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BIOSHAPE MED

L 1 About the manufacturer

First of all, we would like to thank you for choosing us, and we are sure that you will find
this device very useful for your professional activity. This device uses the best and most
recent technology for the aim it has been created for.

The Company thanks all the collaborators, researchers and technicians who have given their
contribution to the development of this project and it s grateful to the Customers for the trust
and availability they showed because without their help, this device would have remained
incomplete and without the essential practical feedbacks.

Development and constant research, that are a warranty for a constantly improving
efficiency of the devices, become an occasion for a confrontation and the possibility to
enrich the mutual experiences as an advantage tor the clients that are always more selective
and exigent. 'T'his is the common target that we \\ant to achieve, and reaching it represents
for us all the only gratification, together with the effort on the professional point of view that
has the aim to obtain the quality and the performances of our products; conditions,
nowadays, of a fundamental importance, if you want, with a constant technical and
informative updating, guarantee everyone the progress in order to improve the quality of our
life.

BIOSHAPE MED device is manufactured and distributed by:

A )10$ GROUP

MEDICAL-AESTHETIC DEVICES
www.biosgroup.eu

Via Guido Rossa. 10/12
20090 Vimodrone (MI)
tel.: +39 02 27304275 - fax.; +39 02 27304276
www.biosarouD.eu - e-mail: Info®biosltalia.it

P. IVA : 02721570964 - C.F.: 01 729150985

reg 9119:
-150 9001:2008 -150 13485:2004 [ R5R 21 CFR 820 "Code of Federal Regulation’

For any further intbrmalion or technical assistance don t hesitate to contact us.

Please follow our suggestions before reading caretully this user manual.

User and maintenanrp mnn""" Rev. 0 ®hl03.
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L2 About the manual

:This user and maintenance manual is reterred to HIOSMAPK MKII device and the
.«formation contained in this document can be subjected to modifications, for technical
'Commercial and seciirity reasons. Such corrections will be included in the nev\ editions
Ijievisions) of the issuing.

This document supplies information for the operation and the correct use of the BIOSHAI E
MED decvice. It's a reference guide as indispensable orientation for the operator; betore
mlBsing BIOSHAPE MED it's very important to read carefully the contents ot this document
'and keep it always handy for a quick consullation. The inobservance, also partial, of these
iteommendations may cause, together with mallunctioning. also injuries to the Operator and
-to the device itself, with the following warranty invalidation. On the other hand, only by
following very carefully the prescriptions and recommendations provided by the
Manufacturer, you can have the absolute certainty to obtain the best results and to have at

A disposal, in case of need, a quick and efficient technical assistance service,

li-lle device is sold or transferred to another Operator, please be sure that this manual is
Ibandled in with the devicc. so that the new Operator can be kept informed about the machme

Ibmctioning and all the concerning warnings.
BIOS S.r.l. is responsible for the security, reliability and pertormances only if:

e The system is used in conformity with the instructions contained in this manual about
security precautions and the use of the devicc;

e The Installation and whatever operation concerning modification, calibration and
maintenance is performer by personnel, qualified and authorized by BIOS S.r.l.

* The electrical system of the place where the device is addressed is in accordance with the
regulations of the law' in force and however provided with ground wire.

WARNING

DIV)SHAPE MED has been made to he used in Aesthetic-Professional field. Its

inter\’cntion range is the treatment of cellulite, and body remodeling. The devicc is n”*
an cicctro-medical one and it doesn4 emit ionizing radiatiojis and so it is not for

diagnostic use or for any other clinical or therapeutic use.
BIOS S.r.l. reserves the right to provide, with a written request to the authorized
maintenance personnel, wiring diagrams, part lists, instructions lor adjustme” and

j calibration or any other information regarding those parts that can be repairable.

For any technical assistance need, please address to your seller or directly to

NOTE

No parts of this document can be photocopied, reproduced or translated into another
language without any written authorization by BIOS S .r .1.

User and maintenance manual - Rev. 0
Oblo$.
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1.3 Written rules used on the manual
This user manual is referred to the BIOSHAPE MED device. Herewith you will find Ile
foniialting rules used to underline the important parts of the text in order to call the attention
ol'the reader.

To highlight some of the document sections the bold font will be used.

Notes show the information contained in the text.

NOTE

The warning signals appear before operations that, if not observed, could cause damages to
the device and/or to its accessories. So they will be underlined as follows.

ATTENTION

The warning messages indicate operations or situations that, if not correctly executed

or not know n, may cause serious physical lesions to the people. They will be underlined
as follows:

WARNING

User and maintenance mop ® 1M05
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



iIOSHAPE MED

2. Symbols and abbreviations

2.7 Symbols and labels
Symbol SI - Information
Please read this user manual before use. Caution, refer to the
attached documentation.
IKC EN 60601-1 (2007) and subsequeni amendments
On the label of the technical characteristics on the rear of the unit.
Symbol IEC 60417-5010 - Information
"On / O ff (pressure-pressure). Located next to the main switch.

Symbol ISO 7010-M 002 - Information
"Refer to the user." On the rear side of the inside of the label

specifications or affixed next.

Symbol ISO 7010-P017 - Information
"Do not push. " On the rear side of the inside of the label
specifications or affixed next.

Symbol S2 - Information

Dcvice with the applied electric type B.

II'X' EN 60601-1 (2007) and subsequent amendments

Present on the label of the specifications on the back of

the unit

Symbol S3 - Information

Alternating current.

Present on the label of the specifications on the back of the unit.
Symbol S4 - Information

Issue non-ionizing radiation Radio Frequency.

The symbol indicates that the device emits radio frequency energy.
Symbol S5 - Information

Emission of optical radiation, non-ionizing inconsistent.

A The symbol indicates that the device emits non-coherent light (780-
1400 nm spectrum in particlare invisible, infrared type A: IRA).
Symbol S6 - Information
Information on the basis of article 13 of Legislative Dect:eclnp.
151/05 0f 07.25.2005 "Implementation of Directives 2/103)*M/EC
and 2003/108/EC" on the reduction of hazardous substanc”s”
electrical and electronic equipment, and disposal of \yaste. <
Specifications on the label indicates that this product pusfn
disposed as household waste but must be the subject of a separate
collection. If the waste is disposed of in a manner not suitable h is
possible that some parts of the product may have potential arfvéfsc
eflects on the environment and human health.

In the event of illegal disposal of this product are no sanctions.

User and maintenance manual - Rev. 0
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Mark I - Information

Marking which attests conformity of the apparatus with the legal

requirements ot the European Community directil\es applicable to
0476 it.

1. Tab. - Symbols and labels

ATTENTION

All the labels, Symbols and Marks must be kept in good conditions and immediately
replaced if they arcd a m a g e d . —

2,2 Measurement's units

Svmbo! Meaning 1
J Joule energy measurement unit. 1
Mm Millimeter - submultiple (10*”) of the metre, that s the length |
measurement unit. _ A
)im Micrometer - submultiple (10'**) of the metre, that s the length j
measurement unit. "J
Nm Nanometer - submultiple (10'*") of the metre, that’s the length |
measurement unit. 51
v Volt - alternated tension measurement unit. j
A Amnere electricity measurement unit. . X
Hz Hertz - frequency measurement unit.
\V Watt power measurement unit. A
mW Milliwatt ~ Watt submultiple (10 =%
VA Vnltnmpere —practical measure of the absorbed electric pow'er. ]
il Ohm electric resistance measurement unit. i
min Minute - Second's multiple, that’s lime measurement unit.
ms Millisecond - Second”s submultiple (10 '). that s time measurement w
unit.
Cal/h Calories per hour - heat quantity in the time unit practical
measurement unit. -
kg Kilogramme - mass measurement unit.
Centigrade degree - practical temperature measurement unit .
rmad Milliradiant - submultiple (10'") of radiant that is angle measurement "
unit. ———————
kPa Kilo Pascal - Pascal multiple (10”), that s pressure measurement unit.
hPa Hecto Pascal - Pascal multiple (10¢). that s pressure measurement i
unit. —]
Bar Bar - practical pressure measurement unit. o
dB Decibel - logarithmic scale of the relationship between the values ot P
the same magnitude. e J |

E Irradiance = measure of the light density in Wm** — J

2. Tab.- Measurement units

User and maintenance tonun* - Rev. 0
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1Pa= 1N/m”* 1kPa-0.01 bar= 0,1 N/cm”* = 0.10 mH20 = 7,5

pascal Pa mmHg = 0,0099 atm =0.145 psi - 0.02088 Ibf/ft* = 0.334 ftH20
1 bar= 100°000Pa= 100kPa= 1.0197 kg/cm'= 10.198 mH20

bar bar = 750 mmHg = 0,987 atm ~ 14,5 psi = 33,455 tt1120

millibar mbar 1 mbar= 100 Pa= 0.010 mH20 = 0,750 mmHg = 0,00102
kg/cm” = 0,0145 psi = 2,088 ldf/fft= = 0,033 fIH20
ImmHg= 133,322 Pa= 0,133 kPa = 0,00133 bar = 0,0136

Hg mm mmMg mH20 = 0,00131 atm = 0,00136 kg/cm” = 0,01934 psi = 2,78

Idf/ft' = 0.045 ftH20
1 at=1kg/cm”* = 735.56 mmHg = 10 niH20 = 98066,50 Pa =

Technical

atmosphcre= ai, kg/cm” 98.067 kPa = 0.981 bar = 0.968 aim = 14.22 psi = 2048.16 Ibf/ft'
kgf/cm* = 32.81 ftH20

Metric t 1atm = 107325 Pa= 760 mmHg = 1.033 at = 10.33 mH20 =
atmosphere 1,01 bar = 14.696 psi = 2116,22 Ibf/tV = 33,9 ftH20

2.a Tab. - Table of pressure conversion

|ff mbos. User and maintenance manual - Rev. 0
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All the elcctric devices, (above all the ones that are used with human beings) must be
projected to satisfy the rules that have been specifically issued from the control organs with

the tiim of limit the risk sources.
Such regulations have been standardized from International and European companles (IEC

nnd CFNELEC) and they are valid in all the international community.
The BIOSHAI'E MED device has been made in conformity with the following European

directives in force;

DIRECTIVE 2006/95/EEC (LVD) about low tension.
DIRECTIVE 2004/108/EEC (EMC) Electromagnetic compatibility.
DIRECTIVE 2002/95/EEC (o RoHs), about the restriction of the use of some dangerous

substances inside the electric and electronic devices.
DIRECTIVE 2002/96/EEC (o RAEE) and following modifications, related to the waste ot

electric and electronic devices.

The BIOSHAPE MED device is in conformity with European directive mentioned above

and for this reason it’s marked

MA78

10 User and maintenance manual - Rev. 0
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3.1 ECDECLARA TION OF CONFORMITY

(To the rules in force according to the release dale of the device on the market)

Manufacturer’s name

Manufacturer’s address

BIOS S.r.l.
Administrative, Commercial and production site

Via Guido Rossa. 10/12

20090 Vimodrone (MI) - Italy

Tel.: +39 02 27304275 - Fax: +39 02 27304276
e-mail: info a biositalia.it - vvAVAv.biosgroup.cu

Type of device

Type of product

Electromedical device

Multifunctional device radiofrequency. infrared,

motorized rolls and vacuum

Usage target

Model

Aesthetic medicine

BIOSHAPE MED

DECLARES THAT THE PRODUCT
complies with the following directives, rules and classifications:

EVROPEANDIRECT!\ E

Electromagnetic compatibility
Low Tension

RoHs

RAEE

Electric classification

Medical device classification

NORME DEL PRODOTTO

Device electric security

Electromagnetic Compatibility
Programmable electromedical devices
Safely of devices for short waves therapy
Pholobiologic safety of lamps

Risk management

Symbols for labels of medical devices

Further information

E.M.C. 2004/108/EEC DIRECTIVE
LVD 2006/95/EEC DIRECTIVE
DIRETTIVA 2002/95/EEC
DIRETTIVA 2002/96/EEC

Class I, BE type

Class Ila

EN 60601-1

EN 60601-1-2

EN 60601-1-4

EN 60601-2-3

EN 62471

UNICEI EN ISO 14971:2009
EN 980

BIOSHAPE MED device is marked;

Ing. Aldo Casalino

User and maintenance manual - Rev. 0 11
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5.2 EN 60601-2-3 application

For the device MC BODY B2. the standard EN 60601-2-3 was applied as integration of the
EN 60601-1. A A anc'
Despite the standard EN 60601-2-3 covers devices working at a frequency between 3 and 45
MHz, currently there is not a specific standard for devices under 3MHz, so this standard is
commonly used as reference by some Certification Bodies. c c ]
Mention to this standard can be found in the test report, manual, declaration of confomity all]
any other document included in the technical file and used for registration in foreign Countnf"

3.3 RoHs and RAEE Conformity Declaration

BIOS S.r.l. commits itself to respect the rules described on 2002/96/EEC directive (or
RAEE) and its following modifications, related to electric and electronic devices disposal, j
Moreover, it declares that its products are in accordance with the Directive 2002/95/EEC (or-;
RoHs). about the restriction in the use of some dangerous substances inside electric and”
electronic devices. J
Both directives are referred to different commercial branches at any level, from suppliers to-

manufacturers until the retailer.

jier 7
BIOS S.r.l.Lhas always committed itself so that its products respect all the standards m lorce-.
and preserve the environment. " ju *

The symbol under represented is placed on every aesthetic or medical dev1ce produced by,
BIOS* S.r.l.and indicates that the clcctric and electronic components of the products don t
have to be disposed of with solid mixed urban garbage but they must be disposed of with a
differentiated collection.

1

©

I, Fig. - RAEE symbol

Here under there is the list of the main devices that are under the RAEE directive (we
remind that the cooling system doesn't contain any refrigerant liquid).

* Electric/electronic cards

* Liquid crystal display

* Light indicators

* Connectors

e Condensers

User and maintenance mnni'o' - Rev. 0
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4. Check of the composition

4.1 Transportation and load - Internal transportation

All transportation and load operations must be performed following the security rules in
irforce especially with the visual advising suggestions as '"heavy bodies moving” and
flanging bodies’

Packed material, both in wood or carton boxes must be transported and moved with suitable

irneans of transport as fork lift, trans pallet and so on using the suitable methods and systems.

"The enabled personnel has to be properly protected from damages caused by packages

manipulation operations (gloves, helmets, etc.).

, T It’s compulsory to use protective glasses during nails removal, perfomied both with manual
I: ’-and automatic devices. The same attention must be applied during the cut operation of any

‘metal band used to fix the packed material.

AMv"The device is made to be lifted up by its lower part. Transportation can be made lifting

Acompletely the device with the 2 handles or pulling it thanks to its wheels.

WARNING

Please remember that people not aHo>ved to take part to the operations above
mentioned, don’t have any permission to stay/move under hanging part or approach
during their handling. The no obser\ance, as well as the deficiency of ail suitable
precautionary' measures, will not involve BIOS S.r.l. in any lawsuit for indemnity due

to damages to people or things.

WARNING

IF YOU MOVE UPHILL THE DEVICE MUST BE PUSHED BACK FROM

FORWARD.
IF YOU MOVE ON HORIZONTAL PLANE, THE DEVICE MUST BE PULLEJX —

BY USING THE SPECIAL HANDLE ON THE BACK.

WARNING

IF YOU CLIMB ON STEP, PRESS THE FOOT ON THE PLATFORM, TILT THE
DEVICE ON THE REAR WHEELS AND PUT THE FRONT WHEELS ON THE
SURFACE OF THE STEP.

User and maintenance manual - Rev. 0
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BIOSHAPE MED

4,2 Check ofthe deliveredparts

!t is very important that the sent part are immediately controlled after their arrival. Every
part must be controlled in 3 ways:
1. Administrative check in order to avoid any possible mistake made by the deliverer:
*number of bults
“weight and dimensions
2. Technical check:
*package exlernal condition (humidiU', external damages)
3. Controls made to tind any broken part in movement.

These inspections must be done in the presence ot the forwarding agent and with the
maximum care because, thanks to the high absorbing capacity oi the packing material, the
damages due to any fall or launches could not be immediately detected.

Despite BIOS S.r.l. has used the best care in packaging, it wouldn’t be enough to guarantee
that goods would not have suftered any damage.

ATTKNTION

Before installing the device, be sure that it has not suffered any damage during
transportation. BIOS S.r.l. reminds the buyer that, according to national and
international laws, goods aUvays travel at his own risk and danger. Moreover, unless
it’s clearly specified in the contract, goods always travel without any warranty.

Any complaint for damages due to transportation, load and unpacking cannot be
charged to us because the transportation is at client’s charge, not only for
transportation costs but also for all the eonnccted responsibilities.

4,3 Parts andfunctions check

Verify, within no more than 5 days, that the handpieces are complete and fully functioning, in
order to ask for their substitution or sending under warranty.

14 User and maintenance manual - Rev. 0
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OSHAPE MED

5. Installation

5.1 The BIOSHAPE MED: general description

NOTE

mConsidering the weight of the parts of the device it is advisable to transport the parts in the
Kk area where the machine will be installed with the undamaged packaging. Then open it and

follow the instructions for the assembly.

NOTE

We kindly ask you to read carefully the warranty terms and conditions contained in Chapter
14 “Warranty”, before proceeding with the installation of the device; in fact, such operation
automatically implies the acceptance of the conditions. In case of no acceptance you can send
'back the device in its original packaging to your seller and you'll be refunded by him.

u

2. Flg - The BIOSHAPE MED

User and maintenance manual - Rev. 0
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BIOSHAPE MED m = =

5.2 Installation: safety rules

NOTE
Before installing the machine read all the following instructions. Read carefully all the
warnings and instructions contained in this manual before operating with the device. Please

perform only the operations contained in this manual.

When installing the device in your working place, please follow these precautions:

[m}

Don’t put the device on an instable surface or close to a heat source.

Don't obstruct the openings of the chassis;

o O

Don’t introduce any object into the electric socket or in the air holes;

O

Use ihe kind of electric power indicated on the device's label;

O

Connect the machine to an electric socket provided with grounding. Please do not use
electric sockets where conditioning systems, copying machines or other devices that are
regularly turned off and on have been connected. Do not use multiple plugs, in particular
when they have a connection cable that's too long or when they are connected with a
multiple plug to other devices, such as enlargement neon lamps, radios, electronic
depilation devices and so on:

u The electrical system of the environment must be provided with a differentiated
protection control in order to protect the systems trom short-circuits, electric surge and
insufficient voltage, according to the rules in force;

0 Check that the cable is not damaged or worn;

o Don't > to make any intervention on the device but perform only the ordinary
maintenance described in this manual;

O In case the under described conditions would occur, unplug the device and give it for
repair to a technician authorized by the manufacturer:

The cable or socket could is damaged or worn;

Some liquid has entered the device;

The device has been left under the rain;

The device doesn’t work normally also after having performed the using instructions;

The handpiece has been dipped into water;

User and mainlpnnnzn rn/*iniin* - RpV. 0
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>

W ARNING

For safet> reasons, the feeding cable is provided Avith a plug with grounding connection.
Use only a current plug with grounding connection. The no obser> ance of this Avarning

may cause dangerous electric shocks on persons.

>

ATTENTION

Please, be sure the handpiece is properly placed in its correct place, in order to avoid its

accidental fall.

ATTENTION

>

Do not use the device close to water or places where the device could get internally or

externally wet.

>

WARNING

Do not use close to the BIOSHAPE MED any devicc emitting electromagnetic waves
such as cordless or mobile phones, microwave therapy devices etc. They may
problems or malfunctioning, even if the device is properly shielded. "

5J Installation area

The room where the device will be installed must be absolutely clearcd from af*yS*“rial
before the box containing the senl parts arrives.

All the finishing operations of the environment (basements, dividing walls, columns,
protection panels and so on) must be absolutely completed before the delivery and the
assembly of the system. In particular, we suggest to treat the pavement with an anti-slipping

roduct.

§/Iore0ver, it’s necessar>- that the electric system of the environment is accordant with the
technical features indicated by the competent Authorities.

The operating area must be closed, properly identified with visible panels, as described
afterwards, and has to be accordant with local particular rules or established inside the

structure itself.
During the installation, the doctor and/or the ouner of the device is directly responsible for

the security of authorized personnel that is encharged ot the load, unpackaging and any other
operation concerning the installation.
Be sure that there’s a proper distance from the walls for a correct cooling air circulation.

User and maintenance manual - Rev. 0
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BIOSHAPE MED

WARNING

Do not use (he BIOSHAPE MED device in environments aybere there could be any
inflammable substance or anesthetic gas.

5J Cable holder arms installation

The device is packed with the “cable holder' arms disassembled.
Following the instructions explained herewith, the mounting operation is quick and easy.

The cable holder arms must be assembled so that the part with the blue plastic columns is

behind. So the operator, in from of the machine, shall see the plain part.

Plain part

Allen screw

Marked hole
3. Fig- Cable holder arms mounting

Place the marked hole on the protruding joint of the alien screw's head and then screw the knob

to tighten.

5.5 Handpieces installation

Every handpiece has a number I'rom 1 to 4.

The handpieces must be connected from top to bottom in the following way

18 User and ma’ptenonce mnnuol - Rev. 0 bl°$<
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e HANDPIECE 1to connector OUT 1
e HANDPIECE 2 to connector OUT 2
e HANDPIECE 3 to connector OUT 3
e HANDPIECE 4 to connector OUT 4

iv Following the plugs, the correct disposition will be with handpieces 1and 2with the cable on the
|5 left (looking at the back of the machine) andhandpieces 3and 4with the cable on the right.

Handpiece

Handpiece 2

Handpiece 3

Handpiece 4

4. Fig - Handpieces connection

I Fix the handpieces connectors with the appropriate screws as indicated in the figure.

¥ T

5. Fig - Handpieces connectors mounting

sThe correct mounting is helped by the different plugs.

Do not force the handpiece plug. In case of any resistance to the connection, it means that we’re
“mounting the wrong plug or inserting the handpiece in the vvTong way.

M
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Now make the cablcs pass on the arm and place the handpieces in the front part.
Place the handpieces and the cable as indicated in the figure, holding cables 1 and 2 on the right
arm and cables 3 and 4 on the left ami. looking the front part of the machine.

Vi T 11

6. Fig- Parts installation

The complete machine with all the parts mounted will be as described in the next chapter.

20 User and - Rev. 0
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6. System description

This chapter represents a general description of the BIOSHAPK MED Body Contouring System.

6,7 Standard equipment

BIOSHAPE MED has the following standard equipment:

Descrintion Quantity !
Device BIOSHAPE MED 1
HANDPIECE “1” BIOSHAPE MED 1
HANDPIECE BIOSHAPE MED 1
HANDPIECE “3” BIOSHAPE MED 1
HANDPIECE “4” BIOSHAPE MED 1
PLEXIGLASS PEN !
KNOB SCREWS FOR HANDPIECES FIXING Pack of 12 pcs
NETWORK FUSES 10° delayed 6x32 2
SPECIAL OIL VACUUM SOUND flac. 1000ml 1
PATIENT GLASSES BIOSHAPE MED 1
USER AND MAINTENANCE MANUAL 1
FEEDING CABLE WITH SHUKO PLUG 1
0-RING 1X5 CONNECTORS BIOSHAPE MED Pack of 10 pcs
0-RING 1.5 X3.5 CONNECTORS BIOSHAPE MED Pack of 10 pcs
0-RING 1.5 X8 CONNECTORS BIOSHAPE MED Pack of 10 pcs
0-RING 1,8 X9 CONNECTORS BIOSHAPE MED Pack of 10 pcs
0-RING 1.8 X 10 CONNECTORS BIOSHAPE MED Pack of 10 pes
0-RING 2x4 CONNECTORS BIOSHAPE MED Pack of 10 pes
3. Tab.-Standard equipment

Consumables codification
Code Description
CS0008 SPECIAL OIL VACUUM SOUND 1000ml bottle o
CSO00!1 REVITAL BODY CREAM 500ml 1

4, Tab.- Consumables codification

ATTENTION

Do not use any accessor> different from the original ones, provided witb ihe
these may damage the device, making the warranty decay. BIOS S-rJ- fab
responsibilitj’ for damages caused by the use of non-original parts. In case GCpre**auNe

or particular requests, please contact BIOS S.r.l. technical assistance”scr>je<-AAAAA
m

b
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6.2 Frontal vieWf back view
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K
Mandpiece 1 connector
Ipiecc 3 connector
Handpiece 2 connector
)iece 4 connector
Filters for aspired material
collection
A
i
8. f/g-aOSHAPE/vIEDreorview
Feeding cable
connector
I'_.'
Fuses
\n-q"-= - wy
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BIOSHAPE MED

63 Vacuum regulation

Using the knob on the figure below. !i is possible lo reduce the vacuum level selected on the
screen. Thanx to these knobs available for handpiece 1 and handpiece 2. it is possible to choose all
vacuum values between twbo different level.

When the knob Is completely turned on (+) the leves is the same as indicated on the screen.
Turning the knob clockwise (¢) the vacuum level can be reduced.

6J Accessories

Patient glasses x1 Power supply X1 Handpiece #1"1

y

Handpiece #2x1 Handpiece #3x1 Handpiece #4x1

24 User and maintenance manual - Rev. 0 ® Ro 5.
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This chapter shows the safely measures to be considered when you use the BIOSHA
MED device. Operators and maintenance personnel should be tamihar with the safety

requirements and procedures when they use the equipment

WARNING

The BIOSHAPE MED cicvice is made to be used in aesthetic only.

7J Sight safety

1) Do not look directly into the IR light (diode) u- .
2) Be sure that the voltage indicated on the label is the same used on the machine,
3) The maintenance process can be executed only ten minutes alter the device has been

g switched off and once the electric socket has been unplugged. Other\vise, it could be
dangerous for the personnel or the machine;
4) There is a very high voltage in the machine, that could be potentially dangerous. I-or this
reason it is not recommended to disassemble any part of the machine and of the handpieces,
unless it is done by qualified personnel authorized by our Companys;
5) Good earthing is ver>- important to work in safety conditions;
6) Handpieces connectors are to be located in such way that to avoid the contact with
7) During the treatment don't use the arm-chairs and beds with metal surface. Don t touch
x the earthing electrically-conductive parts; . w.

8) RF emission is not to be applied to the patient through the clothes and hearlng -aid,

7.2 Safety Designation Illustration

grounding protection

“ ” high voltage risk, do not touch.

“AC230V 50Hz"or “AC 110V 60Hz*’ identifies the kind of electric power supply.

“BGXP”“AC250V 10A”0or “ACI1 10V 15A°"indicate separately the kind of fuse and absorption.

User and maintenance manual - Rev. 0
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BIOSHAPE MED

ATTENTION

The handpieces must not be sterilized using an autoclave, nor put w1 any kind of liquid.
Disinfection can be done with a cloth dampened with cold dismfectant solutions,
paying the maximum attention, and when the device is switched off {see Ch.

*Mahttenanc e ™ —a—

7.3 Electromagnetic interferences problems

The BIOSHAPE MED device has been projected and built

DIRECTIVES IN FORCE about ELECTROMAGNETIC COMPATIBILIT
2004/108/EEC. so to give it a reasonable protection against any electromagnetic disturbance
that may occur in residential installations and working environments that allows the device
to work properly. The same Directive also states that electric equipments shouldn t produce
electromagnetic disturbances (if produced, they're very limited) and in any case they should
not disturb or alter the operation of any communication or other kind ot equipment in the
proximities. Due to its specific usage. BIO.SHAPE MED device has been designed to
generate and irradiate energy. If it is not installed and used according to the provided
instructions it could cause interferences to radio-electric communications computers or any
other electric equipment. In any case, it is not guaranteed that there won t be any
interference. r

It is possible to check out if the BIOSHAPE MED provokes any interference if activating
or deactivating repeatedly the radiofrequency emission pressing the STARI1/bIUI Kkey,
some sonorous or visual disturbance happens (it is not enough to turn ott and on the
equipment). Should some disturbances occur, it’s advisable to adopt the foUowmg
countermeasures.

. Keep the machine far from sensible devices or instruments used to acquire and control
processes or patients;

» Set and modify the orientation ot TV or radio antenna;

. Increase the distance between the BIOSHAPE MED and the sensitive device;

e BIOSHAPE MED feeding must be taken from a socket plugged m a difterent electric
plant from the one where the sensitive device is connected, , °n

. Please ask the manufacturer, one of its authorized centers, an expert TV/radio technician,
or the technical assistance service ot the sensitive device.

The presence of the symbol here under reported reminds that the machme. due to its type
generates and can irradiate radiofrequency energy and for this reason it’s necessary to insta
and use it according the instructions indicated above.

(«j»)
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WARNING

BIOSHAPE MED is a medical-clcctronic device that, for it., nature eould generate eleetric
Srbances on Cher eleetronie devices which are in the proximities. In any case, some k.nd
of disturbance doesn’t create any critical situat"n on other i,
medical-electronic devices for vital use, such as those generally used for surgery. use

‘.Oshort waves devices, with high frequency or mobile phones that could mterfere w.th

~
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s o
BIOSHAPE MED = m =

The label reports the system's characteristic data. All symbols and incisions present on the

device are reported in the technical characteristics label.

0OsoKknl-nezzHemk oevtctt

Modello Model X
Matrlcol* S/N

Modo operative Vacuum
Vacuum operstiQn mode
Potenza vuoto atsoluto
Vacuum Power

Modo opeiatl'vo RF-Frequcnza

Potenza RF Res)stlva bipolare MASSIMA
MAX Bipolar RadiofrequencY power

Liingheua (fwkla LED IR
W avetanft

Potenza Totale/Densltd LEDIR

Power /Density IR LEO

Alimentazione - Power Supply

Potenta aiiorbita
Power absorption

Fusiblti '‘Fuses

Classe/Tipo
Ooss/Type
>
tt Manufactured in Itofy

ABEBIOS S.r.t.

Via Guido flossa 10/12 20090 Vimodrone
(Mil ITALY www.biositalia.eu -
infoAibiasitaUa.h

-.T - MEO

' Contlnuo
Pulsato; da 14 20 Sec

SOKPa max (100%)
IMHt

eSWrms max

¥T"
940nml.R

20 W/15 mW/cmA
230VAC*I04e'50Hi;
750w

6x32 10A

I/BF

cffettifisionglei

P/iyslolofficol SffecU )

9. F\g.~Technical choracteristics label

The technical characteristics label contains information about the device manufacturer, the
model, the general characteristics of the BIOSHAPE MED and the norms it is accordant

with.

