr bunanur, 3 atax, 36 ToHAKaK-A3p0

Ceuyo-ry, Ceyn, Kopes

HoTtapuyc
/Mopgnuce/
KBOH XHOK Y>KOH (KWON HYUK JUNG)

Meyvatb: OaxaH JTo ®dupm 3HAa HoTtapm Oduc VIHK.

[aHHasa HoTapuanibHas KOHTOpPa Monyyunsia paspelleHne (MUHUCTpa tcTuuun Pecny6nvkn Kopes
BbICTYMaTb B KauyeCcTBe rocyfapCTBEHHOro Hotapuyca € 6 aHBapA 2010 roga B COOTBETCTBUWN C
3akoHoM Ne 11823.

[JarsaHr bunguHr, 3 stax, 36 ToHmKak-a3po, Cevo-ry, Ceyn, Kopes 210Mm X297Mm
Ten. (02)590-0900, chakc: (02)3477-0957 [Jonroseunast-bymara (1 nmct) 70r/m*

MepeBof yKa3aHHOro JOKyMeHTa C aHIIMACKOr o/ KOPECKOro S3bIKOB Ha PYCCKNIi 13bIK.BbINONHEH NEPEBOAUNKOM
UurpuHosoeid KO nneli AnekcaHapoBHON. MepeBoaABASeTCs NPaBUIbHBIM, TOUYHbIM 1 AQMHbLIM.
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Poccuiickaa ®egepauma 'y
CaHkT-lMeTepbypr &
TDETberO aBrycta aBe TbiCA4YM ABafLaTb TPETLEIO F(@
A, TapuH Wropb BnagumupoBu4y, HOTapuyc CaHKT-I'IeTepa, CBUAEeTeNnbCTBYIO

3

MOA/IMHHOCTbL NOANMUCKH NepeBOAYMKA YMTPUHOBOW O nuu AneKcaH,quBH
Moanuch caenaHa B MOEM MPUCYTCTBUU.
NTMyHOCTbL NOANMCABIIErO JOKYMEHT yCcTaHOB/EHA.

3apeructpupoBaHo B peecTpe: No 78/63-n/78-2023-15-634.

(0;

YnnayeHo 3a COBeplWeHune Homaanoro pevictema: 600 pOO KOM.

& oo

o
&




POOOoccuiickas Pepepayms
CaHkT-lMeTepbypr
CefibMOro aBrycrta fBe TbiCA4YU ABajLaTb TPeTbero roga
A, TapuH Wrops Bnagumuposud, HoTapuyc  CaHkT-TleTepbypra, CBULETENbCTBYIO
BEPHOCTb KOMUW C NPeSCTaB/NeHHOro MHe [JOKYMeHTa.
Nnctbl 1-45 npefocTaBneHHOro JOKYMEHTa ABNAOTCA KCEPOKOMMENA.
3aperunctpuposaHo B peectpe: Ne 78/63-H/78-2023-15-708.

YnnayeHo 3a COBEepLLEHME HOTapuanbHOro aenictams: 8190 py6. 00 Kon.

.B. "apuH

Kearbinuy v s cuncvs
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