ATTENTION

The damaging, the loss or the eventual breaking of the technical characteristics labels

placed on the device invalidate the >varrant>.
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BIOSHAPE MED

8. Technical characteristics

5.7 Technical characteristics ofthe BIOSHAPE MED device

The BIOSHAPE MED is a device provided with:

Control system: LCD. colour touch screen display, switch, control system with a micro-

computer to control the whole system functioning.

e Components for endermologic vacuum massage;

Components for RF (Radio Frequency); radio frequency emission system;

Components for Infrared: 940nm diode technology;

e Chip Card for wireless minutes functioning control.

* Filters for aspired material collection.

Article
LCD

Negative pressure
Vacuum Operative mode

Rolls rotation speed
Roll operativity

Power RF Resistive/Density

mrequency RF
Emission wavelength IR

Number and power of led diodes

I R
Treatment areas

Density IRA on the skin
Handpieces number
System control operative time

Absorbed electric power

Supply modality

'weight
[Dimensions

Specification
1) Display touch screen 10'TFT color
2) Display on the handpiece
. Display on handpiece 1: 2.4"
. Display on handpiece 2: 1-9”
Max 8QKkPa (60.8cmHg)
Continuous
Pulsed: pulse regulation duration from 1 to 9s
0-36 ¢ T (turns for minute)

2 types
Max=85Wrms= level 60 on a load of 50 O

IMHz
940nm (IRA spectre 780-1.400 nm). non visible radiation, non

coherent

Ne 4 X 5W each = tot 20W at 100% max.

4mmx7mms 8Smmx25mm> 30mmx50mm

D=15mw/cm max

Chip Card wireless IC
750VA
AC230V£10%, 50Hz+lHz/ACI 10V+10%, 6O I ~H *
(Optional)
55 kg
55x50x170cm

5. Tab. - BIOSHAPE MED’stechnical characteristics
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BIOSHAPE MED «

8.2 Working, transportation and storage conditions

Working conditions

- Placement: for indoor use only

- Lighting: Avoid intense light and direct exposure to intense light
- Ambient temperature: from + 10®Cto + 30°C

- Relative humidity: 70% at (without condensate)

- Air pressure: from 84 kPa to 106.7 kPa

Transportation conditions

I ransportation o f the packaged de\ice MC B()D\ B2 should be in closed railway wagons,
containers, vehicles, in the holds of ships, heated and sealed compartments of aircraft in
accordance with the regulations in force for this transport, under the following environmental
conditions:

- Ambient temperature from -20 to +50 ° C;

- 95% relative humidity at a temperature of +25 ° C;

- Atmospheric pressure from 84 kPa to 106,7 kPa

Storage Conditions

MC BODY B2 device should be stored in enclosed dry rooms with natural ventilation and
prolonged exposure to heat, direct sunlight and ionizing radiation, is access to the product of
conductive dust, acid/alkali vapors and corrosive gases,

under the following environmental conditions:

- Ambient temperature from +5 °C to +40 °C

- Relative humidity of not more than 80% at +25 ° C

- Atmospheric pressure from 84 kPa to 106.7 kPa

NOTE

If the temperature in the room is too low or the instrument has not been used for many days,
the temperature of the whole system shall recover to 10 *'Cor higher before starting

NOTE

The Manufacturer reser\'es the right to make technical and aesthetic modifications, in order tdj

improve the product, without any advice.

ATTENTION

The device must be connected directly to the electric netavork, It is not suggested the US)
of continuous group, isolation transformers, electronic rcphasers.
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BIOSHAPE MED

9. Operativity

9.71Starting the equipment

1) Insert the plug and press the button "Power” below the display;

[0 2) The display will brighten after Is. u O
r; Then we enter the main screen where the software is charged. Wait for the writing to become blue as shown in the

figure.

/0. Fig- Main screen

After the inizialization, it is possible to select the part of the body we wish to treat.

Co'n e
I/, Fig. Moin screenfor treating area selection

f Selecting the treating, area, the following screen will automatically select the parameters the
iProducer thinks are the more etYective, according to his experience. In any case, it impossible to
Imodify all the parameters as it will be explained in the following paragraphs.

User and maintenance manual - Rev. 0
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9.2 Functions of the handpiece and default parameters

Handpiecc

Handpiece

Handpiece
2

Handpiece
3

Handpiece
4

Handpiece

Handpiece
1

Handpiece
2
Handpiece
3
Handpiece
4

32

Rolls Power and Distance
Power of . o,
LEI) |R rotation densit)’ of bet>vecn
speed Energy RF applicators
0~85 Wrms at 24mm
0-20W O'36bT 50 Ohm= level
60
0-85 Wrms at 18mm
0-20W No 50 Ohni= level
60
O 'low No 0'-SS Wrms= 8Smm
level 50
0--30 Wrms= 4mm
No No level 40
6. Tab - Working Ranges of the handpieces

Power of led
IR

14W

14W

6w

User and maintenance manual - Rev. 0
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Rolls rotation Densit}' of
speed Energj' RF
18¢ T level 25
level 25

level 25

level 20

7, Tab - Default Parameters

Negative Pulse #
pressure duratioi
*Level/KPa *s
1-9 Is .gA
10-90 KPa S-
1-9
10490 KPa Is -9
1~7
10-60 KPa Is -Bsy
1-6 Is -4
10-50 KPa 588
Negative Pulse
pressure duration
*Level *s
3 3s
3 3s
1 2s
1 2s
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BIOSHAPE MED

9.3 Operative procedure

Here with we’ll take as example the use of handpiece 1.The use of any other handpiece is the

same.

Initialization interface:
Tr*

12. Fig - Inizializalion interface

The 4 areas of the main screen rule the different functions of the device.

How to perform a treatment

This section shows how to move the handpiece on the part to treat,
following the indications herewith, according lo the order indicated
by the arrows. Using the buttons “stop'" and “play"’ it is possible to
stop the image with de desired movement or the one we’re using in

that particular moment.
The images here under show some examples of the suggested

movements.

®b10$ User and maintenance manual - Rev. 0
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How toset RF, IR and rotation values

In this part of the screen it is possible to set the values of
RF. Vacuum and IR that the handpiece will emit during the

treatmem.

Clicking on IR. RF. RHYV it is possible to select the function
and with the buttons and "-** it is possible to modify the

action values.
ATTENTION

It is possible to set the REV value only on handpiece

ATTENTION

Only (he handpieces #! and (2 allow to modify the setting later on, directly by the

handpiece.

How To Set Vacuum Values: pause, level, aspiration

In this part of the screen it is possible to set the VACUUM values.

Clicking on the buttons, it is possible to set the vacuum level and the pause
between one aspiration and the next one. indicated in seconds, as per
following detail;

Duration 1= suction 0,5 s + exsufflation I s Duration 11= suction 10 s + exsufflation i s

Duration 2 - suction 1s + exsuftlation 1s Duration 12 = suction 11 s + exsufflation 1s
Duration 3 = suction 2 s + exsufllation 1s Duration 13 = suction 12 s + exsufTlation 1s
Dueation 4 = suction 3 s + cxsuftlation 1s Duration 14 = suction 13 s + exsufflation 1s
Duration 5 = suction 4 s + exsufllation 1s Duration 15 = suction 14 s + exsufflation I's
Duration 6 = suction 5 s texsufllation 1s Duration 16 = suction 15 s + exsufflation 1s
Duration 7 = suction 6 s + exsufflation 1s Duration 17 = suction 16 s + exsufllation 1s
Duration 8 = suction 7 s + exsufflation 1s Duration 18 = suction 17 s + exsufflation I s
Duration 9 = suction 8 s bexsufflation 1s Duration 19 = suction 18 s + exsufflation 1s

Duration 10 = suction 0 s exsufflation 1s  Duration 20 = suction 19 s + exsufTlation I s
In the third frame it's possible to see the negative pressure applied during the aspiration.

In the lower part of the screen it is possible, clicking on the button "“PT ON” / "PT OFF”, activate
or deactivate the negative pressure visualization, exerted in KPa
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Clicking on HM we go back to the main screen to select the treating zone.
Choice Of The Handpiece And Treatment Time

The following screen allows to select the handpieces and the
treatment time. The selected handpiece is visualized in the
central bar.

With the buttons e we can modify the treatment time.

13. Fig. Handpiece selection

If the handpiece is not connected, the following error will appear:

Once the handpiece, the IR power, the Radiofrequency and vacuum intensity have been selected,

clicking on IIIBI the device is ready to work. Now the operator can go close to the person to treat
and start the treatment directly from the handpiece or using the footswitch.

Pressing the footswitch once more or using the handpiece, the treatment is stopped. Clicking on

the device is put in safety condition and it can't be started by the footswitch or the
handpiece.

To start machine operativity: Press the button “Enter'" on the handpiece (Picture 8 A)

To stop machine operativity: Press the button "Knter“ on the handpiece (Picture 8 A).

®bI0S User and maintenance manual >Rev, 0
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14. Fig Starting ihe stand-by mode

9.4 Handpieces #1 e #2

ri
Both handpieces 1 and 2 can be set directly using the arrows on the handpiece. fm
i
Handpiece /1 f
jl
1) Handpiecc 1opcrativity description:
K
a) Press “ to select the energies to be set; 1
1
b) Press” ” to increase or decrease power ; M

¢) Then you press "Enter" to start working;
d) Itis possible to proceed with the mentioned adjustments directly on the screen;
e) Parameters can not be adjusted while working.

A A
StandB . DO
G u
Picture A = D
* RF 1111111111 E8 Jm
e Infrared 1111111111 EH w
* Vacuum 1111111111 FII
p-- km « P4 * Revfft-irpm
1) Display for handpiece 1: (picture A); parameters indication
A: Standby; B: Ready to emit;
C; Time; D: Energy of RF parameters;
E: Power of emission; F: Negative pressure power;
G: Rollers rotation speed; H: Pulsed-mode suction duration;
I: Suction power value
User and maintenance manual - Rev. 0 105.
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Handpiece # 2

Standby M1 Uimbitji
R ea ”
- RF A DSBESOSSIE D
e Infrared IIEISESHOSS
- Vacuum

+ 88s S8S kpa
A: Standby; B: Ready to emit;
C: Time; D: Energy of RF parameters;
E: Power of infrared emission; F: Negative pressure power;
G: Suction power value H: Pulsed-mode suction duration;

9.5 Use of the wireless 1C CARD

When the device is turned on. insert the IC CARD in the slot placed below the screen.

The machine shows the treatment minutes left.

'DI05 wo User and maintenance manual * Rev. 0
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If there are no minutes lel't in the card, tiie mode ‘mready" won’t allow to start the treatment.

Free use of the machine without the 1C CARD

From the main screen, insert the "MASTER’ card.
The following screen will be displayed.

Now, to unlock the 1C CARO:

1.

2
3
4.
5
6

Take the MASTER card out;
Press the button "UNLOCK™*'
Insert the IC CARD

Click on 173
Remove the IC CARD
Insert the IC CARD once again

Now the machine will be able to work with no limits of time.

In the main screen, the writing !C CARD won't be displayed any more:

16. Fig- iinlimiled use screen

How to charge the minutes on the IC CARD

From the main screen, insert the “MASTER?” card.
The following screen will be visualized.
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I

Now, to charge the minutes on the IC CARD:

1. Remove the MASTER card; .
2 Click “USER CARD” and charge the desired mmutes with the keys

3. Insert the IC CARD

L or| ¢«

The writing UI will be displayed

4. click
5. Remove the IC CARD
6. Insert again the IC CARD

On the main screen the part regarding the IC CARD with the available minutes will be displayed.

=

9.6 To turn off the equipment

During standby condition, press the stari'stop button under tlie display.
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10. Maintenance and Trouble
diagnosis *

Even if the BIOSHAPE MED device doesn't need particular or frequent maintenance
operations, since it has been built with high quality materials, in this chapter you will fmd
some suggestions that, if regularly followed, will guarantee a longer duration and a perfect

efficiency of the device.

WARNING

Ordinary maintenance, unless there are specific conditions dccided with the seller, is a
user’s responsibilit> and it has to be performed as it has been described in this chapter.
Where necessar> and specified, the user must have a register of the maintenance

operations and ordinary and extraordinar>’interventions.

The global verification and the intervention into the inaccessible parts of the device is permitted

ONLY to technicians authorized by BIOS S.r.l.:
Ordinary maintenance includes, besides verifications and the routine operations explained here

after, a check made by a specialized and authorized techincian:
- in case of bump, fall or physical damaging of the device;
- in case of replacement of the essential components.

Every two years it is necessary to proceed with electric security verifications, as stated by the
Rules in force. These verifications, performed by a specialized BIOS S.r.l. technician or by

specialized companies, are about:

- the resistance of the protective conductor
- currents leaking to ground, case, or patient in condition of normal functioning or first breakdow”n
- The insulation resistance between the power supply and the accessible conductive and applied

parts

The global verification of machine’s functions and controls must be performed by a technician

authorized by BIOS S.r.l.:

- after 6 months the first time and then every 12 months

- in case of malfunctioning detected by the user;

- in case of substitution of the device’s control system or a part of it.

WARNING

Everj’maintenance operation executed on the device MI'ST be reported on the register

that vou can find in Appendix. -
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10.1 External cleaning o fthe device and its accessories

WARNING

For safet> reasons, before performing any manual maintenance and cleaning operation
on the device , it is necessar> to disconnect the feeding cable from the socket/electric
netAVork. Don’t dip the handpiece in any kind of liquid even if you want to clean it or

perform any treatment. A

The cleaning of the external parts is different according to the type of the material, plastic or
metal. . ., , - .uj
Tbe external cleaning of the plastic parts, varnished or not. like the handpiece, must be done
with a soft cloth dampened with wann water (eventually mixed with hquid soap for
household goods cleaning), or with specit'ic cleaners for plastic surfaces without any alcohol
content. Also the display and the keys can be cleaned with a cloth dampened with products
for glass and plastic cleaning such as “vetril"”’. anyway not containing aggressive substances.
For metallic parts, remove ever> cream or cosmetic product residual, also using denatured

alcohol.

We recommend then to follow these suggestions:

Always use cloths or clean paper to clean the machine, in particular Plexiglass surfaces.

e Use synthetic skins to dr>' the device.

e Absolutely avoid to use sprinklers that may cause the penetration of the cleaning
substance into the machine.

Don't introduce in the cooling system grids any type of material, neither to try to clean the
internal parts that could be seen through it.

Don't dip the device into water, nor pour water on it. After the external cleaning of the
chassis, dry perfectly all the parts before starting the device again.

e Use alcohol or acetone to clean only the surface of the handpiece head.

There are no reasons to dismount the device to cleanit; it is not necessary to clean it
internally and however in case it was necessary, this operation must be performed obly
specialized technical personnel authorized by BIOS S.r.l.

ATTENTION

The access to the inside parts of the device must exclusively be performed by
authorized technical personnel. For reparations and further information it is necessary
to contact BIOS S.r.l. or their authorized ser>ice centers.
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10.2 Maintenance performed by specializedpersonnel

ATTENTION
The following operations must be performed only by technical personnel, authorized
by BIOS S,r.l.. The first time after 15 months, and then ever>- 12 months:

e Internal inspection and internal cleaning of tiie handpiece;
e Internal inspection of the device.

103 Handpiece cleaning and maintenance

WARNING

Before everj' handpiece cleaning operation it is necessar>' to disconnect the feeding
cable from the network.

It is possible to remove the head of the handpieces to make an accurate cleaning pressing the
buttons on each side of it at the same time.
After every treatment, clean the head of the handpiece.

10,4 Filters cleaning

To clean the filter, we only have to remove the cap in the rear part and remove the dirt.
Cleaning must be done with a smooth cloth dumpened with warm water (eventually mixed with
a liquid soap for household items).

Screw the filters’ caps on again before using the machine.
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10.5 Guide toproblems resoliition

Problem

Start-up failure

No response from the
key of the handpiece

No response from the
touch screen

Problems with
negative pressure

Lack of RF

No emission

Roller doesn't
work

®bl05<

Cause
Trouble with power switch
The plug is not inserted
correctly
Damaged fuse indicator
Trouble with control board

Trouble with the tuming-on
switch

Trouble with the control
system

Trouble with the touch screen

Trouble with the vacuum
pump

Trouble with the AC
(alternating current) contactor

Trouble with electromagnetic

valve
Trouble with the 24V switch
Trouble with air grills
Trouble with handpiece

RF level is 0

Trouble with the chip of the
barometer on control board

Trouble with control board

Trouble with the switch for
RF modification

Trouble with the internal parts
of the handpiece
Trouble with RF generator

Level is 0

Trouble with inner parts of
handpiece

Trouble with on control board

The speed is 0

Weak contact in the handpiece

Soiution

Change the power switch

Insert the plug in the correct way

Change the fuse

Change the control board
Change the switch
Shut off power switch and start it up

again;
Contact the authorized assistance

Contact the authorized assistance

Change the vacuum pump

Change the vacuum pump

Change the electromagnetic valve

Change the switch
Change socket connector
Check the handpiece

Increase the level

Change the chip

Change the control board U

Change the switch

Check theh a n d p i e ¢c e "

Change RF generator

Increase the level
Check the handpiece

Change the control board
Increase the level

Check the handpiece
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Problem Cause Solution
or problems with the motor

Trouble with the control board Change the control board

NOTE
BIOS S.r.. reser\-es the right to provide, with a written request to the authorized

maintenance personnel, wiring diagrams, part lists, instructions for adjustment an
calibration or any other information regarding those parts that can be repaired”

10.6 Instruction for packaging and returning o fthe device
o Disconnect the feeding cable and disassemble the accessories.

0 Use the box and the original packaging materials.

ATTKNTION

Before sending the device, please contact the technical assistance ser\ice to obtain the
RMA number (Rientro Merce Autorizzato - authorized goods returning).

ATTENTION

The responsibilitv for damages caused by an improper packaging is of the Client. If it
is possible, use the original packaging material.

44 User and maintenance manual - Rev. 0

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BIOSHAPE MED

-4

1)
2)

1 4)

Smmft Lubfe =i=1-eT"- A - - = = B ) EREHIEH S

11. Operative Guide

11.1 Treatmentprinciples andfunctions

a) The 940nm infrared emission reduces skin impedance by healing sl<in and Rl- energy
penetrates deeply into connective tissues;
The synergistic combination of infrared emission and conducted RF energies increases the
oxygen intracellular diffusion by heating the skin
b) The use of the rollers, specifically designed, in handpieces 1 and 2 allows the RF to
penetrate up to 2/3 cm. At the same time, vacuum, associated to rollers’ mechanical
action, stimulates and stretches connective tissue, melting subcutaneous fat as well as
reactivates capillaries; metabolism is increased and subcutaneous iat dimensions are
reduced with a noticeable improvement of body shape.
¢) RF energy acts only on the sucked skin portion, so highly increasing effectiveness and

safety, even in periorbital zone treatment.

IL2 Indications

Black signs and wrinkles around eyes removal, eye-bags improvement,

Upper eyelid lifting and wTinkle removal;

Body contouring after pregnancy;

Imperfections due to localized adiposity, fat reduction, skin tightening (arms, legs, shoulders
and back, calves, buttocks;

Stretch mark improvement.

/7.5 Contraindications

It is prohibited to use BIOSHAPE MED in cases:

1)
2
3)
4)
9)
6)
7)
8]

Pacemaker and defibrillator carriers;

Metal plaques under skin;

Damaged skin or with cancer history;

Other serious diseases, such as heart problems or diabetes;
Pregnancy and breast-feed;

Thermal sensibility

Opened wounds;

Menstrual cycle

IL4 Settingsfor treatments

e Face: 30 minutes for each treatment, once a week, one course of treatment consists of

treatments;
e Eyes: 15 minutes for each treatment, once a week, one course ot treatment consists oi*

treatments;
e Rest of the body :45-60 minutes, local treatment: 15 minutes
e Twice a week, one course of treatment consists of ten treatments;
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11.5 Face treatments
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> Don’t use medicines containing hormons for one week before treatment.

> Take\Ti«ur7w fav?afi*n” veference, being sure that background and light conditions

are the same.
3) Treatment procedure:
First part; use warm water and a towel to clean the skin to be treated,
Second part: lay essential oil for conditioning on the skin to be treated.
Third part: start-up the equipment and adjust parameters:

4) Treatment mode: . , ® -ui ¢
Adjust parameters according to customer sensibility and to skm reaction. It is possible to
reduce the parameters when you treat delicate zone such as chest and groin.

Treatments

Facrimi''MAAMAA tightening: once a week, one course of treatment consists often treatments

“Reduce the energy level to 1-2 when you treat areas like forehead, cheekbone and chm.
Negative pressure level: 1-2;
Pulse duration: Is-2s;
Power of infrared emission: 4W-8W
3) Treatment procedure:
a) Clean ihe skin;
b) Lay essential oil to moisturize the skin to be treated:
¢) Order to follow for face treatment: cheeks, forehead and lips:

4) Handpiece and parameters setting:
Use handpiece 3 for face treatment:
Negative pressure: 1-3;

Pulse time; b'33;
Power of infrared emission; 6~ 10W

Picture
5) Operation manner (Picture I)
First step : directional lifting: ©lifting according to grain of skin( Picture 1) to act on
ears, periauricular and temporal zones;
Lift the skin with the other hand during the treatment;
Repeat the treatment for 2-3 times on face.
Second step: Repeal the treatment on particular /.ones, such as nasolabial folds, forehead Imes,
wrinkles.
6) Effects:
a) Reddening and light warm on face;
b) Face wrinkles reduction

¢) Face skin toning
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Eye zone treatment

""EyeI'TnI'T'eyeHa3). firm.ng, croWs-feet. pouch and eye-shadows remoxah
One treatmen; per week and one course of treatment is con,posed often treatment
2) Treatment procedure:

a) Clean the skin;

b) Lay essential oil to moisturize the skin to be treated;
3) Handpiece and parameters:

Use handpiece 4 to treat eye zone,

Negative pressure: 1:

Pulse duration: Is- 2s

4) Operative mode ( Picture 2) /

Picture 2

First step: Lifting:
m

Lifting of inner parts towards the external edge up to temporal zone,

o Lift the skin with the other hand during the treatment;

I Reoeat treatment on eye zone for 3-4 times

Second step: Repeat the treatment on eyelids, wrinkles on external part and eye-bags.
5) Effective features;

a) Reddening and light warm on tace,

b) Face wrinkles reduction;

¢) The eyelid is reinvigorated and lifted

Neck treatment

1) Effectiveness:

Lifting and firming of neck skin, wrmkles remova ;

2) Treatment procedure:

a) Clean the skin;

b) Lay essential oil to moisturize the skin to be treated;
¢) Proceed as indicated in picture 3
3) Handpiece and parameters.
Use handpiece 3;
Negative pressure: 1;

Pulse time: Is~2s;

Power of infrared emission: 6W~ 10W
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w
4) Operative mode (Picture 3):
Way of use 1: Picture 6
Lift the skin with the other hand during the treatment.

Repeat neck part treatment tor 2-3 times

Picture 3

IL6 Body treatment

EtTeCveness: firming (navy. back, waist, thigh, calves, arms),

Two treatments per week and one course of treatment ,s composed often treatments.

Navel and abdomen

LT«
treatmenii

b) Don-t use medicines containing hormons for one week before treatment;

c¢) Don’t wear any metal object; hackcround and light conditions
d) Take a picture to save as initial reference, being sure that backgrou

e) TakeX nfs measures (picture 4 shows the method to use)

Picture 4 Picture 5

2) Notes: Is right. if he can stand heat and the comfort |j
a) Ask the client how he's feeling, if the power
level'

b)

)

3) Treatment procedure;

Do not forget that subcutaneous fat of waist. abdomen and chest is thmner;

Always ask the client if everything is ok during the treatment.
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a) Clean the skin;

b) Lay essential oil to moisturize the skin to be treated,
4) Handpiece and parameters;

Use handpiece 1;

Negative pressure: 3-8;

Pulse duration: 2s~3s;

Infrared emission power: 10W~20W:

Rotations: 18rpT~30¢ T

Note: Reduce to 1-2 the energy level from the original parameter when treating waist.

abdomen and chest.
5) Operative mode:
a) Divide navel zone into several areas {Picture 5).
b) Make the handpiece touch the skin completely and then activate the footsw.tch or press the
key placed on the handpiece to start workmg;
¢) To stop the operation: press the key on the handpiece or release the footsw.tch;
d) Change treatment mode according to customer s reactions,
e) Measure 3cm and 6cm respectively above and below fat accumulation;

f) Treatment procedure:
> Treatment procedure 1, linear treatment (Picture 6).

> Treatment procedure 2, personalized treatment (Picture 7)

Picture 6 Picture 7

Procedure: divide navel zone into four areas, repeat the treatment on each area in

navel zone

Back

1) Treatment procedure;
a) Clean the skin:
b) Lay essential oil to moisturize the skm to be treated.
2) Handpiece and parameters:
Use handpiece 1;
Negative pressure level; 4-8;

Pulse duration; 2s~-3s:
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Infrared emission power: 10W-"20W;
Rotation speed: 18¢p1~30¢ T

3) Two different operative modes (Picture 8, 9)

Picturc 8

Legs

1) Treatment procedure:
a) Clean the sicin;

b) Lay essential oil to moisturize the skin to be treated;

2) Handpiece and parameters:

Use handpiece I or 2;

Negative pressure of handpiece 1: 478 (negative pressure ot handpeice 2. 3'?),

Pulse duration: 2s~3s;

Power of infrared emission: IOW-ISW;

Rotations: 18rpr'30¢ T

3) Treatment procedure:
Picture 10

Act first on thigh external part: upside-dow'n direction (Picture 10). trom
left to right using treatment mode I;

Then treat the inner part

User and maintenance manual - Rev. 0
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Arm’s upper part

1) Treatment procedure;
a) Clean the skin;
b) Lay essential oil to moisturize the skin to be treated:
2) Handpiece and parameters:
Use handpiece 2;
Negative pressure: 3-7; Picture 11
Pulse duration: 2s~3s;
Infrared emission power: 10W-18W;
Rotations; 18¢p 1-30rpT
3) Operative mode (Picture 11);
Use treatment mode 1:

Pay attention on particularly delicate or sensitive areas

IL 7 After the treatment

!) Do not use cold water to clean the treated area for at least 8 hours after the treatment (except
face);
} 2) Do not do massage this area;
% 3) Avoid solar exposure for the first week after the treatment;
|- 4) Itis possible to lay cleansing milk on the treated area;
5) Do not eat raw, cold or spicy food for 8 hours after the treatment.

11,8 Operative sugf"estionsfor beauty Salons

1) Record the performed treatments in order to obtain lasting therapeutic effects;
L 2) Activate the cards for physical therapy on body, in order to relieve ache and ankylosis of
shoulder, neck, waist and navel. "

IL9 Questions and answers about BIOSHAPE MED

|. Customer: What’s the BIOSHAPE MED? v -
Operator: The BIOSHAPE MED is an equipment made to improve body silhoi>ett*It:"sesV
four different technologies: bipolar RF, 940nm infrared emission, endermologie, 'tiS"e
manipulation with rollers. The four different technologies could effectively optimize
lymphocytes and cells metabolism, so to obtain body contouring and cellulite and fat tissue

reduction.

2. Customer: How do Iset a course of treatments with the BIOSHAPE MED?
* Operator: Body: twice a week, 30 minutes for each treatment, one course of treatment is
composed of ten treatments;
Eyes: once a week. S minutes for each treatment, one course of treatmei*t* composed ten

treatments.
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3. Customer: How long does one treatment take? When is it possible to notice its effects?
Operator: Body :45-60 minutes, local treatment: 15 minutes
One course of treatment is composed (normally) of ten treatments;
The visible effect of the treatment will be noticed after b2 months approximately. Thighs may
be reduced 1--5cm and waistline may decrease 2-6¢cm (normally the circumference can
decrease 2'-3cm). The firming effect can get up to 50-75%.

4. Customer: Is there any risk in using the BIOSHAPE MED? What does the customer feel?
Operator: Since the BIOSHAPE MED is designed according to medical operative
technologies, it is absolutely safe to use it. Customers would feel very comfortable during the

treatment.

5. Customer: How will the customer feel after the treatment?
Operator: After a totally painless treatment, the customer's urinary impulse will increase, since
the BIOSHAPE MED promotes fat cell metabolism; these cells, once eliminated, are absorbed

by the lymphatic system.

6. Customer: Why does the customer ha\e a sense of heat coming from inside?
Operator: The BIOSHAPE MED adopts a bipolar RF technology. It can get Smm-15mm under
the skin. Heat elimination is slower. If the operation is correctly executed, the sense of heat will

last half an hour/one hour approximately.

7. Customer: What do | have to do after the treatment?
Operator: Avoid sun exposure.

8. Customer: Is it possible to make a treatment during menstrual cycle?
Operator: During this period you are more sensible. So it's better not to do it.

9. Customer: Anyone can use the BIOSHAPE MED?
Operator: BIOSHAPE MED is very easy to use. So anyone, after a proper training, can use it.

10. Customer: What are the effects of BIOSH,\PE MED use?
Operator: 65% of deepest tissues and the upper layers ot the skin are removed and improved.
Hips mav be reduced more than 3.2 centimeters. Many cases demonstrate that body can be

shaped in a short time after a comfortable treatment.

11. Customer: Why the BIOSHAPE MED can treat deepest tissues and upper layers of the
skin?
Operator: The handpiece of the BIOSHAPE MED uses four ditTerent technologies: bipolar
RF. 940nm infrared emission, endermologie. mechanical tissue manipulation with pulses.
When w'e use the handpiece to help skin's movement, the deepest tissues and the upper skin
layers are heated. Moreover, the four difTerent technologies could effectively help fat cells
metabolism, so to obtain body contouring and cellulite and fat tissue reduction during a

pleasant treatment

12. Customer: Which are the treatment principles with the BIOSHAPE MED?
Operator: The revolutionary combination, typical ol BIOSHAPE MED. ot Bipolar RF. Near-
infrared emission. I'indermologic and mechanical tissue manipulation svith pulses.
Subcutaneous tissue is heated and metabolism is promoted. As a result, we obtain skin

firming, eye-shadows removal, body contouring and so on.
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13. Customecr:\Vhich are the details about body contouring and skin firming of BIOSHAPE
MED?
Operator:

"N elX red emission 940nm could enhance the nex.bility of the skin, helping new collagene

energy heats the deepest subcutaneous skin layers to eliminate tat cells;
Endermologie increases blood flux and helps fat metabolism.

B To remove the deepest tissues and skin s upper layers:
With endermologie it is possible to increase blood s oxygen content.

Near-infrared emission 940nm can restore collagen and elastic tibers to stretch the wrinkles,

RF heats subcutaneous fat and helps lymph movements with negative pressure.

14. Customer: Which are the effects of BIOSHAPE MED?
Operator:
(1) Skin firming, eye-shadows and eye-bags removal:
(2) Fat, both general and localized, wrinkle elimination, lipolysis and body shaping (arms, legs,
shoulders, waist, hips and chest);
(3) Improvement after pregnancy;
(4) Improvement of skin’s deepest tissues and upper layers;
(5) Stretchmarks improvement;
(6) Muscle pains reduction.

1140 Questions aboutface treatments

1.Do we have different effects depending on the kind of skin?
Us%%ll)lljy:th‘é/g gg‘?}lsyn(ligie noticeable on oily skin tl/l\an on Jiry si(,n,.

: Dry skin cells are less reactive to the treatment. So it is suggested to proceed with specific
moisturizing treatments before and after the treatment m order to improve the ettcct.
2.How long does the effect of facc treatment last for?

Reply: Normally 3-7 days. , *o
3.Can we do the treatment on customers with tooth implants.
Renlv: Try first on a small area in order to observ'e the reactions.
4 Can we do the treatment on customers who already had facial fillers trea n ,
> Reply: These materials cannot stand high temperatures, so it is better not to proi® o” *.)
treatment. .. elee) \
5 Can we do the treatment on customers with fillers contaming s'hcate” |
Reply: No. we can’t. Because silicate goes easily out ol shape when it absorbs heat.
6. Can we do the treatment on customers with porcelain prosthesis?
Reply: It depends on the endurance capacity of the customer.

7. Can we do the treatment on customers with metal teeth?
Rpniv' It deoends on the endurance capacity of customer.

Many people with strong endurance capacity can do it putting some on the treatmg
8. Can we do the treatment on customers with problems of skin allergi ..

Reply: It is advisable not to do the treatment. *
9.Why can’t >ve do the treatment on people wi” facial neuritis.
Reply: Because they can't stand this kind of stimulation.
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10.Can are do IPL and BIOSHAPE MKD treatment on face at the same time?
Reply: It’s better to do the treatment with tine BIOSHAPE MED 1 or 2 days before

treatment or 7 days after IPL. treatment.
11.LHow long should a customer wait before doing the treatment after a «xound or a lesion

*'**Rep'lv It depends on the depth of the wound; normally one to three months after an mcision
on navel zone. Even if the wound heals up. the underlying muscle needs more time to heal up.

1141 Questions about eye treatment

1.What’s feeling during eye treatment?
Reply; The eye feels a sensation of heat. It disappears in 20 minutes.

2.\Vhat’s the result after eye treatment? , u r w
Reply: Usually the eye shadows, wrinkles and eye-bags are improved. Some people have light

edemas. This situation has a short duration and it disappears in 2-3 days.
3.\Vhat’s the effect of congenital cye-shadows treatment?
Reply: The effect is not immediate. It needs several treatments.
4. What’s the effect after eye-bags treatment?
Reply: Eye-bags contain fat cells. The effect on fat accumulations is slower and the ettect on

edematous eye-bags is faster and more noticeable. Visible results appear after one/three

treatments.
5. Is it possible to treat wrinkles on upper eyelids?
Reply: Yes, it is. This is the biggest advantage of BIOSHAPE MED. Not least, it is also a very

positive effect.
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12. Warrant

12J1 Warrant}' certificate

NroOS srl guarantees the quality of the devices, if thev’rc used according to the instructions
nrovided in tliis manual, lor a period of 12 months since the purchasing date (purchase myoiee
date) all depends on purchase document (read carefully the following warranty conditions”
During the guarantee period. BIOS srl will repair or replace at its discretion the products
be demonstrated to be faulty.
The guarantee doesn't cover faults or damages due to:

o improper or inadequate maintenance operated by the Client.

operation not in accordance with the suitable environmental specitlcations indicated for
the product;

o use of non original accessories;

O non suitable position;

O useof not good cleaning liquids;

0o recommendations gi\'en in this document not observ'ed,

a damages to the device due to an improper packaging by the Client;

WARNING
BIOS S.r.l. declines all responsibilities for all direct and indirect consequences caused
bv an improper use of the instruments, since this is an operator s responsibilit>.
Moreover, BIOS S.r.l. cannot be considered responsible of safetj’and therefor
declines ever>' responsibilit> for damages provoked to the operator, other people or

I1"ThVelectric plant of the place where the instrument is installed is not complyinu
with the rules in force.

There is an unauthorized opening both of the contamer and the accessories.

There are anv damaging, unauthorized changes or incorrect use.

The setting operations, chanps and reparations aren’t performed by

personnel authorized by BIOS S.r.1.

The instrument is not used according to the instructions contained

concerning either the safety precautions and the device use. A

The warranty is given ex works BIOS S.r.L.

In case of a possible returning deliver, it is necessary to arrange

approval of the support service, who will assign the Authorized returning
"RMA " If some goods arrive without any agree or "RMA" they "VT™ ®
sender This form must be attached to the device and/or to the dispatched doeM ents.

the
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BIOSHAPE MED =

In case of acceptance, follow the instructions for packaging reported herewith. Please add a
copy of the purchasing receipt. It’s advisable to insure the delivery.

ATTENTION

The responsihilit>' for damages caused by an inadequate packaging is of the Client. !f

possible, please use the original packaging material.

/2.2 Supply acceptance

BIOS S.r.d. (from now on defined as “supplier") guarantees the buyer (from now on
indicated as Client) for one year, about material and production faults, the device named
BIOSHAPE MED according to the previously indicated conditions.

WARNING

The application field of the BIOSHAPE MED device is professional aesthetic for the
treatment of the imperfections caused by cellulite, to be performed by a qualified
csthetician: for this reason it must not be used for different applications or by
unqualified personnel. Warrant) decays if this recommendation is not observ ed.

NOTE

We kindly ask you to read carefully the following terms and conditions before installing the
device, since this operation automatically determines the acceptance of the conditions
reported hereunder. In case of no acceptance, it’s possible to return the device in its original
packaging to the seller and then youMI be refunded.

12,3 Declination o fresponsibility

BIOS s.r.1. is responsible for security, reliability and performances of the device only if:
ASSEMBLY OPERATIONS
CALIBRATIONS
MODIFICATIONS

REPAIRS
Are performed by authorized personnel

WARNING

the maintenance plan has been respected and if:
the electric plant of the place >vhere the device is installed complies with the laws in
force * the device is use according to the instructions provided

56 User and maintenance manual - Rev. () ®blo$
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BIOSHAPEMED

BIOS S.R.L.
declines all responsibilities for damages caused to people or things, due to device damaging, bad
maintenance and storage of it as well as for problems caused by the noncompliance of any

instruction contained in this manual.

BIOS S.RX.
declines all responsibilities for all direct or collateral consequences caused by a wrong use of the
device, that's direct responsibility of the operating personnel.

12.4 Warranty conditions

1) The device is guaranteed for a period of twelve month since the purchasing date, by the
authorized Retailer or directly by the Manufacturer, while the accessories (except the
electrodes that are not guaranteed), for six months. With the term “accessory'’ we mean
all parts that can be disconnected from the device by the operator.

2) Warranty consists in the reparation or free replacement for ascertained manufacturing
reasons, without any labour and defective parts replacement charge, to be performed in
the manufacturer company’s site.

3) Warranty decays when the instrument is damaged because of negligence, incorrect
connection, not suitable installation or if it’s used in environments where the safety
norms in force are not respected, if the instructions or warnings contained in the user
manual delivered with the device are not followed, or if it's used by not qualified
personnel. The warranty decays if the instrument is opened, repaired or dismantled by
personnel who has not been authorized by the manufacturer.

4) Both aesthetical and plastic narts are not included in the warranty as well as the
handnicce. because if it stops working after a period of normal operation, it means
that the crystal it contains broke because of an intense bump. So it will be granted at
total manufacturer's discretion the positive (or negative) evaluation of warranty’s
acknowledgement (also for the handpieces).

5) The damaging, the loss, or the eventual breaking of the technical characteristics
labels placed on the device and/or on anv of its accessories makes the warranty
decay.

6) Any technical intervention performed at client’s headquarter during the warranty period
will involve the payment for the technician’s intervention, that w'ill be invoiced according
to the tariffs in force and to the distance (in KM). Any intervention performed during the
w'arranty period doesn't mean a prolongation or renovation of it nor the replacii*{1.1"ol"
the device. The defective parts replaced during the warranty period will,4&fi9m,

b: property of the manufacturer company. /-fIVV A

7) The responsibility or the refunding due to possible direct or indirect damans
to people, things, animals if the machine doesn't work or it’s not
excluded. Concerning this, we recommend You to follow carefully tra"'i|?/tS6tiOnsV
contained in the user manual about the purchased device. !

8) The client can't in any case be refunded because of a machine's activity stopi"
waiting for the reparation both during and after the warranty period.

9) The packaging and transportation expenses for the defective devices during the warranty
period are always charged to the client, so any deliver)' without these requirements will
be rejected. Moreover, shipments must be arranged in advance with the Manufacturer,
asking for an R.M.A fomi (Rientro Merce Autorizzato - authorized goods returning):
without this number, every shipment will be sent back to the sender. The company
doesn't assume any responsibility tor damages on the device during transportation

User and maintenance manual - Rev. 0
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(leaving and returning) even if the delivery is EX WORKS.

10) In order to help the technical assistance to find out what the problem is, the reparation
request (during the warranty period) should be sent with an RMA form, providing also a
short description of the problem. If what mentioned above is not specified or when the
problem is not detected, the device will be, in any case, run through a general check and

the expenses will be charged to the client.
11) The warranty will be effective only if it is accompanied by the purchase document

(invoice).
12) For any technical support intervention, fees are in conformity with ANIE norms and price
list. For accessories and spare part price list the client may ask to the retailer or directly to

the company.
13) For every argument deriving from the intejgretation and/or the execution of this warranty,

it will be exclusive competence of the local judicial authority, where the company has its
headquarter.

QUALITY DECLARATION

When assembling the device, we pay the maximum attention to the handpiece integrity. At
the delivery, please verify that its surface is bright and without scratches at all. If this doesn t
happen, please ask for the RMA for a substitution in guarantee, within a maximum of 24
hours, after this time the goods will be considered completely accepted both for working and

for accounting aims.

13 Disposal of the device

13.1 Utilizution procedure

Exhaust nozzle disposed of in the usual manner, together with the Class A medical waste in

accordance with regulator)' requirements.
Disposal must be in accordance to requirements of the European Commission Directive 2002/96 /
EC (WEEE Directive) on the electrical and electronic equipment waste management, and also to

all other applicable local regulations of the Country.
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annex a - Guidelines for use of device m
obrtromagnetic environrnen”? -———--—- —_

y.lectromagnetic immm ~ _____ . by . ... .. and therefore the user must

- ‘hich it

m b r H 1 1 11 1}

'environment with the charactenst.es hsted belou.

Electromagnetic environment -
UmiTiunity test ~ 1¢st level IEC Conformity level ,
60601 guide
3V IV eft The portable and mobile RF should
3Vrms/Veff rmsive not be used closer to any part ot the
RF from 150 k-Hz to 80 . .
EN 61000-4-6 from 150 kHz to 80 device, including cables, the
MHz MHz recommended separation distance
RF 3Vrms/Veff 3Vrms/Vefl calculated from the equation
EN 61000-4-3 Tom 80 MHz to 2.5 from 80 MHz to 2.5 applicable lo the frequency of the
GHz .
GHz transmitter.

Recommended separation

distance: _
d=\.2{sqrP) .. 150 kHz to 80
MHZ

1.2(sqrPi ... 80 MHz to 800

2.3 (sqiP) from 800 MHz to 2.51
GHZ
Where P is the maximum power
rating of the transmitter in watts
(W) according to the transmitter
manufacturer and d is the distance
recommended separation distance mj

meters (m)

n.r.ed withthe . o U o ~ ~ !
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Immunity test

Electrostatic
discharges
(ESD)

IEC 61000-4-2

Speedy
transitors/speedy
electric trains IEC
61000-4-4

Pulses
IEC 61000-4-5

Tension holes, brief
interruprions and
variation of tension
on the input lines of
the supply

IEC 61000-4-11

Magnetic field at
mains frequency
(50/60HZ)

IEC 61000-4-8

60

st level IEC
0601

4 6kV in contact
~ 8KV in air

t 2kV for lines of
power supply.

+ IKkV in diflerential
mode

+ 2KV in common
mode

<5%m. UT
(> 95% hole of
UT) for 0.5 cycles.

40% UT
(> 60% hole of
UT) for 5 cycles

70% UT

(> 30% hole of
Ui)for25 cycles.
<5%UrT

(> 95% hole of
UT) for Ss.

3A/m

’ronformity level

JF 6KV in contact
A8KV in air

t 2kV for lines of
power suppli.

+ IKkV in differential
mode

+ 2KV in common mode

<5%m, UT
(> 95% hole of UT)
for 0.5 cycles.

40% U1
(> 60% hole of UT)
for 5 cycles

70% U |

(> 30% hole of UT)
for 25 cycles

<5% UT

(> 95% hole of UT)
for Ss.

3 A/m

1Z22:
BIOSHAPE MED = = =

tlectromagnetic
fvironment - guide

jloors should be wood,
concrete or ceramic. If
doors

ire covered with synthetic
material, the relative
lumidity should be at least
50%.

rhe quality of the mains
voltage should be that of a
:ommercial or hospital.

Fhe quality of the mains
voltage should be that ot a
commercial or hospital.

The quality of the mains
voltage should be that ot a
commercial or

hospital. If the user of the
device requires continued
operation during power
mains voltage, it is
recommended to power
devices BIOSMAPE MED
an uninterruptible power
supply (UPS) or a battery.

Magnetic fields at mains
frequency should be at
levels characteristic of a
typical location in a
commercial or hospital
environment.
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BIOSHAPE MED

ANNEX B-vMaintenance .

Lirw . A Aw ' -4 m . |

MACHINE:

SERIAL NUMBER: DATE OF PURCHASE:

S'MAINTENANCEii JSCTAILS e vervveninnnns,  DATE . 3110 TAK E !
Ordinan 6

months

O cxtraorclinarv
O replacement
O update
Ordinary 12
months

O cxtraordinan’
O replacement
O update
Ordinary 12
months

O extraordinar>
o replacement
O update

Ordinary 12
months

O extraordinarj’
o replacement
; O update
Ordinar> 12
months
O extraordinary
O replacement /

O update K
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Test Report R>EM-083-0912-04A

1. SCOPE

This document has been drafted for the scope of verifying the conformity of the device with the
prescriptions of the applicable harmonised standards in order to guarantee the presumption of
conformity with the provisions deriving from the Electromagnetic Compatibility requirements.

The analysis conducted concerned the examination of the technical documentation referring to the
device, the carrying out of a visual inspection in the aim of detemiining the applicable standards, and
the performing of tests on the device.

The performing of the tests took place under the conditions and according to the methods defined by the
applicable standards. The analysis carried out concerns the device set up in conditions suitable for
delivery to the customer; in the event of modifications being carried out that in any way alter the features
of emission or immunity to external electromagnetic interference, it will be necessary to repeat the tests
in order to validate the modifications made.

Uncertainty of measurements for complex measurement systems were valuated according to the
document ‘CISPR 16-4 Specification for radiodisturbance and immunity measunng apparatus and
methods. Pari 4: Uncertainty in emc measurements

This report describes the results of the analysis carried on the described appliance and do not authorize
to affix any mark. For this purpose it is essential the declaration of conformity of the manufacturer
Affixing the name of the laboratory referring with the use, sale, commercial promotion or other aim of the
described product is allowed only after the written authorization issued by Elettrolab.

The results of the measurements recorded in this document refer exclusivelY to the example examined
and in the conditions of the measurements specified. Any extension of the results to other examples or
in other measuring conditions shall not enter within the scope of this document.

2. IDENTIFICATION AND FEATURES OF THE DEVICE

Medical/aesthetical device

-Device
- Manufacturer:........cccccuo...... BIOS S.R.L.
Via Guido Rossa 10/12 20090 Vimodrone (MO ITALY
- Rated voltage:......ccccoeuenee. 230Vac +10%® 50Hz
- Rated battage:....cccoccoeeeun.... 750W
- Rated current:......ccccccoovnene.. 10A
- Mains connection:................. Detachable cable
- Installation:.........ccccoeveveennee. Mobile
* Protection against indirect Class 1 \
CoNtaCtS; . i

Uin
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3. TEST AND SAMPLING

- internai laboratory number:

4. PHOTOGRAPHIES

4,1Device under test photos

Page 4/34
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12250

11/09/2012

18/09/2012 - 26/09/2012
25+3“C; 40£1570 r.h.

Device tested was picked up by the manufacturer at the end of the
production process with random critehon as representative of the

production

>/
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4.2 Test set-up photos
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Test Report

Burst immunity

5. REFERENCE DOCUMENTS

EN 60601-t2 Medical electrical equipment. Part 1; General ~*uirements for safety - conaiera,
) standard: Electromagnetic Compatibility - Requirements and tests. 2007

Electromagnetic compatibility (EMC) Part 6-1: Gerjeric swndards - Immunity for
EN 61000-6-1 . . . . . . .
residential, commercial and light-industrial environments. 2007

Electromagnetic compatibility (EMC) Pari 6-3: Generic standards - Emission standard
EN 61000-6-3 . . . . .
for residential, commercial and light-mdustnal environments. 2007

6. EN 60601-1-2 REQUIREMENTS

$ Page 7/34
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Test Report

7. RESULTS

R-EM-083-0912-04A

Type of test Reference standard Test results Description
Current harmonics EN 61000-3-2/07 Pass Par. 13.1
EN 61000-3-3/08 Pass
Flicker Par. 13.2
Measurement of EN 55011/09 Pass Par. 13.3
conducted emissions
Measurement of EN 55011/09 Pass Par. 13.4
radiated emissions
Immunity to radio EN 61000-4-3/06+ Pass Par, 13.5
frequency A1/08+A2/10
Immunity to electrostatic EN 61000-4-2/09 Pass Par. 13.6
discharges
Immunity to bursts EN 61000-4-4/04+A1/2010 Pass Par. 13.7
Immunity to voltage EN 610007-5/06 Pass Par. 13.8
impulses
Immunity to currents EN 610007-6/09 Pass Par. 13.9
induct by radio
frequency fields.
Immunity to voltage EN 61000-4-11/04 Pass Par. 13.10
gaps and variations
Immunity to magnetic EN 61000-4-8/93+ A1/01 Pass Par. 13.11
field at mains frequency
8. CORRECT{VE ACTION TAKEN DURING THE TEST
Test Action
A J.

Ferrite Fair-Rite 0444167281 on
Handpieces cable outi and out2

Radiated emisisons

Page 9/34
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Immunity to bursts

9. OPERATIVE CONDITIONS

- operative conditions;.

- Auxiliary devices;

- Perfonrnace verification; ..

Evaluation criteria  for
immunity tests ;

Page 10/34
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Ferrite Fair-Rite 0444167281 on
Display flat cable

It was reproduced the normal operation of the device by energizing
the rated voltage and activating RF, IR and vacuum

No change in parameters selected. Return to home is allowed during
transitory disturbances.

According to reference standard.

EUT classified as floor equipment, class A group 1

The device under test must continue functioning without degradation
of the essential performances and must remain safe, under the
conducted and radiated disturbances applied.
The following degradations associated with essential performance
and safety shall not be allowed

- component failure,

- changing of parameters;

- changing of operating mode;

- false alanns;

- cessation or interruption of any intended operation;

- initiation of any unwanted operation.
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10. EUT PORT

Door

Enclosure
Power supply
Handpieces

Pedal

11. EQUIPMENT LIST

Internal
number

18
19
20

21

2
23
46
63
64
72
73
74

75
76
77
78

86
88
89

Page 11/34

Description
Lisn
Receiver Emc
Voltage probe

Burst/Surge/Dips generator

BSD generator

Antenna Biiog

Field meter

Loop antenna

Mains analyzer

RF interference generator
Attenuator 6db

Cdn

Calibration Set

Em Clamp

Function generator
Power supply Ac/Dc

Low frequency Immunity field

test system
Pulse generator
Cdn

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

HL 1U

Tvpoloflv
Cover
230VvA

Manufacturer
PMM
PMM

PMM
HOFBAUER
ELECTRONIC
HOFBAUER
ELECTRONIC

AFJ

CHAUVIN ARNOUX
TESEO

TTI

EM TEST

EM TEST

EMTEST

EM TEST

EM TEST

HP

CHROMA ATE INC,

HOFBAUER
SCHAFFNER
SCHWAR2BECK

R-EM-083-0912-04A

Cable

HO5WF-3G0.75-1.5m

Not Shielded - 3m

Not shielded - 1,5m

Model
L2-16
8000PLUS
SHCA1

CEG-4508

HVT-4500
EBA-01
CA43
LAS1
HA1600
CW 500C
ATT6/75

M2/M3
CWS-CAL
R100

EM101
33120A
C-61602

8LST-4510
NSG505
L801M2

Serial number
1021K00511
0000D00901
00511

1258
1251

121054XCV

176786
0403-05
1001-26
0503-01

0118; 0116

35655
E13266US36p26724.» 4
ABP000000204

457d727.iVx-ii

%

\
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Internal
number

120
35

137
142
143
144

147
148

149
150
151
152
153
154
155
156
157
160
169
170
171
179

181
182
183

198
202
203
207
208
214

217

218

220
222

Page 12/34

Description
Cdn
Cdn
Power supply

Absorbing damp
Field meter
Loop antenna

Rf amplifier
Lisn

Rf generator
Antenna Horn
Anechoic chamber
Rf amplifier
Antenna Bilog
Power Meter
Direction coupler
Direction coupler
Reference source
High voltage transformer
Attenuator
Attenuator
Spectrum analyzer

Harmonic and Flicker analyzer

Receiver
Amplifier
Isn

Network analyzer
VHP Attenuator
Amplifier

Prove 0,001-18GHz
Calibration Kit
Amplifier

Attenuator Burst 1kohm

Attenuator Burst SOohm

Antenna Tnlog
Magnetic field probe

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Manufacturer
EM TEST
EM TEST
ELGAR
FCC
CHAUVIN ARNOUX

ELECTROMETRICS
AMPLIFIER
RESEARCH

AFJ
RHODE&SCHWAR
z

AH. SYSTEMS INC
FRANKONIA
FRANKONIA
FRANKONIA
DR. HEBERT
WERLATONE
WERLATONE
COMTEST
LEF
MINICIRCUITS
MINICIRCUITS
AGILENT

EM TEST

PMM
LANGER EMV-
TECHNIK

FCC

RHODE
SCHWARTZ
HP
Krhohn-Hite
PMM Narda

Agilent

FRANKONIA
Hofbauer Electronic
GmbH

Hofbauer Electronic
GmbH
SCHWAR2BECK
MESS-
ELEKTRONIK

Schwarzbeck Mess-
Elektronik

ATTEN Instruments

Model
CDN S9
L-801M2
3001
F201
CA42
ALR-25

150Ww1000
LT32C

SM300
SAS-571
CHC

FLG 15B
BTAH
PMS_1084
C3910
C6187-10
1410-000
837 100/1000
BWN10WS5
BWN20 W5
8595E

DPA 500

9010+9030

PA 203
FCC-TLISN-
T4-02

ZVRE
355D
7500

EP 183
85032E
FLG-30D

DGG2795

DGG2796

VULB9168
AZ53G-M

%

R-EM-083-0912-04A

Serial number
0405-01
2063

177
100405AEK
444

320944
32030617111

1147.1498.03.100029
823

ELETTROLAB

1082

050010H

108A1213

29665

32529

0626051

0708

3829U01165

V0602101051
113W160209+0000A6010
1

20528

837406003
2522A40734
15/04
O00W130605
MY32180860
1064

1883

1884

9168-351



Test Report

Internal
number

223
225

226
233

235
237
241

263
264
245
254
255

256
257
258
259

261
262
265
267
269
278
282
283
285
286

287
288
289
290
294

Description

Electric field probe
Spectrum analyzer

Power Sensor
Current probe

Preamplifier
ESD generator
Sonda Di Corrente

Pulse Limiter

Ac Power Source
Thermo-igrometer
Baiun

Dummy lamp

Field meter

Probe

Receiver

Van Der Hoofden Head

Rf Amplifier
Current probe
Directional coupler
Preamplifier

Pulse attenuator
Preamplifier

Lisn

Lisn

Field meter
Verification Kit

Rf power meter
Bulk Current
Calibration Fixture
Counter

Antenna Helmotz

Manufacturer

ATTEN Instruments
RHODE&SCHWAR
Z
ROHDE&SCHWAR
Z

TEKTRONIX
SPIN
ELECTRONICS

EM TEST

EM TEST
AGILENT
TECHNOLOGIES

EM TEST
DeltaOhm
ERIKA FIEDLER
AFJ

PMM-NARDA
PMM-NARDA
AGILENT

AF]
SPIN
ELECTRONICS

FISCHER
WERLATONE
HP

AGILENT
LANGER
NARDA
NARDA
NARDA

RHODE SCHWARZ
DARELL
INSTRUMENTS

FISHER

FISHER

HP
SCHWARZBECK

Model
AZ530-E

FSL6

NRP-Z11
A6303

PRE01-60
DITO
M1.U

11867A
NETWAVE 7
HD 2101.2
BUT

25-38MM
8053-B-2004-
40

EHP-50C
8546A
VDH30

PA-0180-250
F-51

C5425
87405A
11947A
PA303N

PMM L1-150M
PMM L1-150M
ELT-400
ZV-Z31
RADIPOWER
RPR106A
F-130-1
FCC-BCICF-1
53518

HHS 5204-12

R-EM-083-0912-04A

Serial number

100568

1138,3004.02
B025898

01-332-09
V0912104730
11 2008

MY42242286
V1049108071
10000548
10P001

262WL80471
352WN80535
R0228

01-031-011
110242

8078
3207A01907
3107A04294
211
000WX20103
000WX20102
N-0027
1085,7730,02

06D00705SN091
112418

112419
3049A01183

015

Instruments used are referred to national Standards and calibrated according to ca|}brkiorublio
by internal quality system.

12. MEASUREMENT UNCERNTAINTIES AND PROCEDURES

Test

r.onducted emissions (9kHz*30MHz)
Disturbance power (30MHz*300MH2)

Page 73/34
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Test Report

Radiated emissions

- range 30MHz *230MHz
range 230MHz OiGHz
range iGHz D[BG

Electromagnetic field EMF

Harmonic current

Flicker and voltage fluctuation

Radiated magnetic field

Electromagnetic Immunity radiated field
Rf Injected current immunity

Burst immunity
Suge immunity
Dips immunity

Voltage vanations immunity
Immunity to low voltage transients
Immunity to radiated magnetic fields at line frequency.

+6.0dB
+4,7dB
+4,0dB

+18%
+2,3%
+5,2%
+2,3%
+2.3%
+3.7dB
+2,4dB

+14%

%

R-EM-083-0912-04A

Note?i- the expanded uncertainty evacuate according to EN 55016-4-2 is based on a standard
uncertainty multiplied by a coverage factor of k=2, providing a confidence level of p - 95 /o.

Note 2: it has been demonstrated that the used test equipment meets the specified requirements in the

standard with at least a 95% confidence, covering factor = 2.

Test procedures:

Code
EM001
EMO002
EMO003
EM004
EMO005
EM007
EMO008
EM009
EM010
EMO11
EMO012
EMO013
EM014
EMO15

Page 14/34

Title
Harmonic current measurments
Flicker measurments
Conducted emissione measunnents
Burst measunnents
Surge measunnents
ESP immunity
Radiated em fields Immunity tests
Immunity to current Inducted by rf fields
Immunity to dips and voltage vanations
Immunity to low freguencv fields
Radiated Magnetic field test
EM radiated emission test
Radiated power test
insertion loss test
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Revision



R-EM-083-0912-04A
Test Report

13. TEST RESULTS

Test case verdicts:
- Does not apply;...ccoceeemeviniinene

- EUT meets the requirements: . Comply

- EUT does not meet the Does not comply

. Test not executed; N.E

13.1 Harmonic current

Reference standard: EN 61000-3-2:2007

Port: Supply 230V L,N, Gnd

EUT functioning conditions: see 9

Instruments used: ;ggi/;S?OgHZ

\é(r)(t)t:;]:uf:.pply: The measurements were carried out after the device had

reached its thermal conditions; the stationary and transitory
current harmonics were evaluated

Limits:
- Class A o
Harmonic order n Limit (A)
0Odd harmonics
2,3
1,14
0,77
0,4
0.33
11
13 0,21
15< =n< =39 0.15x(15/n)
Even harmonics
1,08
0,43
0.30
8 <=n<=40 0,8 x(8/n)

Fol*ng the measuremSt results are showed, taken with the measurement software ISMpF~wer,i;3 v/

Page 15/34
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Test Report

O ® N P WD -

NNNNNONN a2 2 = =
BRYUeRREBREBVBNBIRSIN-"comIda b=

Page 16/34

1.858
38.149E-3
476.648E-3
14.107E-3
224.713E-3
14.761E-3
228.621E-3
11.811E-3
209.200E-3
10.869E-3
176.947E-3
8.896E-3
151.599E-3
7.298E-3
124.339E-3
5.688E-3
97.485E-3
4.525E-3
71.142E-3
3.745E-3
49.895E-3
3.567E-3
32.039E-3
3.636E-3
21.807E-3
3.774E-3
20.823E-3
3.967E-3
24 115E-3
4.605E-3
26.196E-3
3.848E-3
27.143E-3
3.205E-3
25.669E-3
3.046E-3
23.115E-3
2.275E-3
19.645E-3
2.225E-3

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

Harmonic current 3t 230V,07°50Hz

100.000
2.053
25.649
0.759
12.092
0.794
12.302
0.636
11.257
0.585
9.522
0.479
8.158
0.393
6.691
0.306
5.246
0.244
3.828
0.202
2.685
0.192
1.724
0.196
1.173
0.203
1.120
0.213
1.298
0.248
1410
0.207
1.461
0.172
1.381
0.164
1.244
0.122
1.057
0.120

1.62
3.45
645.00E-3
1.71
450.00E-3
1.15
345.00E-3
600.00E-3
276.00E-3
495.00E-3
229.99E-3
315.00E-3
197.15E-3
225.00E-3
172.50E-3
198.52E-3
153.33E-3
177.63E-3
138.00E-3
160,71 E-3
125.46E-3
146.74E-3
114.99E-3
135.00E-3
106.16E-3
124.99E-3
98.57E-3
116 39E-3
9200E-3
108,87E-3
8625E-3
102.27E-3
81.18E-3
96.44E-3
7666E-3
91.21E-3
72.63E-3
86.53E-3
69.00E-3

R-EM-083-0912-04A

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS



HL
R-EM-083-0912-04A

Test Report
13.2 Flicker
Reference standard: EN 61000-3-3:2008
Port: Supply 230V L,N, Gnd
EUT functioning conditions: see 9
Instruments used: ;gg\;;/g(?Hz
Voltage supply: Seeing that the nature of the functioning is such that the voltage
Procedure: L
variations may be caused by manual manoeuvres and the
functioning cycle lasts less than 10 minutes, the requirements
for Pitare notap p lied .
Test time: 10 min
Limits d
Measurement PLT PST dt dmax ¢
i - 3,3% less then 4% Ut 3,3% Ut
10 minutes 00mS
Ut = power supply voltage of EUT
Results M PASS QFAIL
EUT values Limit Result
Pst 0.424 1.00 PASS
dc [%] 0.384 3.30 PASS
dmax [%] 2.933 7.00 PASS
dt [s] 0.000 0.50 PASS
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& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Test Report

13.3 Conducted radio-frequencv emission

Reference standard:

EUT functionina conditions:
instruments used:

£N55011:2009

power supply 230V L. N, Gnd

see par. 9
1M1: 18

44

R-EM-083-0912-04A

H -

On insulated table over the reference ground

Measurement made with quasi-peak and average detector

Lisn’ V network 5001 5 0
Land N
im
Procedure:
after peak span.
Limits:
Class B
frequency Average value (dB/V)
0,1&"0,5 MHz 56-46
0,5+5 MHz 46
5+30 MHz 50
frequency Average value (dB*V)
0,154-0,5 MHz 66
0,5+5 MHz 60
S+30 MHz 60
Measured values
Averaae value M less Mporeater
Quasi-peak value K less nqreater 1
Page 18/34
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quasi-peak {dB*V)
66-56
56
60

quasi-peak (dBAV)
79
73
73

Limits
Average
Quasi-peak



Test Report

twk

ramr-avd

wT

1n>ﬂ r Uii; .nn%ii

ST K
eWM—
Frequency
[MHZz]
1 9.395
2 9,41
3 9.415
4 9.51
5 9.515
6 9.52
7 9.525
8 9.55
9 9.58
10 9.59
Page 1934
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Conducted emissions (150kH2 -"30MHe)

t't

Avg

[dBpV]

58.69
59.01
58.66
58.77
59.08
59.14
58.94
58.65
58.72
58.62

Limit
55011aav

[dBpV]

60.00
60.00
60.00
60.00
60.00
60.00
60.00
60.00
60.00
60.00

ST

Delta
[dB]

-1.31
-0.99
-1.34
-1.23
-0.92
-0.86
-1.06
-1.35
-1.28
-1.38

R-EM-083-0912-04A

Limit
55011aqgp
[dBMV]

73.00
73.00
73.00
73.00
73.00
73.00
73.00
73.00
73,00
73.00

*14.31

+13.99
+14.34
+14.23
+13.92
-13,86
.14.06
m14.35
m14.28
-14.38



R-EM-083-0912-04A
Test Report

13.4 Radio-frequencv emission

Reference standard: EN55011:2009
Port: Enclosure
EUT functioning conditions: see par. 9
Instruments used: 181; 151; 153
Antenna distance from eut 3m
Pdarization: Horizontal and vertical
Sides: ail
Cable dispositton: towards the floor
Limits
r.oRS R :
frequency Average value (dBAiV/m) Quasi-peak value {dBMV/m)
40 (3m
3Ck230 MHz - - ES ;
m
230+1000 MHz -
uiass M .
frequency Average value (dBnV/m) Quasi-peal< value (dBnV/m)
50 (3m
301-230 MHz - > §3 ;
m
23af-1000 MHz -
Result: PASS D FAIL
Page 20/34
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Test Report R-EM-083-0912-04A

Radiated emissions - Vertical polarization (30MHz-1000MHz).

1B
oJt«' ejri’ — aa<ii s .
»m Vi» jiilMnOD»*".-! 5P1J « ! du 3* 9 A
» fwWdM >
r*
W-at « < rer*siw(.ar
[4*44------—--
Frequency QPeak Limit Delta
Rad-A3m
[MHZz] IdBgV/m] [dBpV/m]
374 43.57 50.00 -6.43
375 43.52 50.00 -6.48
41.8 45.37 50.00 -4.63
419 45.07 50.00 -4.93
43.8 44.52 50.00 -5.48
449 43.63 50.00 -6.37
45.8 45.74 50.00 -4.26
Page 21/34
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R-EM-083-0912-04A
Test Report

Radiated emissions ~ Horizontal polarization (30MHz- 1000MHz)

ONV

i, m ol I MM
& TBTRST Vit VoS
! b5
Woye<
[S
Frequency QPeak Limit Delta
Rad-A3m
[MHZ] [dBpV/m] [dBpV/m] [dBI
1 30 40-55 50.00 -9-45
2 36.3 39.65 50.00 -10.35
3 36,7 39.65 50.00 -10.35
4 48.9 41.52 50.00 -8.48
5 50.9 44.24 50.00 -5.76
6 1521 41.30 50.00 -8.70
7 202.8 37.26 50.00 -12.74
Page 22/34

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Test Report R-EM-083-0912-04A

1.1.S rmmunltv to em radiated fields

Reference standard: EN 61000-4-3/06+A1/08+A2/10 ; EN 50204

Port: Enclosure

EUT functionlna conditions: see par. 9

Used instruments: 207 214; 147; 149, 150; 151; 153; 154; 155; 156;
Polarization: vertical and horizontal

Sides: 4

Freauencv step 1%

Evaluation criteria: essential performance maintenance

Test severity

Field (V/m) Freauency Modulation
3 80MHz-2,5GHz 1kHz AM 80%

Set-up

Page 23/34
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R-EM-083-0912-04A
Test Report

Photo of discharge points

w

111

Page 25/34
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R-EM-083-0912-04A
Test Report

13.7 Immunity to bursts»fast transients

Reference standard: EN 61000-4-4:2004+A1:10
Port: ' power supply

’ Handpieces
EUT functioninp conditions: see par. 9
Used instruments: —_— h21

. +and -

Polarity:
Cou Ii)r/1 ; cdn Inside test instrument

pling; injection ctamp for handpieces
Time of dIsturbante application: 2min )
Evaluation criteria: Pftsfintiai performance maintenance

TMt limits and severity levels

Lovel AC Dowersup 3V ana qrouna ' cirtnai r'nntrni I/Oé::bl;;ion
Peak voltage Repetition Peak voltage P
KV freauencv kHz kV frequency kHz
3 2 5 ! °
Set-up
rarr
Power supply
EFT/Burst N )r conductive table
generator
Ground reference plane
Result: PASS QFAIL
Porta Risultato
P L Criterion A - no effect
Power supply N Criterion A - no effect
Power supply Gnd Criterion A - no effect
HOW:r.SUpp y-Gn f-ritprinn A - blink on display
andpieces

The test was passed, as no loss of perfomiance was revealed dunng the application of the interference

Page 26/34
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Test Report

13.8 Immunity to surge

Reference standard:
Port:

EUT functioning conditions;
Used instruments:
Pulse shape:

Polarity:

Coupling:

Number of pulses:
Time between pulses
Angle:

Evaluation criteria:

Common mode
Voltage peak kV Port

2 AC Supply

Set-up

Power supply

Surge generator

Results: M PASS DFAIL

Page 27/34

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

HL
R-EM-083-0912-04A

EN 61000/-5:2006
power supply

see par. 9

21

1,2/50Ms

+and -

cdn inside test instrument
5 for each polarity

1 mm
Q3 gQo, 270

essential performance maintenance

Differential mode
Voltage peak kV Port
1 AC Supply

BUT
Ni)r conductive table

Ground reference plane



Test Report

R-EM-083«0912-04A

139 |mmur)ltv to current Inducted by RF electromagnetic fields

Reference standard:
Port:

EUT functioninqg conditions:
Used instruments:

Coupling;

Frequency range:
Modulation:
FrAniiPnrv

Evaluation criteria.

Frequency range
150kHz-80MHz

Set-up

Power supply

Results; N PASS QFAIL

Port
AC supply - L,N; Gnd

Page 28/34
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EN 61000-4-6:2009

AC power supply

Handpieces

see oar. 9

7 7\ 74 75 76: 89; 35; 120
cdn M2/M3 for power supply
iniection clamp for signals

150 kHz+ 80 MHz

AM 80%

1%

essential performance maintenance

Voltage amplitude Modulation
3 80% AM 1kHz
CDN/
clamp Auxiliar/

Ground rclcrence plane

Result
Criterion A - no effect



158

Test Report R-EM-083-0912-04A

Set-up

Results: N PASS QFAIL

Port Result
Enclosure Criterion A - no effect
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Test Report

R-EM-083-0912-04A

ANNEX 1. EMC TABLES TO BE INSERTED IN THE INSTRUCTION MANUAL.

in the documents accompanying the product.

Emissions

Emission test Conformity
Group 1

RF Emissions

Cispr 11
Class A

RF Emissions

Cispr 11

Harmonic emissions Class A

IEC 61000-3-2 Conforms

Voltage fluctuations/ Conforms

flicker emissions
IEC 61000-3-3

Immunity aspects”
The device is intended for use in the electromagnetic environment specified below. The customer

.«"er Qf the device should assure that it is

Test level
EN 60601-1-2
discharge *6kV contact
+ 8kV air

immunity test

Electrostatic
(ESD)
EN 61000-4-2

Burst/Fast Transient -2kV power supply

EN 61000-4-4 lines
Surge +1kV differential
EN 61000-4-5 mode
+2I<V common
mode
Page 32/34
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in such an environmem
Compliance Level

+ 6kV contact

+8kVair

*2kV poviler supply

lines

+1kV
mode
+2kV
mode

cii>/>trfsamj>flnetic Environment - guidance”
The appliance use RF energy oniy for its internal
function Therefore, its RF emissions very
low and are not likely to cause any interference
in nearby electronic equipment

The appliance is suitable for wuse in all
establishments, except for domestic
establishments and those directly connected to
the public low-voltage power supply network that
supplies buildings used for domestic pudo3zes.
For these mitigation njles shall be taken.

It is possible to use the device in all
establishments. including domestic
establishments and those directly connected to
the public low-voltage power supply network that
supplies buildings used for

domestic pudo3zes.

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

mam s power quality should be mat o.
a typical commercial or hospital
environment.

differential Ma|n§ power quallt.y should b.e that of
a typical commercial or hospital
environment.
common



Test Report

R-EM-083-0912-04A

Immunity aspects

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

immunity test Test ievel
EN 60601-1-2
Voltage dips, short <5% Ut

interruptions and
voltage variations on
power supply input lines
EN 61000-4-11 40% UT
{60% dip in UT)
for 5 cycles

(>95% dip in UT)
fo 0,5 cycles

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

<5% UT
{>95% dip in UT)
for 5 seconds

Power
magnetic field
EN 61000-4-8

frequency 3 A/m

Compliance Level Electromagnetic environement e

guide

<5% UT Mains power quality should be that of
{>95% dip in UT) a typical commercial or hospital
fo 0.5 cycles environment. If the user of the device
requires continued operation during

40% UT power mains interruptions, it is
° recommended that the device be

(60% dip in UT)

powered from an uninterruptible power
for 5 cycles

supply or a battery.

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

<5% UT

(>95% dip in UT)
for 5 seconds

3 A/m Magnetic power frequency fields
should be that of a typical commercial
or hospital environment.

Immunity aspects at r.f.
The devices is intended for use in the electromagnetic environment specified below. The customer or
the user of the device should assure that it is used in such an electromagnetic environment.

Immunity test Test level Compliance Electromagnetic environement e guide
EN 60601-1-2 Level
RF conducted 3 Veff from 3 Veff from Portable and mobile RF communications
EN 61000-4-6 150kHz to 150kHz to equipmenF shquld t>_eused no closer to any part
8OMHz 8OMHz of the device, |nc|ud|ng_ cabI_es, than the
) recommended separation distance
RF radiated 3 veff from 3  Veff  from jicyjated from the equation applicable to the
EN 61000-4-3 80MHz to 80MHz to frequency of the transmitter.
2.5GHz 2.5GHz Recommended separation distance

hieid strengins rrom nxeu NI iidtianm icio,

d=1,2 VP from 150kHz to 80MHz

d =12 vP from 80 MHz to 800 MHz

d =2,3 VP from 800 MHz to 2,5 GHz

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

(m)

A

the compliance level in each frequency range. Interference may occur in the vianity of e

mart~ed with the following symbol
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Test Report R-EM-083-0912-04A

Recommended separation distances between portable and mobile RF communications
equipment and the Device

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

communications equipment.

Rated maximum Separation distance accordino to frequency of the transmitter (m)
output power of From 150kHz to From 80MHz to From 800MHz to 2GH2;
transmitter SOTVIHR 800MH?2 d=23 #<?
W) d=12W d=12WP
0.01 0.12 0,12 0.23
1.2 1.2 A3
10 38 3,8 14
100 12 12 23
For transmitters rated at a maximum output power not listed above, the recommended separa
distance d in metres (m) can be determined using the equation applicable to ﬂﬂ

transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to IW
transmitter manufacturer.

n)At 80 MHz and 800 MHz, the separation distance forthe higher frequency range applies”
(2) These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absodlon and reflection from structures, objects and people
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Test report R-EL-083-1012-06B

SAFETY

BIOSSRL
Issued to: Via Guido Rossa 10/12
20090 Vimodrome (MI)

Brand; BIOS GROUP

Item under test
Model: BIOSHAPE MED
Serial n.: BSH10-12E-0128

EN 60601-1 2006 ,EN 60335-1: 2002; A1;2004; A11:2004; A12;2006:
Reference standards
A2:2006; A13;2008; A14;2010;

EN 62471 :2008 ; EN 60601-2-3 :1998+A1

Type of test Safety
Result Pass

Revision 07/01/2013
Draft: Ing. L. De Marco Ing. L. Spinelli
Stamp

This document may only be reproduced as a whole Partial reproductions or even citaiionsjiyim 4h»~s"ie

only be admitted against written authorisation issued by EUIITRA s.r.l.

Rureau  Veria»  Appointed

ELETTRA s.r.l. 1marrla>
P.lvaeC.F, 05541190483 c e 2321 Qrganizatjon, . with Manag‘.cmeni o
%M& o Notined Bod'y Directive Sstem ISO%00L:
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Test Report R-EL-083-1012-06B

1. SCOPE

This document has been drafted with the scope of documenting the tests executed to verify the
confonmity of the device with the safety prescriptions of reference documents.

The analysis conducted concerned the examination of the technical documentation referring to the
device, the carrying out of a visual inspection in the aim of determining the applicable standards and. If
requested.the perfonming of tests on the device. The tests has been executed in the conditions and with
the methodologies defined in the applicable standards and their results are riported in the check lists

inside paragraph 4,

This document must be inserted inside Technical File and it will be the technical referece regarding the
observance of the prescriptions deriving from the applicable norms.

The analysis carried out concerns the device set up In conditions suitable for delivery to the customer; in
the event of modifications being carried out that in any way alter the features of the insulations, the
clearances and creepage distances, the charactehstics of infiammabifity or of the materials and
components realizing the insulations, it will be necessary to repeat the tests in order to validate the
modifications made.

The report cor)tains the results of the analysis executed on the described device and it doesn't entitle to
affix any type of mark. To do that it's required the conformity declaration of the constructor To dffix the
name of the laoratory in connection with the use, the promotion or other of the described device will only
be admitted against explicit written authorisation.

The results of the measurements reconjed in this document refer exclusivelv to the example examined
and in the conditions of the measurements specified. Any extension of the results to other examples or
in other measuring conditions shall not enter within the scope of this document.

2. IDENTIFICATION AND FETURES OF THE DEVICE
The device under test is multi-function appliance used for oculistic diagnosys. The following data derives

from the indications on the identifying nameplate of the device, the technical documentation examined in
relation to the same, and its technical features;

Manufacturer BIOSSRL

Model: BIOSHAPE MED
Serial number; BSH10-12E-0128
Rated voltage: 230V 50 Hz

Input power: 750W

Mains connection: Appliance inlet
*Type of installation: Movable

* Protection against indirect contacts: Classe |
*Applied parts: Tlpo BF

*Date of receipt; 11/09/2012; 21/12/2012
*Internal number 12250

Pag. 3/48
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R-EL-083-1012-06B
Test Report

- Date of test 28/09/2012-"16/10/2012; 07/01 /2013
Photograph of the device Under Test

— -

3.REFERENCE DOCUMENTS

The considerations contained in this document are aimed at venfying the observance of the provisions
deriving from the following standards:

"Medical electrical equipment. Part 1: General requirements for basic safety and

- EN 60601-1
essential performance" 2006
- EN 60335-1 Household and similar electrical appliances - Safety. Part 1: General requirements
2002: A1;2004; A11:2004: A12:2006; A2:2006; A13;2008; A14:2010
EN 62471 Photobiological safety of lamps and lamp systems" (2008).

- EN 60601-2‘3 with “Medical electncal equipment. Part 2: Particular requirements for the safety of short
amendmentAl v¥lave therapy equipment' (1998).

Pag 4/48
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Test Report

4. CONFORMITY ASSESMENT

R-EL-083-1012-06B

It has been venfied the respect of safety requirements of the reference standards by the carrying out of a
visual inspection and by tests applicable to the features of the considered device.Such activity has
involved a check of the articles from n. 6 to n. 59.4 includes of the nonm.

The evidence and the results of the executed tests are riported in the following table, where it's
indicated: on the first column, the reference to the article of the nomi; in the second one. the prescription
of the same; in the third one, the survey resultants from observation and/or from the measure/es
executed; in the fourth one; the applicability of the norm's article or the result about the respect of
applicable prescriptions. Abbreviations have the following meaning:

C = Comply, NA = Not applicable; NC = Not comply; TE = To be evaluated; | = Informative

In paragraph 5 there are the test conditions and in paragraph 6 the conclusions about the respect of the
prescriptions of the applicable documents so that they can be clear which actions shallbe taken for the
resolution of not conformity, if emerged, or to attest the conformity of the device.

ref. Prescription

Obsen/ed

General prescriptions (cl. 3)

4.1 Conditions for application to ME Equipment or
ME System .

Normal use and reasonably foreseeable misuse

4.2 Risk management process for ME equipment or
ME system

4.3 Essential performance

4.4 Expected sen/ice life

4.5 Equivalent safety for ME equipment or ME
Systems
4.6 ME Equipment or ME system parts that contact
the patient
A Y - 1 Single fauK condition for ME equipment
i Metodi di protezione:
a) Single Fault v*h
probability
b) Fautt detect or insufficient probability
second fault
4.8 Components of ME equipment
Used in accordance with their specific ratings
They shall comply with
a) applicable
(IEC/EN)
b) requirements of this standard where

trascurability fautt

safety requirements

Pag. 5/48
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Normal use and reasonably
foreseeable misuse according
to user manual.

Risk analysis is provided FT-
BSM-04 documents

Risk analysis is provided FT-
BSM-04 documents

See page 9 (document ID
FT.BRF.04 revOO dated
22/07/2012)

See page 9 {document ID
FT.BRF.04 revOO dated
22/07/2012). IOvears

See risk analysis

All accessories which came into
contact with the patient are
evaluated as applied parts

See fault condition in cl. 13.2

Used in accordance v/ith ratin*#

Conform with IEC requirement
4 A

Verdict

r



R-EL-083-1012-06B
Test Report

ol Prescription Observed Verdict
EN/IEC are not available NA
4.9 Use of components with high-integrity ~Not used
characteristics in ME
4.10 Power supply

4101  Source of power for ME equipment Connection with Panel inlet
4.10.2  Supply mains 230V
Rated voltage less than 250V/500V 50Hz
; Rated: 750W
4.11 Power input :
Input at rated voltage less than 110% Measured;492W

Genera? requ/rements for testing (cl. 5)
Temperature, humidity ~and  atmospheric
pressure of test environment

temperature 18X-2YC
humidity 45% * 75%
atmospheric pressure 860hPa-" 1060hPa
5.4 Other conditions U s” in normal condition............
55 Test voltage "Not influence by deviatons of NA
the supply voltage
57 Humidity preconditioning treatment '48h
48h at Temperature 20°C-32“C 93%
With UR 93% i 3% 32X- s
5.9.1 Applied parts Manipje;......... coeees s
592 Accessible parts o _
test with Jointed test finger Tested with jointed finger and
test with unjointed test finger unjointed finger.
test swith test hook No live part accessible
Classification of ME equipment and ME systems (cl. 5)
6,2 Protection against electric shock Energized from an extemal
electncal power source
Class 1 j
6.3 Classification on the basis of the protection IPXO
against water and or particulate
6.4 Method(s) of sterilization NA,J
6.5 On the basis of safety level of empkDyment in Not suitable for use in the c*
the presence of an anaesthetic Inflammable Presence of an anaesthetic
mixture with air, oxigen or nitrous protoxide ...... inflammable mixture

Mode of operation
Identification, matidna and documents (cl. 7)
Usability of the identification, marking and : documents according EN
documents 60601-1-6 provided
(US_8SM_UR_00;
US_BSM_yF_00)
Legibility of marking Clea* legible

Durability of mariting Mark7ng” iegibie afterVhe tests
Tests on markings; 15s with methylated spirit |
and 15s writh cloth rag soacked with isopropyl i
alcohol i
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Test Report
ml Prescription
12 Marking on the outside of ME equipment or ME ;

eaulDment parts
728 Output connectors
729 IP code
72 10 Applied parts
72.11 Mode of ooeration
7.2.12 Fuses . -
7.213 Phvsiological effects
7214 Hinh 4/nsnn tftrminal devices
72,15 Cooling conditions
7.2.16 Mechanical stabilitv
7217 Protective oackaflina
72.18 External pressure source
7.2.19 Functional earth terminals
7.2.20 Removable protective means
7.3 Mflricinn insidft devices or carts of devices
1A Marking of controls and instruments

7.5 Safety signs
76 Symbols

7.7 rninurs of thf! insulation in the conductors
7.8 Indicator lights and controls
79 Arrnmoavina documents

R-EL-083-1012-06B

Obsen/ed
Completely written in the label

No other input in the appliace
IPXO

Type BF in the label
Continuous. See the label
Fuse identified in label
Warning symbol in the label
Not used

Air

Stable 10" inclination
Not under evaluation

Not present

Not used

Not used

Not present

Switch is marked with dedioated
symbol

Marked in the label

Symbol in the label correctly
Not aDDlicable prescriptions
Lights Indicator not present
Istruction Manual provided

Protection aqainst electrical hazards (8)

8.1 Fundamental njle of protection against electric
shock
Visual inspection and tests of protection against
contacts with energized parts and parts that can
become energized in case of single fault

8.2 R«fliiirekments related to DoVii«r sources

8.1 Connection to a seoarate power source

82.2 rnnnprtinn to an external d.c. power source
83 Classification of applied parts

8.4 Limitation of voltage, current or energy

8.4,1 Patient connection intended to deliver current

8472 Accessible parts including applied parts

Voltage of parts accessible without a tool
Parts accessible by opening in enclosure
Parts accessible by test rod

Access cover

8423 ME equipment intended to be connected to a
power source by a plug

8.4.4 Internal capacitive circuits

85 Separation of parts

851 Means of orotection

8.5.11 General - Two means of protection
85.1.2 Means of patient protection

8.5.1.3 Means of operator protector

Pag. T/48
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Control executed \kith jointed
and ngid finger test probes, test
inlet and test hook.

Type BF

See leackage current
measurments cl, 8,7.4
Connectors voltage <20V /4A/
Not used 171j
Not accessible 5 K
Opened with a tool

After is the max measiftro
vottage is 2,455V

2MOPP between mains and
applied parts.
2MOPP between mains and
aoplied parts.
2MOOP between mains and

Verdict
C

Zz - P P4
ZHhoogocn000g

z2Z22Z
> > >

NA
NA
NA

NA
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Test Report
ref. Prescription
8.5.2 Separation of patient connections”
8521 F-Tvpe applied parts
8.5.2.2  Type B applied parts
8523 Patient leads
8.5.3 Maximum main voltage
854 Working voltage
855 Defibrillator-proof applied parts
8.5.5.1 Defibrillator protection
Common mode test
Differential mode test
8582 Erwgy reduction test
86 Protective earthing, functional earthing and
potential eQualization of ME equipment
8.6.1 Apoiicability requirements
86.2 Protective earth terminal
8.6.3 Protective earthing of moving parts
8.6.4 Impedance and current-carrying capability
a) able to carry fault current
max impedance:
- fixed; 100mMCi
detachable cord. IOOMO
not detachable cord: 200701
Test current
b) limited current cabability circuit
8.6.5 Surface coatings
86.6 Plugs and sockets
8.6.7 Potential equalization conductor
86.8 Functional earth terminal
8.6.9 Class Il ME equipment
8.7 Leakage currents measurement, test conditions:
8.71 - measurements executed before and after
conditioning in humid chamber (U.R. 95%,
t=30“C. lenght48h)
- supply voltage: 264Vac
87.2 - in nonnal operating conditions (N.C.) and first
fault conditions (S.F.C.)
- with the device standing-by and operating
- opened and closed switch
Measure type
leakage current to earth
touch current:
leakage current in the patient:
leakage current in the patient, mains on applied
part:
auxiliary leakage current in the patient:
Multiple patient connections
Pag 8/48
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Observed

display touch screen.

Enclosure in Class 1 device,

earthed_ '
No* electrical patient
connections

230Vk.. '[.......

Rated for 2

Not used

Class |

Enclosure earthed
lrtemal protective

earth

termi_na[is cqnnt*_bj*_sc£A

No moving parts
'Applian” with detachable
Test wiith 25A.
Measurement:

- frame: 17710

cord

- internal powr supply: 25mQ
- internal metal parts: 16mO

Notus” -
/Mpliance inlet_certTficated
Not used
Not used
Class |

For details see test
annexed

Less than limit

1 LesAtrAn limjt_

Less tM/IliilLit_
Less than limit

Not used
Only one applied part

sheet

Verdict

NA

NA

NA

NA

NA

NA

NA
NA
NA

NA
NA



Test Report
ref Prescription
8.8 Insulation
8.8.1 Genera!

8.8.2

8.8.3

8.8.4
8.8.4.1

8,8.4.2

8.9
8.9.1.1
8.9.1.2

Pag. 948

Distance through solid insulation or use of thin
sheet material

Dielectric strenght

Applied voltage test - test conditions:

- test executed before and after condiitoning in

humid chamber (U.R. 95%. t=30"C, lenght

48h), after the reaching of thermic regime and
at cold respectively.

Parts; ]
between energized parts and safety earthed
accessible parts.
between energized parts and
enclosure with a metal foil

- energized parts that are not signal input or
output parts and signal input or output parts
that are not earthed.

- mains conected parts at different polarity
mains connected parts and applied part,
applied parts and parts that are mains
separate wrth only fundamental insulaiton.

- type F applied part and enclosure and
signal 1/O parts

insulating

Insulation other than_weinsulat®ori.............
lirchanicaj strenght and resistance to heat
a) resistance to heat - ball test

b) insulating material Which
uninsulated live parts

Resistance to environmental stress

Test in atmosphere of oxygen under pressure at

70°C for 96h

supports

Creepage distances and clearances
Comply with table 11 -»16
Creepage distances and air
complying with IEC 60950-1

clearances

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

R-EL-083-1012-06B

Obsen/ed

Protective insulation :
Enclosure earthed
Reinforzed between mains
and secondary circuit at
16V

Insulation:

Transformer

Solid Insulation

Verdict

See details
annexed

in test sheet in

1500V,

3000Va

1500Va

4000V,

1500V.

Test passed

NA

Comply vffith the tables 11-167

Creepage distance and
clearences over limit



Test Report
ref. Prescription
Parts da (mm) ds (mm)
Between Power 5.0 8.0
Supply and signal
SELV
Between 110V 2.0 3.0
circutis and signal
SELV
Live parts and 2.5 4.0
enclosure
Between live parts 1,6 3,0
Line-Neutral
Between applied 2.5 4.0

parts and enclosure

8.9.3 Spaces filled bv insulating compound
8.10 Components and wiring

8.10.1 Fixing of components

8.10.2 Fixing of wiring

R-EL-083-1012-06B

Observed
Measured:
da (mm) ds (mm)
55 8.0
4.4 44
35 4.1
2,2 33
>3 >4
* *

Insulated transfomier

Not used
Mounted securely

Fixed inside the enclosure

Circuits at mains voltage
, separated respect to circuits at

selv voltage

8103 Connections between different parts of ME ' Not used

equipment

8.10.4  Cord-connected hand-held parts and cord-

connected foot operated control devices
Limitation of operating voltage”
Connection cords

8.10.4.1
8.10.4.2

8.10.5 Mechar”cal protection of wiring

8.10.6  Guiding rollers for insultating conductors.

8.10.7 Insulation of internal wiring
8.11 Mains parts, components and layout
8 11.1 Isolation from the supply rnains

8.11.2 Multiple socket-outlets
8,11.3 Power supply cords

8,11.3.1  Application

8.11.3.2 Types

811.33 Cross-sectional area of power supply cord
8.11.3.4 Appliance couplers
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Not used

'‘Det’chabie cord for power

Protected against shadg or

moving parts with  plastic

wrappers

Not used

No need insulation sleeving

No need for high temperature

cables

No need sheath used as a
j meanprottpn

Appliance inlet

N7t used_
Only one  power
connected
SuppJi®*,HOSW{ imm ™
| Supplied with cable 3VImm (I
i <16A]
! Supplied _with

supply

connector

Verdict

NA

"TOT
NA



Test Report

ref. Prescription

8.11.3.5 Cord anchorage
Testing
8,11.3.6  Cord quards
8.11.4 Mains terminal devices
8.11.4.1 General requirements for mains terminal
des”ces
8.11.4.2 Arrangement of mains terminal devices
8.11.4.3 Fixing of mains terminals
8.11.4.4 Connections to mains terminals
8.11.5 Mains fuses and over-current releases

8.11.6 Intftmal vkrtrina of the mains part

R.EL-083-1012-06B

Protection aaainst mechanical hazards (9)

9.1 Mechanical hazards
9.2 Hazards associated with moving parts
9.2.1 General
9.2.2 Trapping zone
9.2.2.1 General
9.222 Gaps
9223 Rafft distances
5.224 Guards and protective measures
9228 Continuous activation
9.2.2.6 Speed of movement
923 Other hazards associated with moving parts
9.2.3.1 Unintended movement
923.2 Overtravel

924 Emergencv stopping device

925 Release of patient

9.3, Hazards associated with surfaces, corners and
edaes

9.4 Instability hazards

9.4.1 General

9.4.2 Instability - overbalance

94 21 Instability in transport position
9422 Instability excluding transport
9423 inctahillty frnm horizontal and vertical forces
9424 Castors and wheels
94242 Force for propulsion
94.2.43 Movement over a threshold

943 Instability from unwanted lateral movement
9.4.3.1 Instability in transport

94.3.2 Instability excluding transport
Q44 Grips and other handling devices
95 Expelled parts hazards
9.5.1 Protective means

Pag. 11/48
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Observed Veniict
certified according to IEC60320
Not used NA
Not used NA
Not used NA
Not used NA
Not used NA
Not used NA
Supplied with fuses 6x32 10A C
incorporated vAh appliance inlet
Minimum Cable 3x1mm"A C
. Pp_ssible hazards......................... 1
No Moving parts NA
No trapping zone NA
- NA
NA
- NA
- NA
- NA
Protected moving parts NA
- NA
No used NA
No used NA
Burrs removed C
Cc
Appliance stable
C
Stable vAth 10° anale
Stable C
Mass more than 25kq C
By inspection
/ A
Mass more than 45 kg. warnii®
ad dedicated proceduw
provided z{j
During the test the equlpmAnt”
does not move. Dedicated®
procedure and vifarming S * *
provided
By test 0
No grips and handling® NA
No expelled parts NA



Test Report
ref. Prescription Obsen/ed
9.5.2 Cathode rav tubes Not used

9.6
9.6.1
9.6.2.1

3.6.2.2
9.6.3
9.7

9.7.2

9.7.3
9.7.4

9.7.5
9.7.6
9.7.7
9.7.8
9.8
9.8.1
9.8.2
9.8.3

9.8.4
9.8.5

101
10.2

10.3
10.4
10.5

10.6
10.7
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Exposure to acoustic energy
not dangerous

Measured; max 65,7dBA at 1m
distance from lateral side

Limit: 80dBA

Acoustic energy
General
Audible acoustic energy

Infrasound and uKrasound energy -

Hand-transmitted vibration No vibration
Pressure vessels and parts No pressure vessel
pneumatic and hydraulic pressure
Pneumatic and hydraulic parts

subject to

Pneumatic parts inside
enclosure. Dimensioned for the

higher pressure of internal
pump

Maximum pressure internal air pump

Pressure rating of ME parts Maximum pressure not
exceeded

Pressure vessels -
Pressure-control device -
Pressure-rellef device -
Rated maximum pressure -
Hazards assolciated with support systems No support system
General
Tensile safety factor -
Strenght of patient or operator support or —
suspension systems
Systems with medical protective devices -
Systems without mechanical protective dvices -
Protection aaainst unwanted and excessive radiation hazards (10)
X-Radiation -
Alpha, beta, gamma neutron and other particle —
radiation
Microwave radiation -
Lasers and light emitting diode -
Other visible electromagnetic radiation IP source pass the EN 62471
test as risk free
Infrared radiation -
Uttraviolte radiation -

Protection aaainst excessive temperature and other hazards (11)
Excessive temperatures Temperature less than limits.
For details see test annexed
Enclosures openable only with
a tool
Adeguate strenght and rigidity
of enclosure
ME equipment used in conjunction with oxygen —
rich environments
Constructional requirements for fire enclosures i

of ME equipment |
a) cable FV-1 i Better than FV-1 (VO rated)

Guards

Fire prevention
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-15b

R-EL-083-1012-06B

Verdict

NA
C

C

NA
NA
NA

NA
NA
NA
NA
NA

NA
NA

NA
NA

NA
NA

NA
NA

NA
NA

NA



Test Report
ref. Prescription
b) fire enclosure;
bottom
sides

1.4
11.4

1,6

11.6.2
11.6.3
11.6.5

11.6.6

11.6.7
116.8

11.8

> Interruption of the power supply

material better than FV-I/FV-2

ME equipment and ME systems intended for
use with flammable anesthetics

ME equipment and ME systems intended for
use in conjunction with flammable agents
Overflow, spillage, leackage, ingress of water or
pareticular matter, cleaning, disinfection,
sterilization and compatibility with substances
used with the ME equipment

Ovefftow in ME equipment -

Spiliage on ME equipment and ME systems
Ingress of water or particulate matter into ME
equipment

Cleaning and disinfection of ME equipment and
ME systems

Sterilization of ME equipment and ME systems
Compatibility with substances used with the ME
equipment

Biocompatibility of ME equipment and ME
systems

R-EL-083-1012-06B

Obsen/ed

Enclosed

Openings with grid
Metal:  plastic is
classified as VO

Mobladur

Adeguate protection

No liguids inside
test
IPXO

Cleaning with humid cloth

see specific evaluation provided
by the manufacturer and risk
analysis

-Interruption offunctioning __________~
Accuracv of controls and instruments and protection against hazardous outputs (12)

121 —HAcourdcy dr EONEAIL FHEMALEROMRGRKS ~ = ="~ ~ ~r"DiRidk aaralysik s oToeted ; the

12.2
12.3

12.4
12.4.1

12.4.2

124.3

Pag. 13/48

Usability
Alami systems

Protection against hazardous output
Intentional exceeding of safety limits

Indication of parameters relevant to safety

Accidental selection of excessive output values
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control of energy because in the
risk analysis the manufacturer
describe thata the control is
made by SW. See software
validation document

Usability document provided

No alarm, See risk
rr*na” ent........ ...

Risk analv?is is provid”
control of energy because

risk analysis the manufa’'
describe thata the con
made by SW. See s
validation document

Programs and handpi©M$'
selectable for each part 6\ L/
body with power related Mo
handpife _ i
Risk analysis is provided ; the
control of energy because in the
risk analysis the manufacturer
describe thata the control is
made by SW. See software
validation document

Verdict

NA

NA

NA

NA

NA
NA



Test Report
Observed
The command for output power
rfuires several confirmation__
Risk analysis is provided ; the
control of energy because in the
risk analysis the manufacturer
describe thata the control is
made by SW. See software
validation document
Diagnostic or therapeutic radiati’s Noused |
Hazardous situatioris and fau t condvons (U/
Specific h d ituat "Tests in single fault condtion;
13.1 pecilic hazardous situations see details in test chart
annexed
No emission of flame, no
relevant defomnation of
enclosure, no excessive
temperatures, no exceeding
limits currejij_ojiyg” e _
132 Single fault conditions Short circuit and open circuit of
13.2.2 Electrical single fault conditons
L components
Short circuit of supply
13.2.3 Overheating of transformers in ME eguipmenj EOI trandsfomler
13.2.4 Failure of thermostats Not used
13.2.6 Failure of temperature limiting devices” Ngt Eigd
13.2.6 Ilflac_kaqe offiquid = oo ®_"ked of fun and cover of vent
13.2.7 TApairment of cooling that could result m a
T?Z:krigg of moving parts Lock**fpump  ___
13.2.8 » i
1329 Interruption and short circuiting of ~motor Capacitor of vacuum pump
capacitors
13.2.10 Additional test criteria for motor operated ME Motor protected
equipment
13211 Failures of components in ME equipment used Notused
o in mnhlgﬂﬂﬂl&n.Wlth OX}’geU___F_I_QHQQ[]_Y_I_F_QD_EU_QDI_S_____
130,12 Failure of parts that might result in’a mechanical*” ot used
hazard Not used
13.2.13  Overioad Not used
13.2.13. heating elements
2 "See test on pump
motors
non continuous operation Not used
— 99— Software validation document
provided FT.BSM13
. See above__,
14.2 Documentation See above -
14.3 Risk management plan A e above
14.4 Pems -
Pag. 14/48
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Verdict

NA

NA
NA
NA
NA

NA

NA

NA
NA

NA

A



FLii
Test Report R-EL-083-1012-06B
mf. Prescription Obsen/ed Verdict
14.5 Problem resolution See above C
14.6 Risk management process See above C
14.7 Requirement specification See above Cc
14.8 Architecture See above C
14.9 Design and implementation See above C
14.10 Verification See above C
14.11 Pems validation See above C
14.12 Modification - NA
14.13 Connection of pems by network/data coupling to NA
other equipment
Construction (15)
15.1 Arrangements of control and indicators Directly on the touch screen C
15.2 Senl/iceabiiity Accessible according to C
maintenance procedures
15.3 Mechanical strenght C
15.3.2 Push test Test with 250N force on the
enclosre
15.3.3 Impact test Fallen ball from 1,3m height C
No brackage
15.3.4  Drop test Mobile equipment NA
15.3.5  Rough handling test Overbalancing; see warning C
and dedicated procedure
15.3.6 Mould stress relief test No  deformation on the C
enclosure by test
16.3.7 Environental influences See humidity preconditionina c
15.4 Components
15.4.1 Construction of connectors No possible to make a wrong c
connection
15.42  Temperature and overload control devices Not used NA
15.4.3 Batteries Not used NA
15.4.3.1 Housing Not used NA
15.4.3.2 Connection Not used NA
15.4.3.3. Protection against overcharging Not used NA
15.4.3.4  Lithium batteries Not used NA
156.4.3.5 Excessive cun'ent and voltage protection No internal source NA
15.4.4 Indicators Display Led C
15.4.5 Pre-set controls No additional risk C
15.4.6 Actuating parts of controls in ME equipment Not used NA
15.4.6.1 Fixing prevention of maladjustment Not used NA
15.4.6.2 Limitation of movement Test with INm on pressure NA
rfulation
15.4.7 Cord connected hand-held and foot operated Not provided NA
control devices
15.4.7.1  Mechanical strenght Not provided
15.4.7.2 Accidental operation of ME equipment Not provided
15.4.7.3  Entry of liquids Not provided AN A
15.4.8 Internal wiring Not used aluminium w
15.4.9 Qil containers Not used Y o a.
15.5 Mains supply transfomiers of ME equipment Transformer 2
Pag. 15/48
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R-EL-083-1012-06B
Test Report

ref. Prescription Obsen/od Verdict

and transfotmers providing separation in between mains and rf board
accordance with 8.5

15512  Short circuit Fuse al’ mains entrance
Overioad test Overioad with fuse removed.
15.5.1.3 verioad tes Themal protector op*ates_
A
15.5.2 Dielectric strenght 4000V JlestEass”__

15.5.3 Construction of transfomiers used to provide Concentric with 3 fayers
separation as required by 8.5
ME systems (16)

16.1 1 General r*uirements for ME systems ,:l':
16,2 Accompanying documents NA
16.3 Power supply NA
16.4 Enclosures NA
16.5 Separation devits NA
16.6 Leackage current NA
16.6.1 Touch current NA
16.6.2 Earth leackage current of murtipte socket-outlet NA
16.6.3 Patient ieackage cun-ent NA
16.6.4 Measurements NA
16.7 Pratestian against mgchanical hazard NA
16.8 Interruption of the power supply to parts of an
ME systems_____ NA
16.9 system connection and winding NA
16.9.1 Connection tenninals and connectors NA
16.9.2 Mflins parts, components and layout NA
16.92.1 Multiple socket-outlet NA
16.9.2.2 Protective earth wnn”tions_ NA
16.9.2.3 Protection of conductors nrZTTTTri
-—--——--biar’from”an”tic compatibility of ME equ1pment and ME systems (17 _
17 Risk associated wrth electromagnetic | See test report for emc
"~ Passed
compatibilrty
Pag. 16/48
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Test Report

Check-ListEN 60601-2-3

Clause
6.1

6.2
6.3

6.8

6.8.3

14.6

17aa

20.2

50.1

50.2

51.2

51.3
514

51.5
51.101

51.102
51.103

56.10

Pag. 17/48

Prescription Observed

Visual inspection of: Provided (25W 1MHz)
Marking of Output power
Marking of frequency

- Indications inside devices or parts of devices Symbol 14 provided

- Indication of command devices and Regulation of output power in W
instruments provided

» Annexed documentation: User guide User Manual contains the needed
Necessary information: information

aa) additional information

Technical description: User Manual contains the needed
aa) power and load contions. information

General prescription relevant to the classification (art. 14)
- applied parts type BF, CF; applied parts type BF

Separation (art. 17)

Separation of output circuit respect to live parts Applied parts protected double
insulation in respect to main
parts. Basic insulation between
applied parts and control circuit.

Applied voltage test at operatinqg temperature and at cold (art.20)

High frequency insulation test Test for 30s with applicator
referred to ground.
No discharge
Operating data precision (art. 50)
Commands marking Command stop. Output power
Amplitude regulation OW. Regulation 1W
Commands and instruments precision Accuracy within +30% of rated

value with load from 500 to 15001
Protection against dangerous supplies (art. 51)

Rated output power less than 500W Maximum declared 25W,
measured 95W

Components reliabilfty No prescriptions

Casual selection of excessive output values No danger for casual selection

Wrong output data No prescriptions

Device to reduce power -reduction at OW with ready-
, standby button or pedal
1 command

Output activation it needs to be refldtejpriHt-dW!

Regulable timer Time is displayi*dj*nd

isinterrupt®
Componentparts and general installation (ari& )
- Command operatine means
voltage

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Outcome
C



Test Report

Clause

Prescription

fastening
Movement limitation

Check-List EN 60335-1

cl.

6.1

6.2

71

7.2

7.3

1A

7.5

Pag. 18/48

Pre.”criDtion

(6.001 CLASSIFICATION

Protection against electric shock:
Class 1 1I, I

Adequate degree of protection

R-EL-083-1012-06B

Observed

Observed

Class 1

IPXO declared

/7.001 MARKING AND INSTRUCTIONS

MARKINGS:

- Rated Voltage or voltage range:

- Nature of supply:

- Rated frequency

- Rated power input or rated current

- Manufactured or responsible vendor's name,
trademark or identification mark:

- Model or type reference:

- Class

- IP number, other than tPXO

» Symbol 5172 of IEC 60417, for class Il appliances

Warning for
supply

stationary appliances for multiple

Range of rated values marked with the lower and
upper limits separated by a hyphen.

Different rated values marked with the values
separated by an oblique stroke.

Appliances adjustable for different rated voltages,
the voltage setting is clearlv discernible.

Appliances with more than one rated voltage or one
or more rated voltage ranges, marked with rated
input or rated current for each rated voltage or
range.

Relation between marking for upper and lower
limits of rated power input or rated current and

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

230V

AC

50Hz

750W

BIOS GROUP

BSH10-12E-0128
1

Single supply

No range of rated values

No different rated values

No different rated voltages

No different rated values or
rated voltages

No different rated values or
rated voltages

Outcome

Verdict

NA

NA

NA

NA

NA

NA



Test Report

cl

7.6

7.7

7.8.

7.9

7.10

711

7.12

7.13

7.14

7.15

7.16

Pag. 19/48

Prescription
vortage is clear.

If the diffrence between the limits of the rated
voltage range, the power input is related to the
mean value of the rated voltage range.

Correctness of the symbols used.

Connection diagram fixed to appliances to be
connected to more than two supply conductors and
appliances for multiple supply.

Except for type Z attachment, tenninals for
connection to the supply mains indicated as follows:

- marking of tenminals exclusively for the neutral
conductor (N);

- marking of protective earthing terminals (symbol
50190fIEC 60417);

- marking not placed on removable parts.
Marking or placing of switches which may cause a
hazard.

Indications of switches on stationary appliances and
controls on all appliances by use of figures, letters
or other visual means; the figure 0 indicates only
OFF position, unless no confusion with the OFF
position.

Indication for direction of adjustment of controls.

Instructions for safe use provided.

Instructions and other texts language.

Marking clearly legible and durable.

Markings specified in 7.1 to 7.5 shall be on a main
part of the appliance.

Marking of a possible replaceable thermal link or

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Observed

No different rated values or
rated voltages

Symbols are correctly used

Single supply conductor

Class X connection

not used
internal marked provided

Marking placed on not
removable part

Main switch marked

marked

Regulation only with
so™are

Instructions provided

Instructions provided

Scraping test

Markings/-pNe 82V "W;; .the
enclosurt/ 3%

verdict
NA

NA

6x32 IOA\: VI KAk my ¢



Test Report

R-EL-083-1012-06B

- Observed Verdict
O Prescriotion
fuse link dearly visible with regard to replacing the
link
io aomFC.T\nU AGAINST ACCESS TO LIVE PARTS---------mmeemeeeeem
) . . . Enclosures removable with C
8.1 Adequate protection against accidental contact with tools. .
' live parts: requirement applies for all positions, Use of test probe B of IEC
detachable parts removed. 61032: no contact with live
?eS probe 13 also applied
through openings m
earthed metal enclosures
having a non-conductive
coating: no contact with c
live parts.
Live parts protected at least by basic insulation Lin parts protected by
before installation or assembly basic insulation
: . Class 1appliance NA
8.2 Class Il appliances and constructions constructed
' so that there is adequate protection against
accidental contact with basic insulation and metal
parts separated from live parts by basic insulation
only. NA
Only possible to touch parts separated from live parts
hv HnithiA nr reinforced insulation.
(9 00) STARTING OF MHTnR-OPERATED APPLIANCES
Recuirements and tests are specmea \u p<in A wnu.. —
MM M) POWER INPUT AND CURRENTA
10.1 Power input at normal operating temperature, rated c
voltage and normal operation:
- test voltage 230V
- test cycle Max output power
* measured value 492W, 1,945A
750W
- rated value -34%
- deviation % +10%
- limit %
10.2 Current at normal operating temperature, rated Power declared NA
voltage and nonnal operation
- rated value:
- measured value:
- deviation %:
m.00) HEATING
C
11.1- Appliances and their sorroundings shall not attain See test sheet annexed
Pap. 20/48
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Test Report

cl.
1110

Prescription
excessive temperature in normal use {see tab. 1)

- Placing and mounted appliance:
- Supply voltage:

-Test:

« condizioni di prova:

Protective thermal devices shall not operate
For appliances provided with an automatic cord

reel, the temperature rise of the insulation or sliding
contacts shall not upper than specified values

R-EL-083-1012-06B

Observed

On a horizontal support
1,06 Vn

2b'

manual mode functionim
with repetition 6
treatments

Not present
thermal devices

protective

Not present automatic cord
reel

See test sheet annexed

Verdict

NA

NA

(13.00) LEAKAGE CURRENT AND ELECTRIC STRENGTH AT OPERATING TEMPERATURE

13.2

13.3

14.1

15.1

15.2

15.3

16.2

Pag. 21/48

Leakage current measured by means of the circuit

described in figure 4 of IEC 60990
measured;
limit:

Test voltage is applied across the basic insulation.
No breakdown shall occur during the test.

See test sheet annexed

1000V between enclosure
and live parts; no
breakdown dunna the test.

(14.00) TRANSIENT OVERVOLTAGE

Appliances withstand the transient overvoltages to
which they may be subjected.

Impulse voltage test if creepage distances having a

value less than specified in the requirements.

Creepage distances are
satisfied

(15.00) MOISTURE RESISTANCE

Enclosure provides the degree of moisture
protection according to classification of the
appliance.

Appliances subject to spillage of liquid in normal
use shall be constructed so that such spillage does
not affect their electrical insulation.

Appliances  proof against humid conditions
(Humidity test for 48 h in a humidity cabinet).

(16.00) LEAKAGE CURRENT AND ELECTRIC S J R B H fitj / |\

Leakage current meauserements (test voltage 1.06
times rated voltage);
measured value:

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

IPXO

48h at 30X. with U.R.
939

(]

Test volta®JAM40WSCA2}YLX

0,392 mA T

NA

NA

P1



Test Report

16.3

(i‘TOO) nuPRi NAM PRNTFCTION OF TRANSFORMERS AND ASSOCIATED CIRCUIT S

17.1

18.

19.1

19.2

19.2

19.3

19.4

19.5

Pag. 22/48

Prescription Observed
imi 3 b6 mA
limit;

Test voltage applied across: 1250 V/50 Hz
- ba_S|c |nsulgt|on, ' 3000 V/50 Hz
- reinforced insulation No breakdown during the
No breakdown shall occur during the test. test (see test sheet

annexed”

No excessive tennperatures in transformer or  L&Stvoltage; 246 V;

. L o Short circuit on secondary
associated circuits in event of short-circuits likely to  gjde terminated insulation

occur in normal use (test voltage 1.06 times rated transformer  of  power
voltage) supply. Self protection

(18.00J ENDURANCE
Not applicaoie

M9.001 ABNORMAL OPERA*nON

Tests of 19.2-19.10
satisfied (see test sheet
annexed)

The risk of fire or mechanical damage under
abnonmal or careless operation obviated. ElecUonic
circuits so designed and applied that a fault will not
render the appliance unsafe (tests 19.2-19.10),

Test of appliance with heating elements with ~ Non heating element
restricted heat dissipation; test voltage (V); power
input of 0.85 times rated power input.

lest with no water mthe boiler
Non heating element

Test of 19.2 repeated; test voltage (V): power input ~ Non heating element
of 1,24 times rated power input.

Test conditions as in cl. 11, any control limiting the ~ Non heating element
temperature during tests of cl. 11 short-circuited.

Test of 19.4 repeated on Class 01 and 1appliances Non heating element
with tubular sheathed or embedded heating

elements. No short-circuiting, but one end of the

element connected to the elements sheath.

The test repeated with reversed polarity and the
other end of the heating element connected to the
sheath.

The test is not carried out on appliances intended to
be pennanently connected to fixed wiring and on
appliances where an all-pole disconnection occurs

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Verdict

Cc

NA

NA

NA

NA

NA



Test Report

cl

19.6

19.7

19.8

19.9

19.10

19.11

iS.H.

19.12

Pag. 23/48

Pmsschption
during the test of 19.4.

Appliances with PTC heating elements tested at
rated voltage, establishing steady conditions.

Stalling test by locking the rotor If the locked rotor
torque is smaller than the full load torque or locking
moving parts of other appliances.

jhree-phase motors operated at rated voltage with
one phase disconnected.

Running overload test on appliances Tcocoraling
motors intended to be remotely or automatically
controlled or liable to be operated continuously.

Series motor operated at 1.3 times rated voltage for
1 min;

during the test, parts not being ejected from the
appliance.

Failure tests for electronic circuits.

Condizione di spento o di attesa (stand-by):

- Electrostatic discharge EN 61000-4-2, 15kV air e
8kV contact

- Electromagnetic fields accordino to EN 61000-4-3
at 10V/m

- Burst accordino to EN 61000-4-4 level 2kV

- Surge accordino to EN 61000-4-5 level 2kV
between phases 4kV towards ground

- Induced currents accordino to EN 61000-4-6 level
10V between 150kHz and 80MHz, mod. 1kHz 80%.

- Undervoltages and dips accordino to EN 61000-4-
11 level 20ms OV, 200ms 40%, 500ms 70%, 5000s
80%,

- hannonics and interaharmonics accordino to EN
61000-4-13:

-undervoltage at 10V/s;

If the safety of the appliance for any of the fault
conditions specified in 19.11.2 depends on the
operation of a miniature fuse-link complying with
IEC 60127, the test is repeated, measuring the
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Observed Verdict
HA
Locking rotor of pump I
Three-phase motor not NA
present.
Not operated remotely. NA
No series motor used c
Short circuit of electronic C
board; fuse operates (see
testsheat annexed)
No damage c
No damage no unwanted
functioning C
No damage no unwanted
functioning C
No damage no unwanted C
functioning
No damage no unwanted c
functioning
No damage no unwanted ¢
functioning
No damage no unwanted
functioning ¢

v,/ .
Fault cn rre/n'I//uKeB(»nMGO"“
times the fu ?

\ /
/N



Test Report

cl

19.13

20.1

20.2

211

221

22.2

Pag. 24/48

Prescription
current flowing through the fuse-link.

During the tests the appliance does not emit
flames, molten metal, poisonous or ignitable gas in
hazardous amounts.

After tests, electric strength test were executed.
Test voltage are follows:

1250 V across basic insulation

3000 V across reinforced insulation

The appliance does not undergo a dangerous
malfunction, and no failure of protective electronic
circuits, if the appliance is still operable.

R-EL-083-1012-06B

Observed

Check results meets the
requirements (See test
sheet annexed).

(?n ) STABILITY AND MECHANICAL HAZARDS

Adequate stability:

-Tilting test through an angle of 10° (appliance
placed on an inclined plane/horizontal plane);
appliance does not overturn;

-tilting test repeated on appliances with heating
elements, angle of inclination increased to 15°;

- possible heating test in overturned position (see
cl, 11)

- temperature rise does not exceed values shown in
19.11.

Adequate protection for moving parts of appliances
with motor.

Protective enclosures, guards and similar parts are
non-detachable.

Stable with inclination 10®.

No heating element

No Moving parts

Enclosure satisfies the
requirements.

(21.00) MECHANICAL STRENGHT

Appliance has adequate mechanical strength and is
constructed as to withstand rough handling;
checked by applying blows to the appliance in
accordance with test Ehb of IEC 60068-2-75.

(99 nO) CONSTRUCTION

Appliance marked with the first numeral of the IP
system, relevant requirements of IEC 60529 are
fulfilled.

Stationary appliances: means to provide all-pole
disconnection from the supply mains.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Spring hammer test,
impact energy 0,5 J on the
enclosure. No effects.

IPXO;

a supply cord fitted with a
plug and detachable
connector

Verdict

NA



Test Report

cl.
22.3

224

22.5

22.6

22.7

22.8

22.9

22.10

22.11

2212

2213

Pag. 25/48

Prescription
Appliance provided with pins: no undue strain on
socket-outlets. Applied torque not exceeding
0.25 Nm.

Appliance for heating liquids and appliance causing
undue vibration not provided with pins for insertion
Into socket-outlets.

No risk of electric shock when touching the pins of
the plug, the appliance being disconnected from the
supply at the instant of voltage peak.

Electrical insulation not affected by:
- condensing water
- leaking liquid

Adequate safeguards against the risk of excessive
pressure in appliances provided with steam-
producing devices.

Electrical connections not subject to pulling during
cleaning of compartments to which access can be
gained without the aid of a tool, and that are likely
to be cleaned in normal use.

Insulation, internal wiring, windings, commutators
and slip rings not exposed to oil, grease or similar
substances.

Reset buttons of non-self-resetting controls shall be
located or protected so that their accidental
resetting Is unlikely to occur If this could result In a
hazard.

Reliable fixing of non-detachable parts that provide
the necessary degree of protection against electric
shock, moisture or contact with moving parts.

Handles, knobs, grips, levers and similar parts fixed
In a reliable manner: if this parts are used to
indicate the posltlonof switches or similar
components. It shall not be possible to fix them
incorrectly If this could result In a hazard.

Unlikely that handles, when gripped as in normal
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Observed Verdict
NA
— NA
Voltage less than SOV In C
100ms
No liquid Inside C
No excessive pressure. No NA
steam produced
Electrical connsctions not C
accesslbtle.
NA

No resetbu tt<Af/A(AAAS an;

Fixing Awith screwSPeicts-* C
that are likely to be
removed during Installation

or servicing are
disassembled and
assembled 10 times.

No handles or grips. c
Electronic touch screen

fixed firmly

No high surface c
tempeature



Test Report

22.14

22.15

22.16

22.17

22.18

22.19

22.20

22.21

22.22

22.23

22.24

22.25

Pag. 26/48

Prescription
use, make the operators hand touch parts having a
temperature rise exceeding the value specified for
handles which are held for short periods only.

No ragged or sharp edges creating a hazard for the
user in nomial use, or duhng user maintenance.

No exposed pointed ends of self tapping screw/s
and similar parts, liable to be touched by the user in
normal use or during user maintenance.

Storage hooks and the like for flexible cords

smooth and well rounded.

Automatic cord reels cause no undue abrasion or
damage to the sheath of the flexible cord, no
breakage of conductors strands, no undue wear of
contacts.

Spacers not removable from the outside by hand or
by means of a screwdriver or a spanner.

Current-carrying parts and other metal parts
resistant to corrosion under normal conditions of
use.

Driving belts not used as electrical insulation.

Direct contact between live parts and thermal
insulation effectively prevented, unless material
used is non-corrosive, non-hygroscopic and non-
combustible.

Wood, cotton, silk, ordinary paper and fibrous or
hygroscopic material not used as insulation, unless
impregnated.

Appliances not containing asbestos.

Qils containing polychlorinated biphenyl (PCB) not
used.

Bare heating elements adequately supported; in
case of rupture, the heating conductor is unlikely to
come in contact with accessible metal parts.

Appliances, other than those of class lll, shall be
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Observed

3bag edges removed

Automatic cord reels not

present.

Spacers not present.

Adequate
tests cl. 19).

strenght (see

Not used.

Thermal insulation  not

used.

Not used.

Not used.

Not used.

Bare heating elements not
used.

Saggings heating

Verdict

NA

NA

NA

NA

NA

NA

NA
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22.26

22.27

22.28

22.29

22.30

22.31

22.32

22.33

22.34

Pag. 27/4S

Prescription
constructed si that sagging heating conductors
cannot come into contact with accessible metal
parts.

The insulation between parts operating at safety
extra-low voltage and other live parts complies with
the requirements for double or reinforced insulation.

Parts connected by protective impedance
separated by double or reinforced insulation.

Metal parts of Class Il appliances conductively
connected to gas pipes or in contact with water:
separated from live parts by double or reinforced
insulation.

Class Il appliances permanently connected to fixed
wiring so constructed that the required degree of
access to live parts is maintained after installation.

Parts serving as supplementary or reinforced
Insulation fixed so that they cannot be removed
without being seriously damaged, or so constructed
that they cannot be replaced in an incorrect
position, and so that if they are omitted, the
appliance is rendered inoperable or maniiFestly
incomplete.

Clearances and creepage distances over
supplementary and reinforced insulation not
reduced below values specified in clause 29 as a
result of wear.

Clearances and creepage distances between live
parts and accessible parts not reduced below
values for supplementary insulation, if wires,
screws etc. become loose.

Supplementary and reinforced insulation designed
or protected against deposition of dirt or dust.

Conductive liquids that are or may become
accessible in nonnal use are not in direct contact
with live parts.

Shafts of operating knobs, handles, levers etc. not
live, unless the shaft is not accessible when the
part is removed.
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Observed
conductors not used.

Class 1appliance.

Protective impedance not
used.

Not used.

Class 1appliance.

Not used.

Not reduced A

Electronic borad protected

No conductive liquid

Not live

Insulated

Verdict

NA

NA

NA

NA

NA

m /]



Test Report
m Prescription
2235 Handles, levers and knobs, held or actuated in

22.36

22.37

22.38

22.39

22.40

22.41

22.42

22.43
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normal use, not becoming live in the event of an
insulation fault. Such parts being of metal, and their
shafts or fixings are likely to become live in the
event of an insulation fault, they are either
adequately covered by insulation material, or their
accessible parts are separated from their shafts or
fixings by supplementary insulation.

This requirement does not apply to handles, levers
and knobs on stationary appliances other than
those of electrical components, provided they are
either reliably connected to an earthing terminal or
earthing contact, or separated from live parts by
earthed metal.

Handles continuously held in the hand in normal
use are so constructed that when gripped as in
normal use, the operators hand is not likely to touch
metal parts, unless they are separated from live
parts by double or reinforced insulation.

Capacitors in Class Il appliances not connected to
accessible metal parts, unless complying with cl.
22.42.

Capacitors not connected between the contacts of
a thermal cut-out.

Lamp holders used only for the connection of
lamps.

Motor-operated appliances and combined
appliances intended to be moved while in operation,
or having accessible moving parts, fitted with a
switch to control the motor. The actuating member
of the switch being easily visible and accessible.

No components,
mercury.

other than lamps, containing

Protective impedance consisting of at least two
separate components; values specified in 8.1.4 not
exceeded If any one of the components are short-
circuited or open-circuited.

Appliances adjustable for different voltages,
accidental changing of the setting of the voltage
unlikely to occur.
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Observed Verdict

(0]

Maniple  insulated and c

separated with reinforced

insulation form mains part.

Class 1appliance. NA

Not connected between C

thermal cut-out.

Not used. NA
NA

Not used. C

Protective impedance not NA

used.

Single rated voltage. NA



Test Report
a. Prescription
22 .44 Appliances are not allowed to have an enclosure

22.45

22.46

22.47

22.48

22.49

22.50

22.51

22.52

22.101
22.102

Pag. 29/48

that is shaped and decorated so that the appliance
is likely to be treated as a toy by children.

When air is used as reinforced insulation,
clearances not reduced below the values specified
in 29.1.4 due to deformation as a result of an
external force applied to the enclosure.

Software emplied In power electronic circuits shall
be a class B or C software

Appliances intended to be connected to the water
mains shall withstand the water pressure expected
in nonmal use.

Appliances intended to be connected to the water
mains  shall be constructed to prevent
backsiphonage of non-potable water into the water
mains.

For remote operation, the duration of operation
shall be set before the appliance can be started
unless the appliance sv/itches off automatically at
the end of a cycle or it can operate continuously
vwthout giving rise to a hazard.

Controls incodorated in the appliance, if any, shall
take priority over controls actuated by remote
operation.

A control on the appliance shall be manually
adjusted to the setting for remote operation before
the appliance can be operated In this mode. There
shall be a visual indication on the appliance
showing that the appliance is adjusted for remote
operation. The manual setting and the visual
indication of the remote mode are not necessary on
appliances that can

- operate continuously, or

- operate automatically, or

- be operated remotely,

without giving rise to a hazard.

Socket-outlets on appliances accessible to the user
shall be in accordance with the socket-outlet
system used in the country in which the appliance is
sold.

Appliances with a device to produce vapour

Curling rollers of permanent-wave appliances
having integral heating elements shall be supplied
vAth safety extra-low voltage not exceeding 24 V.
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Obsen/ed

Appliance cannot be
treated as a toy by
children.

Appliance is considered a
sufficiently rigid
construction.

Class declared is 6

No remote operation

No remote operation

No remote operation

Not used

Not used
Not used

Verdict

NA

NA

NA

NA

NA

NA

NA
NA
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23.1

23.2

23.3

23.4

23.5

23.6

23.7

23.8

23.9

23.19

24.1
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PrBsciiDtion

(23.00) INTERNAL WIRING

Wireways smooth and free from Sharp edges; wires
protected against contact with burrs, cooling fins or

similar edges.

Wire holes in metal well rounded or provided with
bushings.
Wiring effectively

prevented from coming into

contact with moving parts.

Beads and similar ceramic insulators on live wires
cannot change their position, and are not resting on

shadp edges orcomers.

Electrical connections and internal conductors
movable relatively to each other not exposed to

undue stress.

Bare intemal wiring sufficiently rigid and fixed.

The insulation of Internal wiring withstanding the

electrical stress likely to occur in normal use.

Sleeving wused as supplementary insulation on
internal wiring retained in position by positive
means.

The colour combination green/yellow used only for

earthing conductors.

Aluminium wires not used for internal wiring.

No lead-tin soldering of stranded conductors where

they are subject to contact pressure, unless

clamping means so constructed that there is no risk
of bad contact due to cold flow of the solder.

lhe insulation and sheath of intemal wiring
incorporated in external hoses for the connection of
an appliance to the water mains, shad be at least
equivalent to that of light polyvinyl chloride
sheathed flexible cord (code designation 60227 IEC
52V

(24.00) COMPONENTS

Components comply with safety requirements in

relevant IEC standards.
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Observed

Wireways free from sharp
edges and guided by
insulating wrappers

Wirings at mains

separated respect to
wirings at selv voltage

Not used.

Only one part

Bare v/iring not used.

Adeguate insuating rated
value

Only for grounding and
bonding

Colour combination
green/yellow correclty
used.

Not used.

Used clamping means

Certified componets used
according to rated values

Verdict

NA

NA

NA

NA
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a. Prescription Observed Verdict
24.2 No switches or automatic controls in flexible cords. Requirements satisfied. C
No devices causing the protective device in the
fixed wiring to operate in the event of a fault in the
appliance.

No thermal cut-outs that can be reset by soldering.

243 Switches intended for all-pole disconnection of No Switch used for all-pole NA
stationary appliances are directly connected to the disconnection.

supply tenminals and having a contact separation in

all poles, providing full disconnection wunder

overvoltage category Il conditions.

24.4 Plugs and socket-outlets for extra-low voltage Plug not issued NA
circuits and heating elements, not interchangeable
with plugs and socket-outiets listed in IEC 60083 or
IEC 60906-1 or with connectors and appliance
inlets complying with the standard sheets of

IEC 60320-1.
24.5 Capacitors in auxiliary windings of motors marked No Capacitor NA
wrtn their rated voltage and capacitance and used
accordingly
24.6 Working voltage of motors connected to the supply Motor with adequan”
. . . . . . insulation.
mains and having basic insulation that is
inadequate for the rated voltage of the appliance,
not exceeding 42V. In addition, the motors are
complying with the requirements of Annex 1,
(25.00) SUPPLY CONNECTION AND EXTERNAL FLEXIBLE CORDS \ V n
. ) <4 mV
25.1 Means for connection to the supply: Detachable cord with with® —-.¥
a plug.
25.2 Appliance not provided with more than one means Single supply. NA
of connection to the supply mains.
253 Connection of supply conductors for appliance Appliance not intended to NA
intended to be permanently connected to fixed be permanently
wiring possible after the appliance has been fixed to connected; the cable Is
its support. issued
25.4 Cable and conduit entries, rated current of appliance Appliance not intended to
. be permanently NA
not exceeding 16 A, dimensions according to
connected.
table 8.
25.5 Method for assemble supply <cord with the Detachable cord. C
appliance:
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Cl.

25.6

25.7

25.9

25.10

25.11

25.12

25.13

25.14

25.15

25.16

Pag. 32/48

Prescription

Plugs fitted with only one flexible cord.

Supply cord not lighter than;

- braided cord (60245 IEC 51);

ordinary tough rubber sheathed cord
(60245 IEC 53);
- ordinary polychloroprene sheathed flexible cord
(60245 IEC 57);
- flat twin tinsel cord (60227 IEC 41);

light polyvinyl chloride sheathed cord
(60227 1IEC 52);
- ordinary polyvinyl chloride sheathed <cord

(60227 1EC 53);

Nominal cross-sectional area of supply cords;

cord not in contact with sharp points or

Supply
edges.

Green/yellow core for earthing pudoses in Class 1

appliance.

Conductors of supply cords not consolidated by
lead-tin soldering where they are subject to contact
unless so constructed

pressure, clamping means

that there is no risk of bad contacts due to cold flow
of the solder.

Moulding the cord to part Of the enclosure does not

damage the insulation of the supply cord.

Inlet opening so shaped as to prevent damage to

the supply cord-

Supply cords adequately protected against

excessive flexing.

Conductors of the supply cord relieved from strain,
twisting and abrasion by use of cord anchorage; the
cord cannot be pushed into the appliance to such an
extent that the cord or internal parts of the appliance

can be damaged.

Creepage distances and clearances not reduced

below values specified in 29.1.

Characteristic of cord anchorages for type X

attachments.
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Observed Verdict

cord with a plug. C
HOS5WF 3G1,00 C
l mm~* C
Requirement satisfied. C
Green-yellow cable c
Conductors of supply c
cords are not subjected to

contact pressure.

- NA
Detachable cord. Cc
Appliance is not moved NA
wnile in operation.

Detachable cord NA
Detachable cord with iec ¢

320 connector



Test Report

25.17

25.18

25.19

25.20

25.21

25.22

25.23

25.24

25.25

25.101

26.1
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Prescription

Characteristic of cord anchorages for type Y

attachments and type Z attachments.

Cord anchorages only accessible with the aid of a

tool, or so constructed that the cord can only be

fitted with the aid of a tool.

TypeX not used as cord

anchorage in portable appliances; tying the cord into

attachment, glands

a knot or tying the cord with string not used.

Conductors of the supply cord for type Y and Z

attachment adequately additionally insulated.

Space for supply cord for t>"e X attachment or for

connection of fixed wiring constructed to permit

of conductors with correct

checking respect to
positioning and connection before fitting any cover,
no risk of damage to the conductors when fitting the
cover, no contact with accessible metal parts if a

conductor becomes loose.

Characteristics of the appliance inlets.

Interconnection cords comply with the requirements
for the supply cord, except as specified.

Interconnection cords not detachable without the aid
of a tool if compliance with the standard is impaired
when they are disconnected.

Characteristics of the pins.

Swivel connections shall be adequate for normal
use of the appliance. Compliance is checked by the
following test.

The
specified in 11.101, the number of revolutions being

increased to 20 OOO.

appliance is operated under the conditions

R-EL-083-1012-06B

Observed Verdict

TypeX NA
NA

Not a portable appliance NA

Type X NA

Detachable cord

In conformity with IEC 320

Not present. NA

Not present. NA

Not used NA

Not used

(26.00) TERMINALS FOR EXTERNAL CONDUCTORS

with terminals or equally

connection of

Appliances provided

effective devices for external

conductors.
Temiinais only accessible after removal of a non-

detachable cover.
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Connection with deta

cord and IEC320
connector.
External earth connection
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Cl. Prescriptbn Observed Verdict

with screw

26.2 Appliances with type X attachment and appliances for Connection with detachable
connection to fixed wiring provided with tenninals in cord and 1EC320 connector
which connections are made by means of screws,
nuts Of similar devices, unless the connections are

soldered.

Screws and nuts serve only to clamp supply
conductors, except intemal conductors, if so an-anged
that they are unlikely to be displaced when fitting the
supply conductors.

If soldered connections used, the conductor so
positioned or fixed that reliance is not placed on

soldering alone.

Soldering alone used, barriers provided, clearances
and creepage distances satisfactory if the conductor

becomes free at the soldered joint.

26.3 Terminals for type X attachment and for connection to Connection with detachable
fixed wiring so constructed that the conductor is cord and IEC320 connector
clamped between metal surfaces with sufficient
contact pressure and without damaging the
conductor.

Terminals for typeX attachment and those for
connection to fixed wiring so fixed that when
tightening or loosening the clamping means:

*«the terminal does not loosen;

- intemal wiring is not subjected to stress;

- clearances and creepage distances are not reduced

below the values in 29.

26.4 Tenninals for type X attachment, except those with a Connection with detachable
specially prepared cord, and those for connection to cord and 1EC320 connector
fixed wiring, no special preparation of conductors
required, and so constructed or placed that
conductors prevented from slipping out

26.5 Terminals for typeX attachment so located or Connection with detachable
shielded that if a wire of a stranded conductor cord and IEC320 connector
escapes, no risk of accidental connection to other

parts that result in a hazard.

Stranded conductor test, 8 mm insulation removed.

No contact between live parts and accessible metal
parts and, for class Il constructions, between live

parts and metal parts separated from accessible
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Cl.

26.7

26.8

26.10

26.11

27.1
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Prescription

metal parts by supplementary insulation only.

Terminals fortype X attachment and for connection to
fixed wiring suitable for connection of conductors with

r*uired cross-sectional area according to table 13.

Terminals only suitable for a specially prepared cord.

Terminals for type X attachment accessible after
removal ofa cover or part of the enclosure.

Teminals for the connection to fixed wiring, including

the earthing terminal, located close to each other.

Terminals of the pillar type constructed and located

as specified.

Tenminals with screw clamping and screvHess
terminals not used for flat twin tinsel cords, unless
conductors ends fitted with a device suitable for

screw terminals.

Pull test of 5 N to the connection.

For type Y and Z attachment: soldered, welded,

crimped and similar connections may be used.

R-EL-083-1012-06B

Observed Verdict

Connection with detachable C
cord and IEC320 connector

Connection with detachable C
cord and TEC320 connector

Close to each other C

NA

NA

(27.00) PROVISION FOR EARTHING

Accessible metal parts of Class 01 and 1 appliances,
permanently and reliably connected to an earthing

terminal or contact of the appliance inlet.
Earthing tenninals not connected to neutral tenninal.

Safety extra-low voltage circuits not earthed, unless

protective extra-low voltage circuits.

Clamping means adequately secured against

accidental loosening.

For detachable parts that are plugged into another
part of the appliance, and having an earth connection,
the earth connection made before and separated after
current-carrying connections when removing the part.
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Accessible metal parts C
connected to earthcirci”

Protected

accidental losenin®*A'"AN

No detachable part NA
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Test Report

27.4

27.5

27.6

28.1
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Preschotion

No risk of corrosion resulting from contact between
metal of earthing terminal and other metal; adequate
of parts of coated or

against rusting

only intended to provide or transmit

protection
uncoated steel,
contact pressure.
resistance of connection between earthing
earthed metal

at the specified low-resistance test.

Low

tenninal and parts. Resistance not

exceeding 0,1

‘ Earthing terminal - enclosure;
- Earthing tenninal - motor enclosure:
- Earthing terminal - accessible metal parts:

The printed conductors of printed circuit boards not

used to provide earthing continuity in hand held

appliances.

R-EL-083-1012-06B

Observed

Copper-iron

See test sheet annex. Test
passed

Notan hand held appliance

(28.00) SCREW S AND CONNECTIONS

Fixings, electrical connections and connections
providing earthing continuity withstand mechanical
stresses.

-Torque test for screws and nuts ofthe appliance.

Screws used for electrical connections or connections
providing earthing continuity screw into metal.

connections and connections providing
constructed so that

insulating material

Electrical

earthing continuity contact
pressure not transmitted through
liable to shrink or distort, unless shrinkage or distortion

compensated.

Use of the space-threated screws and thread-cutting

SCrews.

Screws and nuts that make mechanical connection

secured against loosening if they also make electrical
providing earthing

connections or connections

continuity.

The screws or nuts were

tightned and loosened 10
times for screv« in
engagement with a thread
of insulating material, 5

times for nuts and other

screws. No damage.
Requirement satisfied.

Contact pressure for

bonding connection

guaranteed by washers

Not used in connections

providing earthing
continuity.
Requirement satisfied by

washers

(29.00) CLEARANCES. CREEPAGE DISTANCES AND SOLID INSULATION
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Verdict

C

NA

NA
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cl Prescription Observed Verdict

29.1-2 Clearances and creepage distances not less than C

the values specified.

p3rt clear./creep. limits Clear. / creep, measured
between SELV and Live parts 3,5/5 mm 5,2/8.0mm
between SEL and 110V circuits 1,0/3 mm 474/ 4,4mm
between Line and Earth 2 /2.5 mm 3,5 /4,1 mm
between Line and Neutral 2 /2,5 mm 2,2/3.3 mm
29.3 Clearences and creepage distances across > Imm C

insultation between metal parts shall not be lower
than 1 mm for supplemetary insulation and 2 mm for

reinforced insulation.

(30.00) RESISTANCE TO HEAT AND FIRE

30.1 External parts of non-metallic material, parts 3565(2 passed with ball at ¢
supporting live parts, and thermoplastic material
providing supplementary or reinforced insulation,
sufficiently resistant to heat.
Relevant parts of non-metallic material adequately Test passed with glow C
30.2 . L . wire on external surface at
resistant to ignition and spread of fire. 550°C
(* nO) RESISTANCE TO RUSTING
Relevant ferrous parts adequately protected against Requirement satisfied. c
311 . Earthing parts and parts
rusting.
which contain liquids
protected against rust.
n*? nn\ RAniATION. TOXICITY AND SIMILAR HAZARDS
Appliance does not emit harmful radiation. Electric fields less thai>EN!”
32.1 62233 limits
Appliance does not present a toxic or similar hazard.
Pag. 37/48
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5. TEST PROCEDURES AND CONDITIONS

Tests and controls executed on the device indicated on paragraph 2 have been performed on no. 1
example, in the same conditions in which it was prepared by the customer (in an use conform
configuration) in the premises of ELETTRA s.r.l. laboratory ELETTROU\B via Matteucci, 10 - 50041
Calenzano (FI).

Environmental conditions remained inside 20£3X and45+10% .

Measurment uncertainties, evaluated at 20, were calculated and found inside the following values;
Voltage; 0,2%
Current: 1,5%
Leackage current: 1,78%
Temperature: 2“C
Voltage for dielectric strenght: 3,8%
Resistance of protective conductor: 7%

Acoustic pressure: 1,5dB

Pag 38/48
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Test Instruments:

Item Equipment Type
1 Caliber Caliber SEB mod. 1362.150
3 Hammer PTL mod. F 22.50
Sn 5080111
4 Climatic ircurt Perani mod AC520 sn 11124
6 Dielectric strength instrument: Vrtek V63 sn
20066
7 Temperature logger Dataiogget Agilent 34970A
SnUS37028187
3 milliohmmeter; Lutron mod, MO-2002
Sn P856675
9 Poweranalyzer Infratek SM201 sn 01114888
10 Leackage tester Fluke mod. 620-04 sn
1833050
13 Oven : TITANOX mod. PASTEUR
14 Multimeter Agilent mod. Ul242A sn
MY49170012
15 alcohol isopropvl RS cod. 227-4427
16 Ball test device
17 Inclinometer Solatronic mod. EN 17
18 AC Source Kfactor GMMO07/H sn 0707017
19 Meter- RS components BMOI1
20 Metallic ball OMM M ontenero
21 Tool dinamometer Dinabeta mod. 582F sn
0JY052555
22 Oscilloscope METRIX mod. OX7102-C sn
134226EDH
23 Phonometer Deltaohm mod. HD2010 sn 32817
24 Inclinometer Solatronic EN17
25 Test Finger - OMM Montenero OMM 3
26 Test finger - articulate - OMM Montenero E058
27 Test pin - OMM Montenero OMM 5
28 Light emission and Light exposure
measurement
Gigahertz-Optik model X1-3 sn 8842M
With detectors:
XD"5-HUV-4 sn 17041
XD-45-HB-4 sn 17037
Pag. 39/48
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Equipment #
83

190

65
192

13

55

32
175
176

177
32

40
178

159
175
34
68
65

243

R-EL-083-1012-06B

Cal. Due Date
30/04/2013

30/04/2013

13/08/2013
02/08/2013

18/07/2013

30/04/2013

31/07/2013
26/11/2013

15/07/2013

09/02/2013

15/07/2013
24/01/2014
12/04/2013

12/07/2014
24/11/2013

20/04/2013

26/03/2013

05/04/2013
28/01/2014
28/01/2014
28/01/2014
28/01/2014
31/03/2013
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5.1 Heating effect

Reference standard:
EN 60601-1 cl. 11; EN 60335-1 cl. 11
Test conditions:

Device supplyed
Running cycle: Continuous programs airbrush and acoustic wave
Test Voltage: 253V /50H2

Ambient temperature: 20°C
Surface temperatures obtained with termocouples type J connected with a data acquisition instrument.

Result: Pass

Temperatures inside limits

Parts Measured value Limits
Appliance Inlet 27 60
Emi filter 33 70
Compressor 78 105
Switch 27 70
Conductors Power Supply (internal appliance) 31 70
Power Board PA500 45 105
Electrolytic capacitors 41 50
Trasfomer of power supply 55 120
Display 28 50
Internal Vi/iring 37 70
Enclosure 28 40
Applied parts 28 40
Applied parts connector 44 70

5.2 Leackage current

Reference standard:
EN 60601-1 cl. 8.7
Test conditions:
Device supplyed

Running cycle: Continuous
Test Voltage: 253V/50Hz;

Measurement executed in normal operation condition and repeated before and after conditioning in
humid chamber for 48h at 30°C with U.R. 95%,

Measurement executed in single fault condition:
Inversion supply polarity
Neutral conductor disconnected

Power supply on appliance part

Pag. 40/48
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Test Report

Resuit: Pass

Test: 253V.C

Leakage current to earth

M easured Limit
Normal conditions Single fault Normal conditions
302uA 142 uA SmA
Touch current
M easured Limit
Normal conditions Sinale fault Normal conditions
OuA 304uA 0.lmA
Leakage current In the patient
M easured Limit
Normal conditions Single fault Normal conditions
4.5jA ac 487"xA ac 0.ImA ac
0.3pA dc O.3pA dc 0.0lmA dc
481gA
468pA

Pag. 41/48
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Sinaie fault
10mA

Sinale fault

0.5mA

Sinale fault
0.5mA ac
0.05mA dc
SmA (mains on
app. parts)
(mains on

enclosure)
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5.3 Dielectric strenght

Reference standard:
EN 60601-1 cl. 8.8.3

Insulation architecture

Basic insulation

Refernce Test conditions:

Device not supplyed, piaced on Ille ground on insuiating support.
Running cycle: device out; test repeated after hygroscopic preconditioning.

Application for 1 minute of a sinusoidal voltage at 50 Hz of the following values and between the

following parts:

Power Supply-Ground: 1500V
Pov/er Supply - Output Signal: 3000V
Power supply ~ Enclosure: 4000V

Applied parts - Enclosure: 1500V

Result; Pass

No airor surface flashovers

Pag. 42/48
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5.4Abnormal operation conditions and fault conditions

Reference standard:
EN 60601-1 cl. 13; 15.5

Test conditions:

Device supplyed, placed on the ground, with the following abnormal conditions (one in turn):
Locked rotorof compressor: 3 minutes, thennal protector operates t max M6"~C windings
- Short circuit of C9 board PA500-1:fuse operates
- Short circuit of RF output: self protection
Short circuit of C1 1 board PA500-2: self protection
Short circuit of R29 board PA500-3; no effect
Short circuit of C4 board PA500-3: fuse operates
Short circuit andoverload ofpower supplies, Tmaximum measaured: 88®C

Overload andshort circuits oftransformer 230V/120V PAS500: 134*C winding temperature; thennal

protector operates in 4’and 35"

Ambient temperature: 25°C
Surface temperatures obtained wyrithtermocouples type J connected with a data acquisition instrument.

Result: Pass
Current and tem perature values inside limits.
measured value

Accessible parts: 3¥y~C

Connectors: 44®C
Windings: 116“C
Leakage current: 4861 A

5.5Electromagnetic del3 at low frequencies

Standard reference:
EN 62233

Test condition:

Distance of measurement from E.U.T.: Ocm from applied parts, 30cm from applla”

Results:
M agnetic field(iiT) W eighted value Limit (weighted) Resuft”,
Around 2.3% 100% Pass
Applied parts 1,1% 100% Pass
Pag. 43/48
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5.6 Precision of outputs

Standard reference
EN 60601-2-3 art. 50

Testconditions:

Device supplyed placed on the table, with voltage regulated at 230V+10% 50Hz
Output connected with loads from 50Q to 2000

Result: Fall

M easured values

Frequency () Rated (W) Measured (W) Load (0) Error /%9 Limit (%
1MH2 90 70 50 =222 30
1MHz 90 93 100 3.3 30
1MHz 90 64 200 28,9 30

5.7 Photobloiogical safety

Standard reference
EN 62471
Test conditions:

Devices supplied at 230V. IR sources activated in continuous mode by program selected on front panel
and push button

The measurements were performed at 200mm distance from the eut.
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Result;

Hazard Result Limit for exem pt aroup Classification
Actinic UV 0.000IWm™" 0,001 Exempt
Near UV O0.0W-m" 10 Exempt
Blue Light 0,778 W m"-sr* 100 Exempt

Blue Light small 0.004 W-m" 1 Exempt
source

Retinal Therm al 0,385 W-m" sr' 280000 Exempt

IR Radiation 0.010 W-m" sr'* 100 Exempt



Test Report

6. EQUIPMENT UNDER TEST
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EL riM

Test Report - R.EL*83.1012-06B

7. CONCLUSIONS

The evaluations pointed out in the last paragraph consent to express a result of conformity of the device
to the Standard EN 60601-1 and EN 60335-1
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[ ] Bios S.r.l. s.u. -
Via Guido Rossa 10/12 - 20090 V*modrone |M() - Italy e | G

I OS Ph +39 02 27304275 - Fax *39 02 27304276 iSBi
biosgroupQpec.rt * www.biosqroup eu UNIIN 50 UNENISD

. VAT IT 02721570964 - F.C. 01729150985 *00]
Reboot your life. cap.soc. € 10'920.00 iy, % cafiitan

The Company "BIOS S.R.L", based in Vimodrone (M!), via Guido Rossa n. 10/12, tax code and registration
number In the Companies Register of Milan 01729150985, VAT number n. 02721570964, R.E.A. n. MI-
1545479, share capital Euro 10920.00 (ten thousand nine hundred and twenty and zero cents) fully paid up,
in the person of unique adm inistrator CASALINO Aldo, born In Manfredonia (FG) July 31, 1951, domiciled
for the charge at the registered office,
DECLARES

that the BIOSHAPE MED is our product intended to be used in medical field. In particular for aesthetic and
Physiotherapy,

heir field of action is:
- Reduction of Pannicolopatia EdematoFlbroSclerotica (EFSP);
' Reduce facial wrinkles and tensioning of skin tissue;
-Treatment of disorders of the body, such as altering the partitioning of Interstitial liquids of cellulite;
-Treatment of pathological skin's conditions, either degenerative or scarring (scars and burns), that
regenerative or inflammatory (edema and ulcers).
- Black signs and wrinkles around eyes removal, eye-bags improvement;
« Upper eyelid lifting and wrinkle removal;
- Body contouring after pregnancy;
-Imperfections due to localized adiposity, fat reduction, skin tightening (arms, legs, shoulders and
back, calves, buttocks) ;

- Stretch mark Improvement.

nsupportofthe above, we attach:

. Manual "Annex A"

» Clinical evaluation "Annex B"

* Elettra test report - electromagnetic compatibility "Annex C"
» Elettra test report - electrical safety "Annex D"

the text of this statem ent in English language that the undersigned declares under DPR47~"2066"tb’ "

comply with the Italian text. Annex "E"
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AUTENTICA
D.P.R. 28 tiicenibrc 2000 n. 445

lo sottoscritto Dott. MICHELE TOMMASINI DEGNA, No-
taio in Milano, iscritto presso 1l Collegio Notarile di Milano,
certifico che il signor
- CASALINO Aide, nato a Manfredonia (FG) il 31 liglio 1951,
in qualita di Amministratore Unico della societa BIOS
S.R.L.", con sede in Vimodrone (MI) via Guido Rossa n.
,10/12, codice fiscale e numero di iscrizione ai Registro Imprese
di Milano 01729150985, P.IVA n. 02721570964, R.E.A. n.

11-1545479, capilale sociale Euro 10.920,00 (diecimilanove-
centoventi e zero centesimi) interamente versato, domiciliato
per la carica presso la sede sociale, della cui identita personale
io Notaio sono ceito, da me Nolaio richiamata sulle sanzioni pe-
nali previste daii'articolo 76 del D.P.R. 28 dicembre 2000 n. 445
per le ipotesi di falsita in atti e dichiarazioni mendaci ivi indica-
te, ha reso la sopraestesa dichiarazione e I'ha sottoscritta alia
mia presenza unitaniente a quanto allegato scritto in parte in lin-
gua inglese nel testo a me noto.

Cologno Monzese,

alia Via Indipendenza n. 26, 9 (nove) gennaio 2015 (duemila-
quindici)
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DIO$ GROUP

MEDICAL-AESTHETIC DEVICES

www.biosgroup.eu

YcTtpoucTtBO MHOropyHKLMOHaNbHoOEe C
pagnMo4vYacTOTHbIM, NH(ppPaKpPaACHbIM, BaKyyMHbIM
peXxmmamMmum n MexaHU4eCKMMU POosiInKamMmu

BUOLLUEUAN MEA (BIOSHAPE MED)

PykoBOACTBO o 3Kkcnsiyaraynum m
TEXHUYECKOMY OOC/TY)XNUBAHUIO

(Pea. O- ®deBpanb 2013)

C € 0476

Ilepen mcnoilb30BaHMEM YyCTPOWCTBA BHUMATEJIBbHO NMPOUYTHUTE KOBOJACTBO M COXpaHuUTe eNo Kak
y y

COIPaBOYHHUK.

DIO$ BIOS S.r.l. unipersonele =
GROUP =
( Vio Guido Rossa, 10/12 caw=T
YeOICAL-ABSTHE TIC DEVICES 20090 Vimodrone (MI) Italy
Medical device CE 0476 e-mail: into'S'biositalla.lt Azienda con Sistemo Qualita’ Code of Felderal
DIR ?3/42/EEC Annex 113 P. VA ; IT0272IS708A4 UNI EN 1SO 9001:2008 Reg. 9M9-A ESE“&';;FRSZO
C.F.: 01729150985 UNI EN ISO 13485:2012 Reg. 9119-M
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BMOLWEWN MEL (BIOSHAPE MEO)MWNU

1.BBeaeHue - .

1. IHugpopmayus o npouzeooumene

Bo-nepBbIiX, MBI X0Teju ObI NMOOJIAr0apuTh Bac 3a BHIOOP Hamlell NPOAYKIHHU, U MbI
YBepeHbl, YTO JAaHHOE YCTPOiiCTBO OyaeT BaM O4YeHb MOJEe3HbIM B TNpPodeccHOHATBLHOIM
AesiTeJIbHOCTH. JTO YCTPOHCTBO MMeeT Haubojee YCOBEPUIEHCTBOBAHHYI0O H COBPEMEHHYIO
TEXHOJOTUIO JJi NPUMEHEHHS B I[eJI5IX, B KOTOPBHIX OHO OBLIO CIPOEKTUPOBAHO.

Komnanusi BpIpakaetr 6,1aroapHocTb CBOUM COABTOPaM, HUCCJIeJ0BATEJSM H TeXHUYECKUM
CleuMaaucTaM, KOTOpPble CcAeJaJd CBOH BKJaA B pa3paloTKy M BBbINOJHEHHE JIaHHOIO
NPOEKTa, a TaK:Ke KJIHMEHTAM 3a OKa3aHHOe JoBepue U JOCTYNHOCTb, HOTOMY 4TO 0e3 HX
NOMOIIM JAaHHBI NPOEKT ocTajicd Obl He3aBepILICEHHBIM, H OTHOCHTEJbHO YCTpoOiicTBa He
0b1JI0 Obl NPAKTHYECKOr0 MOATBEPKAEHUNA MO0JEe3HOCTH HCIOJb30BAHUSA.

YcoBepuieHCTBOBAHHE M HeNpepbIBHbIE HCCJIEJ0BAHMSA, KaK TapaHTHs IOCTOSIHHO
nosppimampmeiics 3 GeKTUBHOCTH U YJYyYIICHUS] KAYeCTBEHHBIX XapaAKTePHUCTUK YCTPOHCTBA,
TaKKe MPeJoCTaABJISIOT BO3MOKHOCTh CPABHUBATH M 000ramaTh 00Ul OMBIT C TEM, YTOObI
NPeloCTABUTh TOBAP NMOBLIMIEHHOI0 Ka4ecTBA HAIIUM KJHMEHTaM, KOTOpble CTAHOBATCH BCe
0osiee Tpe0OBATEJbHBIMU M M3bICKAreJbHbIMH. JTO - 00HIasg LeJb, KOTOPYI0 Mbl XOTHM
aocTuriyrs. Ham 3T0 gocraBjsieT TOJBKO YAOBOJBCTBHE B COYETAHHHM C NONBITKaAMHU (cC
npogeccMoHAJbHON TOYKH 3pEeHHUs), LeJdbl0 KOTOPBIX SIBJSIETCH BBISIBUTH KadyecTBO M
TeXHHYeCKHEe XAPAKTePUCTHKH Hamell NPOAYKUUHM. DTH YCJIOBUS SIBJSIOTCH KU3HEHHO
BA)KHBIMH B HbIHEIIHee BpeMsl, eCJIi Mbl XOTHM 4Yepe3 TeXHUYeCKoe YCOBepIIeHCTBOBaHME H
00HOBJIeHHe MHPOPMAIIUM NPEeJIOCTABUTH KAKIOMY YeJOBEKY rapaHTHIO Mporpecca ¢ HejJbio
MOBbILIEHUS] KAa4YeCTBA HalIel KU3HH.

MHoropyHKHHOHaJIbHOE YCTPOHCTBO c PaAuoO4YacTOTHBIM, HHppakKpacHbIM,
BAK"MHBIM pe:xuMaMu M MexaHudeckumu poaunkamu BIOSHAPE MEO(maaee mo
TexkeT™>" BIOSHAPE MEB)upou3BeieHo u pacuipocTpaHeHO:

DIOS crouwr

UEDICAL-AESTHETIC DEVICES
mww blO*Clraup c,1

Bua 'eupo Pocca, 10/12

20090 BumopgpoH (Vimodrone) (M)

Ten.: + 39 02 27304275 - ®akc.; + 39 02 27304276
WWW.biOSarOUD.eu Jl.MHY~ W -KIOMHTUMKUUBbI :
infi> <l)io4italia.it

P. IVA: 02721570964 - C.F.; 01729150985

CERMET

reg 9119:
- IS0 9001:2008 -1ISO 13485:2004 - QSR 21 CFR 820 «CBopa cdpbeaepasbHbiX NOCTaHOB/EHUIT»

Ecaiu Bo3HMKHET He00X0JAMMOCTb B JAONOJHHUTEJAbHOH HUHPOpPMANUM MJIM TeXHUYECKOH
NnoJ/iep:KKe, 00paTuTech K HaM.

IIpocum Bac ciefoBaTh HUKEHM3JIOKEHHBIM COBETaM Iepe] TeM, KaK NMPOYTeTe HACTOsMIIee
PYKOBOICTBO.

4 PYKOBOACTBO NO 3KCMnyaTauuu M TexHu4yeckomy ob6cenyxumBaHuio - UagaHue O bHO$c
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BUOLWENN ME[ (BIOSHAPE JTMEQ)MN1

/.20 Pykosoocmee no sxcnayamayuu
N3pnanue 04 despans 2013 r.

B nanHoM pykosoocmee no Ixcnayamayuu WU3JN0KeHa HUHPopMmanusi 00 ycTpoiicTBe
BIOSHAPE MED, u B coaepkaHMe HACTOALIEro PYKOBOACTBA MOIYT BHOCHThCHA
U3MEHEeHHMs] B TEXHHYECKHUX M KOMMeEpPUYeCKHX HeJsaX U B ueasx 0ezomacHoctu. IlomoGHbie
KOPPEeKTHPOBKH OYAYT BKJIOYEHbI B Me4YaTHOE M3JaHUE B HOBOIl pegakuuu (HcmpaBJeHHOE
H3aaHue).

B HacrosimieM [JOKyMeHTe TMpedocTaBjJeHa MHPoOpManusi O MOHTaKke, YCTaHOBKe M
HaJJiexkalmeM Hcnojab3oBanuu ycrpoiictea BIOSHAPE MED. JlaHHblii J0KYMeEHT
o0si3aTesileH Ui O3HAKOMJIEHHSsI M MHCNOJb30BAaHUA B KavyecTBe PykoBoacTtBa 1o
skcrryatanuu. Ilepex wucnoab3zoBanuem BIOSHAPE MED Heo0xoamMo o4YeHb
BHUMATEJbHO MPOYECTh COJEPKAaHUE JAHHOTO PYKOBOACTBA M XPAHHUTH €ro TakK, YTOObI OH
ObL1 Bcerga B JAOCATaeMoOCTH s ObIcTpoil koHcyabTanuu. HecobGiwaenue (B ToM 4vucie
YacTH4YHOe) BbIIIENPUBEACHHBIX PpPeKOMEHJAANUN MoOXeT NpUBecTH K cOosamM B pabote
YCTPOICTBA M JaKe K HAHECEHHIO TPAaBM JAOKTOPY, MANMEHTY U K MOBPEKIECHHUIM CAMOIO
yerpoiictBa. C Apyroii cTopoHbl, TOJIbKO CTPOro cjelysi MPpeINUCAHUAM H PEeKOMEHAAlHsIM
NPOU3BOANTENSA, MOKHO ObITh a0COJIOTHO YBePEeHHBIM B MOJYYeHHM HAWJIYYIIUX
pe3yJbTAaTOB U, B CJiy4ae HEOOXOJMMOCTH, BO3MOKHO MoOJy4eHHe ObICTPOil U 3P PekTHBHOI
TEeXHHYECKOH NMOMOIIH.

B cayyae mnpoaaxku WJIM Tepegayd yCTpPoiicTBa JApPYyroMy [AOKTOpY, Mokajayicra,
YAOCTOBEPhTECH, UTO OHO OBLIO MepelaHo BMecTe ¢ PykoBojacTBOoM, OJjaroaapsi KOTOpomMy
HOBBI BJIajesdeny OygeT oOcBeAOMJeH O (YHKIUMOHWPOBAHWUHM YyCTpolicTBa H 0O
COOTBETCTBYIIIHMX Mepax MPeI0CTOPOKHOCTH.

BIOS S.r.l. HeceT OTBETCTBEHHOCTH 3a 0€30MaCHOCThb, HAJAEKHOCTHL H KAa4YeCTBO TOJBHKO
eciIu:

Cucrema HcHoJab3yercsi B COOTBEICTBMHM € MHCTPYKIMSAMH, H3J0KEHHBIMH B JAaHHOM
PYKOBOACTBE, KACAIOUIUMHUCH Kak Mep N0 0e30MaCHOCTH, TAK U MCNOJb30BAHHUS JAHHOIO
ycTpoiicTBa.

MoHTaK, yCTAHOBKAa H J100ble MHble H3MEHEHHUsI, a TaK:Ke KaJMOPOBKAa M TeXHHYeCKas
NOJAepP:KKa [JOJKHBI OCYLIECTBJIAATHCH TOJAbKO KBAJIH(PUUUPOBAHHBIM IEPCOHAJIOM,
HMEWIIUM pa3pemienue kommnanuu BIOS S.r.l.:

Cucrema 3JjieKTpocHA0KeHMsI MecTa, B KOTOPOM YCTAHABJIUBaeTcsl YCTPOWHCTBO, A0JKHA
COOTBETCTBOBATL HOPMaM, MNPEeAYCMOTPEHHbIM [JeHCTBYWIIMM 3aKOHOJATEJIbCTBOM.
Tak:ke HE00X0AUMMO 00eCeYUTh 3a3eMJICHHE.

ODPEAYHNPEXIAEHHWE

Ycrpoiicteo BIOSHAPE MED oObino pa3paGoTraHo AJas HCHOJB30BAHHUA B
npodeccuoHaJbHON 3cTeTH4YecKOii oO0aactu. O6GJacThbI0 €ro NpUMeHEHHUN sBJsIeTCS
JedeHHe UHeJNJHJUTAa W Koppekuuss Jjaunma u Teaa. Ilpubop He saABIAsIeTCH
3NeKTPOMEJHMIMHCKHM 000MyJOBaHMEM M He MCIYCKaeT HOHHM3HpPYHOLIee M3JYyUYeHHe,
TakKuM 00pa3oM YCTPOWCTBO He NOAXOAMT JJisl JAMATHOCTHYECKHX UeJed HAUM Aas
APYroro KIMHUYECKOT0 M TEPAHEBIHYeCKOI0 HMCNOJb30BaAHM.

®b105=«, PykoBoacTBo no akcnn/atoaummn m TexHU4eckomy obcnyxumsaHuio - Usganne O
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BWOLLEWMN MER, (BIOSHAPE MED)I

BIOS S.rdl. coxpansier 3a c¢o000ifi mNpaBo Ha MNOCTABKY KOMMYTAIIMHOHHBIX CXeM,
cnenupuKanuii AeTajieil, HHCTPYKIUIA MO MOHTAKY M KaJauOpOBKe WM MHOW MHpOpMALUH
OTHOCHTE/IbHO JeTaJjieil, KOTOpble MOTYT ObITb OTPEMOHTHPOBAHBI, TOJIBKO IOCJIE NMOJYYCHHS
NHCbMEHHOI0 3alIP0Ca YIOJTHOMOYEHHBIM IEPCOHAIOM IO TEXHUYECKOMY 00CIY:KUBAHHIO H
PEMOHTY.

Jasi mojydyeHMs TeXHMYECKOH MOAJep:KKM HANpaBbTe 3alpoc HEMOCPeJICTBEHHO B
xkommnanuw BIOS S.r.l.

Ilevamv nomapuyca /[loonuce/

NPUMEYAHMUE

3anpemaercss GoTOKONUPOBAHUE, KOMUPOBAHUE WM MEPEBO/ HA APYroii si3bIK JI000I YacTH
HACTOSINIET0 JOKYMEHTa 0e3 NuChbMeHHOro coraacus komnanuu BIOS S.r.lL.

/IToonuce/

IHucomennwie npaeujia, npumenamouiueca 6pyl<0600cmee no
IKCnjiyamauuu

JaHHOoe PYKOBOACTBO MO 3KCIJyaTauuu npeaHasHaueHo Ahsi ycrpoiictBa BIOSHAPE
MED. Huxke Bbl HaiigeTe mpaBuiaa ¢popMaTHPOBaHHsS, NPHMEHHMBbIC M NOAYCPKHBAHHA
BAa)KHBIX YacTeil TEKCTa, B LeJIsIX NPUBJIeYeHUs] BHUMaHUS YMTaTeIs.

JJast Toro 4to0bl BbINEJHTH HEKOTOPBbIE pa3jejibl JOKYyMeHTa, HCHOJb3yeTcsl KHPHBIN
mpudr.

IIpumeyanus yKa3blBalOT HA HHOPMALMIO, COAEPKALYIOCH B TEKCTe.

INPUMEYAHUE

Ipeaynpesxxgawmue sIpJbIKH MOSIBJISIIOTCS Nepel KaKAM-IH00 aCHEKTOM JKCILIyaTalud,
KOTOPBIil, ecau OyAeT TPOUTHOPHPOBAH, TMOBJEeYeT BO3ZHHKHOBEHHE IOBPeEKICHUI
YCTpOiicTBa H/WJIM €ro KOMIUIEKTYIOIHUX AeTajdeil. OHU BbLAEJSIOTCS CJAeAYION[UM 00pa3om:

BHUMAHUE

B coo0mennu o mpeaynpencieHNH OMHCHLIBAIOTCH MPONECCHl MJIM CHTYallMU, KOTOpPbIe
NpU HECOOJIOJEeHUHM WJIH HEe3HAHUHM HHCTPYKUHUH, MOIYT NPUBECTH K CEPbE3HBIM
TpaBMaM. OHM 0003Ha4YalOTCH cjaeAyIOIIUM 00pa3om:

NPEAYHNPEXAEHUE

PykoBOACTBO MO 3KCNNyorouuu I TexHndyeckoMy o6enyxusaHuio - UagaHue O bHO$c
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BMOLLENM ME[ (BIOSHAPE MED)HHH

2.CUMBOIJ1bl n cokpalwieHus

2.1 Cumeonvl u mapKuposka

C'umBo0.1Si - NHpopma] ueHbIl

[1oxanyinc'la, mpounral nc faHHOe PyKOBOACTBO Nepej UCNonNb30oBaHUEM.
BHuMaHue, nsy4ynte npunaraemyi JOKYMeHTauuto.

IEC EN 60601-! (2007) u nocneaytowmne nonpaBku

Ha tabnuyke TexHWYeCKMX XapaKTepUCTUK Ha 3afHell naHenn ycTpoicTaa.

Cumson IEC 60417-5010 - tHdOpMaTUBHLIN

«BK;1/ Bblkn» (QaBneHne-gaBneHune). PacnonoxeH psaomMm C OCHOBHbIM
nepeknyarencm.
CnumBo.1 ISO 7010-M002 - HPOPMaTUBHBIM

«ObpaTnTecb K HHCIpyk1uuU». PacnonoxeH Ha 3agHel naHenn Mexay sAplblKoB

cneundukannii n pagom ¢ HUMMK.

Cumeon ISO 7010-P017 - nndopmalBNIN
«MNe TonkaTb. » PacnonoxeH Ha 3agHel naHenu MexAay ApnblkoB cneuyndukauni un
pAAOM C HUMMWU.

CumBon S2 ~ MHdopMaTUBHbBIM

YCTpPONCTBO C 3neKTpnyeckum pasbemom Tuna BF.

IEC EN 60601-1 (2007) n nocneaytouwme nonpasku
PacnonoxeH Ha 3agHen naHenu Ha sipnblke cneynduKkayun.

CumBon S3 - MnudpopmarneHblin

MepemeHHbI TOK

PacnonoxeH Ha 3agHel naHenwu Ha sapnbike cneuyndukauni.
CumBo.1S4 - NHdopma ! MHHBIT4

Beibpoc paamoyac'toT HEMOHU3NPYOLWETO U'IWIYYEHUS.

bl

CumMBON YkasbiMaer. 4TO0 YyCTPOMUCTBO M3Ny4yaeT pafnoyacTOTHYIO 3HEpPruio.

CmMmBO.1 S5 - MHdopmMaTUBHbLI A

Bboi6poc BMAUMOTO M3NYyYEHUS, OTIIMHYHOTO OT HEMOHU3UPYOLWETO.

CumBon ykasbiBaeT, 4TO \CTPOMNCTBO McnyckaeT HekorepeHTHbI cBeT (780-1400
HM. NpakTUYeCKN NCHUAUMBIA cnekTp, MHdpakpacHbli Tun A;1RA).

CumBon S6 - MHpopmMaTUBHLI

MHdopmayus Ha ocHoBaHuu craibn 13 3akoHopaTtenbHoro akta Ne 151/05 ot
07.25.2005 «BbMiojHicHiie pupekTnBbl 2002/95/EC 1 2003/108/EC» no
cokpalweHunto onactibix BewecTB B 3NEKTPUYECKOM N 3N1EKPOHHOM
obopyaoBaHWN U >TUNUWNUN OTXOAOB.

CornacHo TeEXHUYECKMM XapaKTepucTukam, yka3aHHbIM Ha aTukeTkax, npubop He
[ONKEeH YyTUNM3npoBaTbcsa Kak ObiTOBble OTXOAbI, M ero Heo6xoAMMoO
yTunuanposaTtb oTaenbHo. MNpu HenpaBUNbHOW yTUNM3aLUN HEKOTOPbLIE YacTu
npoAyKTa MOryT OoKasaTb HeraTMBHOE BIMAHWE Ha OKpyXatloLW Yy cpeay u
30pOBbe Yenoseka.

CaHkyuin B cn\'yae He3aKOHHOW yTunusauun npubopa He NpeAyCMOTPEHO.

Heuamyv tiomapuyca /[loonucev/
/IToonuce/

Mapka | - uHdpopmaTuBHas
Mapkuposka, noaTeepxapatuaa cootsetcTeme npubopa tpeboBaHnam
anpektns 1X\ NPpUMEHUMBIM K HEMY,

0476

PykoBoacTBO no akcnnyoTou™nM n tTexHuyeckomy obcnyxusaHuio * Msganme O
MicAASIM ook
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BMOLWEWN MEQL (BIOSHAPE MED)BHH

Tabnuua - CumBOnbl 1 NNapKMpoBKa

BHUMAHHUE
Heo0xonuMo moaaep:;KkMBaTh Xopoliee COCTOAHHE BCeX JTHKETOK, CHMBOJOB H
NpUMeYaHHH M HeMeJJIEHHO 3aMEHHU I'b UX B CJIy4Yae MOBPekKACHUI, NoTepTOCTEed W T.A4.

2,2E0unuunbl usmepenus

Cums 3HaveHune
on
I x [xoynb - eAnHULA N3MEpeHNs aHepcuun
Ox/cm [xoynb Ha cM” - eAnHULA M3MEPEHUS NMOTHOCTU 3HEPTUM (NNaBKOCTb)
2
MM Munnumetp - gonbHas eauuuua ( 10) meTpa, YTO siBNsieTCs eAUHULER U3MepeHUs ANUHbI
MKM MukpomeTp -gonbHas ean[muya (10"™') meTpa, 4TO AABNAETCA €ANHULEN U3MEPEHUSA ANMUHbI
(1m)
HM HaHomcT p - gonbHas eguHuua ( 10"") meTpa, 4To SIBNSETCA eAMHULEN N3MepEeHNUs ANUHbI
B BonbT - eAuMHULa M3MEPEHUS NMEPEMEHHOIO ToKa
A AmMnep - eanHuUa N3MepeHus anekTpuyecTsa
ru lepuy-eAnHULa M3MepeEHNs 4YacToTbl BOJH
BT BaTT - eAuHMUA M3MeEPEHUS IHEPTUN
MBT MunnueaTT - gonbHasa eauHuya Ban (10')
BA BonbT-amnep - npakTuyeckoe MamepeHue MOTrMnoLeHHON 3NeKTPUYECKOR aHeprum
Owm OM - eavHULA U3MEpeHUs 3NeKTPUYECKOro CONpoOTUBIEHUS
MWH MuHyTa - uenas 4acTb CEKYyH[A, CNYXUT eANHULEN N3MEPEHUS BPEMEHMU
MC MunnucekyHpa-gonbHas eanHuya cekyHabl (10’ ), cCnyXuUT eAUHULEN N3MEPEHUN BPEMEHMN.
Kan/y Kanopuu B yac - npakTuyeckas eAuHuua M3MepeHUs KonuvecTBa Tenna, BblAensaeMoro 3a
onpefeneHHy eAUHNLY BPEMEHMU.
KT Kunocdamm - egmHunua namepeHus maccol
°C pagyc no ctorpagycHol TemnepaTypHoii ujKajie Llenbcusa - npaktuyeckas eguHuua
n3MepeHusa temnepaTypbl
mpag Munnupapn - ponbHas eguHuua (10' ) uanyyeHus, senawwasaca eoUHULENR YrNoBOro
n3MepeHus.
kM a Kunonacka.®b -gonbHas eguHunya Mackana (107), aensawowascs eAUHULER U3MepPeHUs
naBneHus.
rMa [ekToHackanb - gonbHas eauHuua Mackana (107), asnswwancs eaquHuLel n3mepeHus
naBneHus.
Bap Bap - eavHMLa NnpakTU4YecKoro n3MepeHus faBneHus
nb HNeunben - norapudmmyeckasn wWka-'lW COOTHOLWEHNA MeEXAY BENMYNHAMUN OOHOW U TON Xe
.MarHuTyabl.

2. Tabnuua - EQuHnubl nsmepeHuns

1Tla= 1 H/™* 1kIla= 0,01 6ap = 0.1 tycM~= 0,JO MH20 = 7,5 mm pr.ct. =0,0099 arm. =0,145

II . II
ackaab a ¢dyut/xB aroiim = 0,02088 dynT-cuna/pyr” = 0,334 pyTH20
Gap Gap 16ap= 100'000ITa= 100 x11a= 1,0197 kr/cm’ * 10.198 MH20 = 750 mm pr.ct. = 0,987 atm. »
14,5 ¢yur/xs. mroitm = 33.455 ¢pyTH20
METTHGAP wGap 14bap = 100 [la= 0,010 m1120 = 0,750 mm pr.cT. = 0,00102 kr/cm* = 0,0145 dyHT/KB. AO¥IM =
2,088 dy»1-cuna/dyr* = 0,033 ¢pyrl120
Mu pr.ct. M.4 pr.ct. 1mm prer, = 133,322 Tla= 0,1v33 kITa* 0.00133 6ap = 0,0136 MmH20» 0,00131 atm. = 0,00136
kr/cem' =*0,01934 ¢ynt/xB. moiim = 2,78 ¢yur-cuna/pyr* * 0,045 ¢pyTH20
TexuHyeckaun ) "
atmochepa = ar, /o’ lar= lxr/cm'= 735,56 1\:IM prer. “ 10 MH20 = 98066,50 ITa = 98,067 xITa = 0,981 6ap = 0,968
cre/o’ at™ = 14,22 dyur/xB ;x)itu = 2048,16 dpynr-cuna/dpyr* = 32,81 ¢yrH20
ArMocdepa J larm = IOT'325 1la= 760 mm pr.ct. = 1,033 = 10,33 MH20 =1,01 0ap = 14,696 ¢yHT/KB. qr0iiM
=2116,22 dynr-cuna/dpyr™ = 33,9 pyr1120
2.a Taba. - Tabauna nepepoja AaBJeHUs
Ileyamv nomapuyca /[loonucwv//Il1oonucs/
PykoBoacTBo no sakcnnyatauyuMu i * -XxHUHeckoMy ob6cnyxusaHuio * UspaHue O EC/\
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BWOLLEMN ME[ (BIOSHAPE MED)

3. leknapayns cooTBETCTBUS

Bce aaexrponpuGopnl  (oco0eHHO, pa3paGoTaHHble IS YeJOBeKa)  JOJIKHBI
COOTBETCTBOBATh  CHEUHAJBHBIM  HOPMaM, YCTAHOBJIEHHBIMH  KOHTPOJMPYIOLIUMHU
OpraHam, ¢ eJibl0 MUHUMH3ALMU HCTOYHHKOB pHUCKA.

JanHpie HOPMBI OBbLIM CTAHJAAPru3upoBaHbl MewkayHapoaHbiMu u EBpomneiickumu
opranmsanusiMu  (MexayHapoaHasi JJIeKTpOTeXHHMYeckasi Komuccusa u  EBpomneiickmii
KOMHUTET MO0 JJeKTPOTeXHHYeCKMM CTaHAapTaM), M OHH HMMEKT CHJIY BO BCeM
MeKIYHAPOJIHOM cooduiecTBe.

Ycrpoiicteo  BIOSHAPE MED pa3pa6oraHo B COOTBETCTBHH €O CJAeAYIOIHMH
naedicrpyiomuMu EBponeilickumMu q1upeKkTUBaMu:

Jupextusa 2006/95/E3C (O HU3KOM HANPSIKEHUH).

Jupexktusa 2004/108/E9C (O 31eKTPOMATHUTHOH COBMECTHMOCTH)

JupexTuna 2002/95/EJC (IIlpaBuja orpaHN4YeHusl co/iep:KaHUsI BPeIHbIX BellecTB) 00
OrpaHMYEeHUH HMCIOJIb30BAHHS HEKOTOPBIX ONMACHBIX BelIeCTB B MPOM3BOACTBE
3JIEKTPUYECKOr0 H IJIeKTPOHHOr0 000pya0BaHMs.

Jupextusa 2002/96/EQC (IlpaBuia yaaneHMs MM YTHIN3ALUH OTX0/10B, o0pa3yomuxcs B
pe3yJbTaTe HCMOJAb30BAHMUS IJTEKTPHYECKOI0 U 3JIeKTPOHHOI'0 000pPYI0BaHHUA) C
nocjaelyImMMMUI H3MeHEeHHSIMHM U NMONPaBKaMu 00 0TX0/1aX, BOSHUKAIIUX B pe3yJbTaTe
HCHOJb30BAHUSA IJIEKTPHYECKUX U 3JIEKTPOHHBIX NPUOOPOB.

Ycrpoiictreo  BIOSHAPE MED coorBercTByeT eBpONEHCKONl JUpeKTHBe M HMeeT
COOTBETCTBYHINYI0 MAPDKHPOBKY

= PYykoBOACTBO MO 3KcNnyaTauumn M TeXxHUYecKomy o6cnyxuBaHuio - M3gaHue O
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BUOLWLENN ME[ (BIOSHAPE MED)

3. JAEK/IIAPAIIHA O COOTBETCTBHH HOPMAMEC

(i1 HOpM, HMMEIOIIMX CHJIY HA JaTy BbIX0[a YCTPOiCTBA HA PBIHOK)

HaumeHoBaHHMe H3rOTOBHTEJS
Axpec H3rOTOBHTeNA

Bung ycrpoiicrBa

Tun npoaykra

Ileap ncnoJb30BaHUA

HaumMmeHoBaHme NPOAYKIHUH

BIOS S.r.l.

AMUHHCTPAaTHBHBIN, KOMMEPYECKHH U
NMPOM3BOJACTBEHHBIN ajapec:

Bua I'ugo Pocca, 10/12

20090 Bumoapon (Vimodrone) (MI) - Utanus
Tea.: +39 02 27304275 - ®akc: + 39 02 27304276
Anpec 2aekTpoHHOM moursl: info@.biositalia.it —
www.biosuroup.eu

MeauuuHcKoOe 3JeKTPOHHOE YCTPOCTBO
MHOro(pyHKIHOHAJIBHOE YCTPOHCTBO €
PaaAno4YacTOTHBIM, HHQPaAKPaCHBIM, BAKYYMHBIM
pPeXKUMaMHU M MeXaHHYeCKUMH POJTUKAMHU

dcTeTHYeCcKAss MeAUIMHA

BIOSHAPE MED

3ASABJUISET, UTO NPOAYKIO U
COOTBETCTBYET CJHEAYIII UM JHpPeK! HBaM, NPaBUJAM U KJIACCHPHUKANMAM:

EBPOIIEUCKHUE JUPEKTHBBI
DJIeKTPOMArHUTHAsI COBMECTHMOCThH
Hu3koe Hanpsxenue

JupexkTHBa 00 OrpaHUYeHUH UCHOJIb30BAHUA HEKOTOPBIX
BPEeIHBIX BEIIECTB B YJIEKTPHIECKOM H IJIEKTPOHHOM
obopynoBanuu (RoHs)

OTX0abI 2JIEKTPUYECKOr0 H 3JIEeKTPOHHOI0 000Py/I0BAHUS
(RAEE)

dekTpokJaccupuranus

Kinaccupukanuss MeIHIHHCKUX YCTPOICTB

HOPMATHUBBI IO NPOAYKTY

DaexTpuueckas 0e30MaCHOCTH MpuUdopa
DJIeKTPOMATHUTHAS COBMECTHMOCTh

IIporpaMmMupyeMbie MeAUIMHCKHE 3J1eKTPOHHbIE
ycTpolicTBa

Be3zonacHocTb ycTpoiicTB I KOPOTKOBOJIHOBOH Tepanuu
®otobuo0ornueckas 0e30MaCHOCTD JaMII

YnpasJjieHue puCKaMH

CHMBOJIBI /151 ’THKETOK HAa MeAHIIHHCKHUX yCTpoiicTBaX

E.M.C. IUPEKTHUBA
2004/108/EEC
JUPEKTHBA LVD
2006/95/EEC
JUPEKTHUBA 2002/95/EEC

JAUPEKTHUBA 2002/95/EEC

Kaace I, tTunm BF
Knaacca Ha

EN 60601-1
EN 60601-1-2
EN 60601-1-4

EN 60601-2-3

EN 62471

UNI CEI ENISO 14971:2009
EN 980

"223

Ileuamv nomapuyca /[loonucwv/

10 PYKOBOACTBO NO 3Kcnnyataaunm N TeXxXHU4YeCcKomy 060]'Iy)KVIBOHVIIO * NapaHue O
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BUMOLWEWN ME[ (BIOSHAPE MEQ)MIN1

JdonmonuurenbHasas uHpopmanusa Ycerpoiicteo BIOSHAPE
MED mapkupoBaHo:

Jasao Kazaauno
/IToonucs/

/I[Toonuce/

3.2. [TpunoxerHne EN 60607-2-3

Hacrosimum Mbl 3agBJsieM, 4To ycrpoiicteo MC BODY B2 umeer cranpaapt EN 60601-2-3,
KOTOPBIil sIBJIsIeTCA HHTEIPUPOBAaHHOK 4YacThio ctangapra EN 60601-1.

Crangapt EN 60601-2-3 oTHOocHTCsl K ycTpoiicTBaM, paGoTalomuM ¢ 4yacTtoroil ot 3 1o 45 MI'n, B
HacToOsilllee BpeMsl He MpeAycMOTpeH cnenuduueckuil cTaHAApT AJis NPUOOPOB € YACTOTOIl MeHee
3 MI'u, mo3TOMYy 3TOT CTAHAAPT IMUPOKO HCIOJb3YETCH KaK CChLIKAa HEKOTOPBIMU OpPraHaMH
cepTu(PUKALUN.

YnomuHanue 00 3ToM cTanaaprte npucyrcrsyetr B TectoBom oTuete, PykoBoacTBe mo
JKCIIyaTanuu, B Jlekjiapanuu cOOTBETCTBHS U B J1I000M APYIroM JOKYMEHTe, BXOAAIEM B
Texuudeckuil ¢ailn u ucnojab3yercs AJd PeruicTPpanuy B 3apy0e:KHBIX CTPaHAaX.

33/ exknapauun coomeemcmeusn Ilpasuna.y ocpanuuenus
cooepycanusn epeonvix eeujecme (IIOCBB) u Ilpasunam
yoaieHus WUuymuiu3ayuu omxo008, o06pazyroujuxcs 6
pe3yiomame UCHOIb306AHUA INEKMPUUECKO20 U ITIEKMPOHHO20
ooopyoosanua (I1YY0330)

BIOS S.r.l. o6sn3yeTcsi c00J110/1aTh HOPMbI, H3J0:KeHHbIe B AupekTuBe 2002/96/E3C (uau
IIYY0230), a Takike yYuTHIBAaTh €€ cJeAyHIIHe M3MeHeHHs, Kacawliuecsi o0palieHus u
YTHJIH3AUUH IJIeKTPHUYECKOr0 U 3J1eKTPOHHOI0 000py10BaAHUA.

BoJsiee TOro, koMmaHus 3asiBjsieT, 4YTO ee TMNPOAYKUHS COOTBETCTBYeT TPeOGOBAHUAM
JupextuBbsl 2002/95/EQC (mam ITOCBB) oTHOCHTeNbLHO OrpaHUYeHMH MO COAEP:KAHMIO
HEKOTOPbIX OMACHBIX BENIECTB BHYTPH 3JIEKTPHUYECKOr0 U 3JIEKTPOHHOTO 000py/A0BaHUS.
O0e AupeKTUBBI PeryJMpyloT pa3idyHblie KOMMepYecKue 00JacTM Ha J000M YypOBHe H
00513aHHOCTH BCeX 3aHATHIX B JaAHHOIH 00J1aCTH JHIl - OT MOCTABIIUKOB, MPOU3BOANTEJIEH 10
PO3HMYHBIX MPOJABIOB.

BIOS S.r.l. Bceraa BBINOJIHAJA CBOU O0OSI3AHHOCTU MO 00ecle4YeHUIO COOTBETCTBHA CBoeil
NPOAYKLUHMH BCeM e CTBYIOIIMM CTAHJAAPTAM U COXPAHEHHUIO OKPYKAKIIeH cpeabl.
HN306pakeHHblii HUKE CHMBOJI MPHCYTCTBYeT HAa Bcex mpudopax Bios S.r.l. acTeTHueckoro
U MeJULUHMHCKOro HasHavyeHus. OH o3HayaeT, 4YTO 3JJIeKTPHMYeCKHE HJIM 3JJEeKTPOHHbIe
KOMIIOHEHTBI, coJep:Kaluecs B MNPOIAYKUHUH, MAOJKHBI YTHWIM3HPOBATHCA OTAEJIbHO OT
OBITOBOr0 Mycopa.

®bl 5=«., PykoBoAcCTBO Nno akcnnyaTauun u TexHMyeckomy obcnyxumeoHuio mUspanue O 11
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BUOLLENN ME[ (BIOSHAPE MED)

Hwuike mnpeacraB/ieH mnepevYeHb OCHOBHBIX MNPHOOPOB, BKJIKWYEHHBIX B cepy aeiicTBus
aupekTuBbl [IYVOI30 (MbI HamoMHHaeM, 4YTO OXJAJWTEJbHasl CHCTEMa He COJEPKUT
JKUJAKHX XO0JOJIUJIbHBIX AaT€HTOB):

* JJIEKTPUUYECKHE/IIEKTPOHHBIE KAPTHI;

* KMJAKOKPHUCTAJJIMYECKHH JUCILIIeH ;

* CBeTOBbIE MHIAMKATOPHI;

* pa3beMbl:

* KOH/IEHCATOPbI

4. [lpoBepka copTaBa

4 .1Tpancnopmupogxka u nozpy3Ka - GHympeHHAA
MPAHCROPMUPOBKA

Bo Bcex 0e3 HCKJIIOYeHHS CJy4YasiX TPAHCHOPTUPOBKY U NMOrPY3KY HaJJIEKUT OCYIIeCTBJISATD,
co0aroas AeiicTByOLIMe HOPMBI 0€30MACHOCTH, 0CO0EHHO BH3yaJbHble OMO3HABaTeJbHbIE
3HAKM: «MepeMellleHne TAKeabIX NPeAMEeTOB» U «IOJABEIIEeHHBIH TPy3».

IlepeBo3ky U nepeMelleHHe YNAKOBAHHOIO MaTepuajla, Kak B [epeBAHHBIX, TaK M B
KAPTOHHBIX KOPOOKAaX, HAMJIEKHUT OCYHIECTBJSATHL € MNMOMOIIBI0 MNPHUTOJHBIX [JISl JITOr0
TPAHCHOPTHBIX CPeACTB, TAKMX KAK BWJIOYHBIH MOAbEeMHHMK, TPAHCHOAAOH M T.d.,
NOAXOAS UMY CIOCO0AMHU M C MCNOJIbL30BAHHEM HY:KHbIX cucteM. Ilepconadn, ronyumeHHbIi
K NlepeBo3Ke MJIH NMepeMelleHUI0 NPOAYKIHHU, T10J:KeH ObITh 0o0ecrneyeH 3alIUTOH OT TPAaBM U
NOBpeEK/IeHNI, KOTOpble MOTYT ObITb NPUMYMHEHBbI B pe3yJibTaTe oOpalieHMsl ¢ YNaKOBKOii
(MCIOJIb30BaTh MEPYATKH, HIJIEMbI H T.1.).

IIpn wu3BjeYeHMH TBO3J€ili ¢ NMOMOIIBK PYYHBIX HJIH ABTOMATHYECKHUX HHCTPYMEHTOB
He00X0JAMMO UCHOJb30BATh 3alIUTHbIE 0YKH. Te ke camble Mepbl HAJIEKHT NPUHUMATH BO
BpeMsi IIpouecca cpe3a YNAKOBOYHOH MeTAa/JUIMYeCKOH JIeHThI, HCHOJb3ylouieiica A
3aKperJieHusl yIaKOBAHHOI0 MaTepuaJa.

IIpudop cnpoekTUpPOBAH TAaKUM 00pa3oM, 4YTOObI €ro MOKHO ObLIO NOAHATH 3a €ro
ocHoBaHue. Ero Mo»HO TPaHCNOPTHPOBATH, MOAHAB LEJIUKOM € MOMOLIBIO ABYX pyYeK HJIH
KAaTsl ero Ha KoJjecax.

12 PykoBoacTBO no akcnnyaTtauuu M TeEXHUYECKOMY OGCHy)KVIBaHVIIO - NspaHue O ®b105.
IVOULASMICAWAS
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BUOLLEAN MEA (BIOSHAPE MED)REN

7228

NPEAYNPEXIAEHHE

INoxanyiicta, NOMHHTE, YTO MOCTOPOHHMM HeNb3® NPHHHMATL YYACTHE B
BLIIICONHCANMBIX ONEPALMAX, 8 TaKXKe IANPEIAETCH CTONTL/UCPEABHIATLCA MOX
NOZBEIEHHLIMH TPY3aMH R.IH NMOAX0ANTL K HHM BO BpeMs nepemetiucHns, B cayuae
Hecobatonenng naH napymwenns Beex Heo6xoaumuIx Mep npenocropoxnocti BIOS ne
HeCceT OTBETCTBEHHOCTH 3R BOIMEMEHHE YOLITKOB MPH NOBpERICHHAX Bemell wan
TPABMaX.

NPEAYNPEXAEHHE

NMPH NEPEMEUIEHHH YCTPOHCTBA MO HANPABJIEHHIO BBEPX, HA
NOABEME, CJEAYET TAHYTb Er0 C INEPEJAHEN CTOPOHBL.

NPH NEPEMELUEHHH YCTPOHCTBA B TOPUIOHTAJIBHOM
HANPABJEHUH HEOBXOAUMO HCITOJb30BATD CIIELHAJIBHYIO
PYUKY, PACTIONIOXKEHHY 1O C3AJIN.

Ievamo nomapuyca /fodnuce/
/Hoonuce/

NPEAYNPEXAEHHUE

NPH NEPEMELIEHUH YCTPOVCTBA 11O CTYNIEHBKAM, HAJABUTE
HOI'O# HA IUIAT®OPMY, NOCTABLTE YCTPOHUCTBA HA 3AJJHUE KOJIECA,
NOCJIE YET'O NOCTABLTE NNEPEAHUE KOJECA HA MOBEPXHOCTD
CTYIIEHH.

4.2 ITposepka nocmaenenusix demaneil

UpesBbiuafino BaXHO 00eCneuuTb KOHTPOIbL HAZ JOCTABAEHHLIMH JETAIAMH Cpaszy Xe
nocae ux nprOuiTna. Kaxpas aetans mian vacTe A0MKHA OLITh NMpoBepeHa MO TpeM
napameTpaM:
1. AIAMHHHCTpaTHBHas NpoBepKa ¢ TeM, 4ToObl H30exaTh BO3MOXKHLIX OMHOOK
NOCTaBIIHKA:
KoIHYecTBO HonToB
BEC 1 pasMepbl
2. TexuHueckas npoBepKa:
BHEIIHEE COCTORHHE YNAKOBKH (ChIPOCTb, BHEIIHNE NOBPEXKACHHN)
3. Koutposnb B uenax obGHapy:eunus seranedl, CIOMAHHBIX B XOI€ [1€PEIBHXCHHA.

Hannnie BHIBI NPOBEPKH HAWICKHT OCYWECTRIATH B MPHCYTCTBUH KCHEAHTOPA H OYEHD
BHUMATENLHO. TaK Kak H3-3a BbicOKOH abcopbumonnolt cnocoGHOCTH YNaKkoBOUHOro
MaTepHana He BCETAa MOXHO cpasy oOHapyHTb NOBpPeXACHHS, BOSHUKIIHE B pE3yNbTaTe
NaaeHUA.

Hecmotpa na To, uto komnauns BIOS ocyuwiectsnser cTporuit ¥ TIMATeNbHbI KOHTPONL
HaA NPOLECCOM YNAKOBKH, TO HE WBIAETCA JOCTaTOuUHON rapanTHeli NpeRoTBpallicHHA
KaKux-1100 noBpexAeHHil.

™
eblos* PYNOBOALC TBO NG 3L~ .7 L 1y w0 100 HaeT KOMY OBCAY XUBAHMIO - MIAQHKHE O 13
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BUOLLEMN ME[ (BIOSHAPE MED)

BHUMAHUE

ITepen ycraHoBkoii AaHHOro npuéopa yaoCTOBepbTeCh B OTCYTCTBHH HNOBPEKICHUN,
KOTOpPble MOIJH BOSHHKHYTh B Xoje TpaHcmoptuposku. BIOS S.or.l. Hamomuuaer
NOKYNAaTeJl, 4YTO0 B COOTBETCIBHH ¢ HANHOHAJBHBIM M MEXIYHAPOJAHBIM
3aK0HOJaTeJbCTBAMH, IIEPEBO3KAa TOBAPOB OCYILIECTBJsIeTCH HAa HX COOCTBEHHBIN PHCK.
Bonee roro, ecim B 10ropope OTCYrcTBYer 4YeTKoe yKa3aHHMe Ha HHbIe YCJIOBHS,
nepeBo3Ka TOBAPOB ocyumiecrpisiercs 0e3 kakoii-1u0o0 rapaHruu.

HaM HeBO3MOKHO NpeAbsiBU I'b HUKAKHE NPEreH3uu B CBA3M Y epOOM, NPUYNHEHHBIM
B X0J¢ TPaHCHOPTHPOBKH, NOrpPy3KHM M H3-32 HapylIeHHA YNaKOBKH, TaK Kak
nepeBo3Ky OCYHIeCTBJsSEeT KJIHUEHT 32 CBOW COOCTBEHHBIN cuYeT, H KJIHUEHT HeceT He
TOJBKO PacXoibl HA TPAHCHOPTHUPOBKY, HO BCI0 CBSI3AHHYI0O € 3TUM OTBETCTBEHHOCTb H
PHUCKH.

14
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BMOLWEWN ME[ (BIOSHAPE AAED)VBH

PykosiTkn aep:karteisi MPOBOJOB A0JKHBI ObITH COOpPaHbI TAKUM 00pa3oM, 4YTOOBI 4YacTb C
rojayobIMid IUIACTUKOBBIMH TMOJIOCKAMH HaxoauJjach c3aau. Takum oOpa3zom, omepartop,
HaXO0JIfCh clepean YCTPOHCTBA, BUAUT CBETJYI0O YacTh.

Caery1asl 4acTh

YcTaHOBOYHBI
BHHT

Hpmae Gy Mapiuposaioe
3. eprKarens m oTBepcTHE

IMomecTHTE BBICTYNAKINYI0 YaCTh B MADKHUPOBAHHOC OTBEPCTUEC M 3ATAHUTE BUHT.

5,5 Yemanoeka nacaook
Kasxknaa Hacagka mpoHnymepoBaHa ¢ 110 4.
Hacanku 10/KHBI OBITH COETHHEHBI CBEPXY BHH3 CJeIYIOIIHM 00pa3oMm:

 HACAJKA 1k pasbemy 1
e HACAJKA 2 k pa3bemy 2
e HACAJKA 3 k pa3bemy 3
 HACAJKA 4 k pasbemy 4

IIpaBuabHBIM HOJI0KEeHHEeM Hacaaok 1 u 2 fBjsieTcs NMoJI0KeHHe KaldeJsl ciaeBa (ecJM CMOTPeTh
Ha yCTPOlicTBO c3a1H), a Hacaaok 3 u 4 ¢ kalejaeM ¢ MpaBoii CTOPOHBI.

PyKOBOACTBO MO 9KCNAyaTaluuu U TeXHNUYeckomy obcnyxmeaHuio - ManaHue O 19
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BMOLLEMN ME[ (BIOSHAPE MED)

4 MH3obpaxceHue - lToACOeAMHEHHE HACaAOK

3a(lm1<cnpyﬁTe COCAUHUTEJIHN HACATOK COOTBETCTBYWIIMMHA BUHTAMH, KaK IIOKa3aHO Ha PUCYHKE.

IpaBuibHasi c6OPKA JOCTUTAETCH NMPH MOMOIIU PA3JTUYHBIX BUHTOB.
Ilewamv nomapuyca /Illoonuce/

He 3akpennsiiTe BTyJKY HacaJKH CIHIIKOM CHJIbHO. B cilyuae HEBO3MOKHOCTH NMOJACOCAUHECHUS
3TO MOKeT 03HA4YaTh, YTO Mbl HCI0/Ib30BAJIM HENPABHJIbHBIH BUHT WJIHM BCTABHJIM HACAAKY
HENPABUJIBbHO.

/IToonuce/
Teneps onycTuTe Kadeau BI0Jb PYKOSITOK H IOMECTHTEe HACaJKHU CIIepeu.
ITomecTHTe HACAAKU M Kadellb, KAK MOKA3aHO HA PHUCYHKe, Ka0eau I u 2 ¢ npaBoii cTOPOHBI
PYKOATKH, a Kaleau 3 u 4 ¢ J1eBOH CTOPOHBI, €CJIM CMOTPEeTh HA YCTPOICTBO clepeaH.

20 PykoBoAcTBO Mo skcnnyaTalyuu U TexHuueckomy obcnyxusaHuio - Mspanue O DIO%$c
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BMOLWEWN ME[ (BIOSHAPE MED)BBH

6 Hpmae Moo

B ciaenyrwomeii rnase Bbl 03HAKOMHTECH € TeM, KaK BBITJISAINT MOJHOCTHIO cOOpaHHOE
YCTPOWCTBO CO BCEMH AeTAJISAMH.

®b105= PykoBoACTBO No akcnnyaTauuu M TexHudeckomy obcnyxueaHuio - UsgaHue O
[30)
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BUOLLENN ME[ (BIOSHAPE MED)!

0.0nncaHne cuctemsl

B 3T0i1 r1aBe npeacTaB/ieHO o0lLIee ONMCAHUE CUCTEeMbl KOHTYpPHOIl koppekuun Tteqga BIOSHAPE
MED.

6.1 Cmanoapmmnoe ooopyoosanue

B cucteMy BIOSHAPE MED BxoauT ciieayroniee cTaHAapTHOe 000py10BaHHe, a TaAKKe
HEKOTOpbI¢ OT/IeJIbHbI¢e KOMIOHEHTHI Ui o0ecnedyenns: 0oJsee 3QpPeKTUBHOIO JIeUeHHS.

Onucanne KonnuecTBo
puéop BIOSHAPE MED 1
HACAJIKA *1” BIOSHAPE MED 1
HACAJIKA “2” BIOSHAPE MED 1
HACAJIKA “3” BIOSHAPE MED 1
HACAJIKA “4” BIOSHAPE MED 1
PYUYKA U3 OPI'CTEKJIA 1
BHHTBI ¢ TOJIOBKOI 1J151 KPeNJIEHUSI HACAJT0K IMaker (12 mT.)
CETEBBIE ITPEJOXPAHUTEJIN 6 x 32 c 3anep:xkkoii 10° 2
CIIEIMAJIBHOE MACJIO VACUUM SOUND, d¢aakon 1
1000 ma

OYKHU JJs1 HATUEHTA BIOSHAPE MED

PYKOBOACTBO o IKCIIJIYATALIUA n
TEXHUYECKOMY OBCIUYXHUBAHUIO

KABEJIb IUTAHUS C BUJIKOM SHUKO 1

YIINIOTHUTEJBHOE KOJIBHO 1 x 5 KOHHEKTOPBI Haker (10 mT.)
BIOSHAPE MED

YIVIOTHUTEJBHOE KOJBHO 1,5 x 3,5 KOHHEKTOPBI Haker (10 wrT.)
BIOSHAPE MED

YIVIOTHUTEJBHOE KOJIBIO 1,5 x 8§ KOHHEKTOPBI Haker (10 wr.)
BIOSHAPE MED

YIUNIOTHUTEJIBHOE KOJIBIHO 1.8 x 9 KOHHEKTOPBI Maker (10 wmt.)
BIOSHAPE MED

YIUNIOTHUTEJIBHOE KOJIBHO 1,8 x 10 KOHHEKTOPBI IMaker (10 mT.)
BIOSHAPE MED

YIULIOTHUTEJBHOE KOJBIHO 2 x 4 KOHHEKTOPBI Haker (10 wrt.)
BIOSHAPE MED

3. Tabnuuya - CtaHgapTHoe ob6opyaoBaHue

Koouduxkayua npeonaznavennozo 0:wi nompedienusa mamepuaia

Kon Omnucanue

CS0008 CnenuajbHOe Macjo0 s BAaKyyMHBIX IpoOLeRyp, 1
1000 ma B OyTHLIKE

CS0001 BoccranapauBalomuii kpem s Teaa, 500 mu 1

4. Tabnuua - Koandukauusa npeaHasHavyeHHoro ans notpebnenuns nnatepuana
Ilewamv nomapuyca/lloonucs/

22 PykoBoacTBO no sakcnnyaTtauuu M TexHuyeckomy ob6ecnyxusaHuio - UanaHme O ® b 105
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BUOLWEWN ME[ (BIOSHAPE MED)I

BHUMAHHUE

Hcnoab3yiiTe TOJbKO OPUTHHAJIbHbIE JONOJHHTEJbHbIE aKceccyapbl, NOCTaBJaAsieMble
K ycTpoiicT By. Mcnosib30BaHHe APYTrUX aKceccyapoB MOMKeT NMPHUBECTH K MOJOMKe, Ma
KOTOPYI0 He pacnpocrpansiercss jJeiicrBue lapantuu. BIOS S.r.d. He Hecer
OTBETCTBEHHOCTH 32 ymep0d, BbI3BAHHBIH HMCHOJIb30BAHHEM HEOPUTHHAJBbHBIX YacTei.
B cJuayyae BO3HMKHOBeHMsI Npo0JieM MJIM BONPOCOB, CBSNKUTECh € TeXHHYECKOH
cayxo6o0ii BIOS S.r.l

/lloonucw/
6.2Buo cnepeou” eéuo czaou

IToaBu:xHBIE
pblyaru

BakyymHoe

peryjaupoBanue

Hacaaka 2
7 Hpmwae..ageu
©b10$c PykoBopcTBO no akcn/>yoTtouum |, TexHu4eckomy ob6enyxumusanuio  Usganue O 23
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BMOLWWENN MEJ (BIOSHAPE MED)I

Coennuurennb Hacaaku 1
)eIMHHUTENb HACAAKH 3

CoeaHHUTEJIb HACAAKH 2
CoeauHuTeJbL HAacaaKu 4

@OuabTPLI A1 cOOPKH
0TPa0oOTAHHOT0 MaTepHaJa

S he-B3AR knc

IIpucoenuHuTe b
KabeJss MUTAHUS BenTunAnuOHHBIE
peleTKku
IIpucoeguuuTe b

Ileuwamv nomapuyca /Iloonucs/
/IToonucs/

PyKOBO,Cl,CTBO no akcnnyc:tTan.um M TexXHN4ecCKomMy Oscﬂy)KVIBaHVIIO - NapaHue O

THCAXAM rMCIIC M U Gy
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BWOLLEMN MEJ (BIOSHAPE MED)

0.3Bakyymnoe pecynuposanue

¢ MOMOIIBI0 pPbIYAra HACTPOIKH, MPEICTABJIEHHOI0 HA PUCYHKe HUXKE, MOKHO PeryJiipoBaTh
BAKYYMHBII pPeKHM, MOKA3aTeJu KOTOPOro OyayT orodpaskeHsl HAa MoHUuTOpe. Biaroxaps sToii
(GyHKUMH MOKHO BBHIOMPATH pPeKMMBI JJiA Hacaaok 11 2 B ABYX YPOBHSX.

Koraa ppryar 10 KOHIA MOBEPHYT B CTOPOHY (+) - 3TO MAKCHMAJbHBIN PeKUM, MOKA3aATeJH
KOTOPOro 0To0pakalTCA Ha MOHHMTOpe.

IIpu moBopoTe MO YacoBoii cTpeJke (-), BAKYYMHBIH PesKMM MOKHO CHM3UTh MOKAa3aTeJId
BAKYYMHOIO pe:KuMA.

6.4 Axceccyapul

Ouxnu pasa manpuenrTa X 1 baok nuranusa x 1 Hacaaka Nel1x1

HacagxkaNe2x1 HacagkaNe3x1 ITacagxkalNe4x1

®b105. PykoBOACTBO MO 3KCNNyaToOUUU M TeXHUYeckoMmy oGcnyxuBaHulo - U3paHne O 25
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BMOLLEMN ME[ (BIOSHAPE MED)i

/. Mepbl 6e3onacHoCcTu II

B 3T0ii ri1aBe onucaHbl Mepbl 0€30MACHOCTH, KOTOPbIe HE00X0AUMO CO0JII0AATHL NPH
ucnojb3opanuu npudopa BIOSHAPE MED. Onepartop ycTpoiicTBa U 00cayKHBaK0 Uil
NMEepPCOHAJI J0JIKHBI ObITh 3HAKOMBI C TPeOOBaHUSIMU M NpouelypaMu 6e30IMaCHOCTH NpH
HCIO0JIb30BAHUHM 000pYA0BaHUA.

HPEAYHNPEXIAEHUWUE

Yerpoiicteo BIOSHAPE MED npeaHa3HadyeHo AJs UCNOJb30BAHUA B 3CTETHYECKOI

JKMIOIONIe.

7.1 Ilpaeuna oowieit oOezonacnocmu

1) He cMoTpuTe NPsIMO B HCTOYHUK HH(PPAKPACHOIO CBETOAMOAHOI0 M3JIy4YeHHS;

2) YaocTtoBepbTech B TOM, YTO 3JeKTPHYeCKOe HaNpsKeHHe, YKa3aHHOe HA ITHKETKe,
COBINAJAET C JEeKTPUYECKUM HANPAKEHUEM YCTPOIHCTBA;

3) IIpouecc TeXHMYECKOTO0 O0CTY:KMBAHUS MOKeT OBITh HAYAT TOJbKO Mo ucreyeHnu 10
MHUHYT MOCJe BBIKJIIOYeHHUs YCTPOCTBA M MOcJie 0TCOeIMHEeHUsI BUJIKU U3 po3eTku. Unaue
3TO MOKeT ObITh ONMACHO JJIsl MePCOHAJA WIN Npudopa;

4)3 ycTpolicTBe HMeeTCsl J0CTATOYHO BbICOKOE HANPSIKEHHE, YTO SABJSAETCA NOTEHUHAILHO
onacubIM. 110 3T0ii mpuYMHe He peKOMEHAYeTCHA Pa30oupaTh KaKy0-J1u00 4acTh yCTPOIicTBA
U HACA/J0K /10 TeX MOp, MOKA 3TO He OyJeT cAeJaH0 KBAIU(PHIMPOBAHHBIM MEPCOHAJIOM,
onobOpenHbIM Hamedl Kommanwueii;

5) Hapuaesxkamee 3a3eMJieHHe OYeHb BaKHO IJs1 padoThl B 0€30NMAaCHBIX yCI0BHAX;

6) CoenuHUTEIbHBIC Ka0CIM HACAAOK CJEAyeT pacroJaraTh TAaKMM 00pa3oM, 4TOOBI HMCKITIOYANCS HX
KOHTAKT C TCJIOM IIallUCHTA,

7)IIpu mpomenypax He CIEAYET MOJIb30BAaThCA KPOBATAMH M KPECIaMH C METAJUIMYECKHUMHU paMaMu
" HC CJICAYCT MpUKaAaCaTbCA K 3a3€MJICHHBIM WU UMCIOIIUM 60J'H)H_IyIO €MKOCTbh OTHOCHUTCIIBHO 3€MIJIN
TOKOHOPOBOAAIIUM YaCTAM;

8) PaZlI/IO‘IaCTOTHOG HU3JIy4YCHHUC HC NOJI)KHA MPUMCHSAT bCA K MANUCHTY Y€pe3 €ro OACKAY U K
MallMCHTY CO CJIIYXOBBIM allllapaTOM.

7,20nucanueapavikoe dezonacHocmu

3Y 3amuTa OoT 3aMBIKAHUSA

A Puck BbICOKOro Hamps:KeHHsl, HE TPOraTh
Ilewamv nomapuyca /[loonuce/
«AC230B 50T'u» wim « AC110B 60I'u» noka3piBaeT BUJ NOTPedIsieMON 3JI€KTPOIHEPTUH

«BCXP» «AC250B 10A» nim «AC110B 15A» moka3piBaeT 0T/A€JbHO BH/ NMPEIOXPAHUTES U
€MKOCTb.

/TToonuce/

PYKOBOACTBO N0 3KcnnyaTayum TexHUYeckoMy obcnyxusaHuio - MagaHue O \)\OS
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BUOLWLENM ME[ (BIOSHAPE MEP)MWW c3JR

BHUMAHHUE!

Hacaaku He JOJKHBI NMOJABeprarbcs CTEePHJIH3ANHMH B NMapoBOM cTepHJH3aTope, He
AOJIKHBI MOTpPyXKaTbCcsl B JAe3MHGUMUUMPYHOIIHHA PpacTBOpPp HJIH B KAaKYKW-IH00 HHYIO
KHAKOCTH. Jasi Ae3nHpeKIHMN MOKHO HMCHOJb30BATHh TKAHb, CMOYEHHYI0 XOJOJAHBIM
Ae3HHPUUOHUPYWIIHM PacTBOPOM, OYeHb AKKYPAaTHO M TOJbKO MOCJHe OTKJIIYEeHHS
yerpoiictBa.( cm. 21. «Texnuueckoe odcnysycusanuer).

7,31Ipo6aemul 31eKMPOMAZHUMHBIX NOMeEX

Ychoiictreo BIO"HAPE MED pa3pa6oraHo ¥ H3rOTOBJIEHO B COOTBETCTBHMH C
JENUCTBYIOILEN JUPEKTUBOM EC Ob SJEKTPOMATHUTHOM
COBMECTHUMOCTH 2004/108/EEC, ¢ neabio ofecneyuTh HAAEKHYI0 3aLIUTY OT JHOOBIX
3J1eKTPOMATHUTHBIX IOMeEX, KOTOpble MOIYT BO3HHKHYTb B JKWJIbIX IOMCUNICEHUSAX H B
padoueii cpege, 4YT0 Heo0Xo/IMO [JA KOpPpPeKTHOHl  padorel ycrpoiicrBa. B
BbIIIEYNOMAHYTOIi /IMpeKkTHBe 3asiBJICHO, YTO B LEJIOM 3JeKTPOOOOpYI0BaHUE He c03]1aeT
3JICKTPOMATHUTHbIE MOMeXH {ec/]M OHH BCe K¢ BO3HUKAKT, OHH HeCHJbHbI¢), HO B JH0OM
clydae OHO He JAOJIKHO HApylIaTh MWJIH HU3MEHSATh ONEPAaTUBHOCTh CPEACTB CBSI3M WJIH
Apyroro o0opyaoBaHusl, Haxoasmerocss BOJu3u. biaaromaps cBoeMy cnenupuueckoMmy
npumMeHeHnio ycrpoiicteo BIOSHAPE MED paccuuTaHo Ha reHepupoBaHHe U HM3JyYeHHe
3Hepruu. Eciu ero ycTaHoBHUTH M HCNOJIB30BATh B HapylleHHEe MHCTPYKIHI, OHO MOXKeT
€03/1aTh NOMeXH B padoTe PaJMO3JIeKTPOHHBIX CPEACTB CBS3H M KOMIBIOTEPOB WJH IPOYEro
3JieKTpooOopynoBanus. B Jw0om ciydae, He cymiecTByeT TrapaHTHMH, YTO IOMeX He
BO3HHKHET.

Mo:xHO npoBepHuThb, co3gaeT Ju ycrpoiicteo BIOSHAPE MED nomexu, nmpopouupyer Jiu
J1000e BMeIaTelbCTBO, €CJAM NPH BK/IKWYEHHH WJIH OTKJIKWYEHUH pPaauou3aydeHus (mpu
HaxkaTun kHonkn START/STOP), BO3HHUKAKWT 3BYKOBble WHJIH ONTHYECKHEe IIOMeEXH
(BBIKJIKOYHMTh H CHOBA BKJIYHUTL 000pyJ10BaHUE HEAOCTATOYHO). B HekoTOpBIX ciay4yasax nmpu
BO3HMKHOBEHHHU IIOMEX PEKOMEH/AYyeTcs NPeANPHHATH ClelYIole KOHTPMepbl:

e IlocTaBbTe yCTPOCTBO MoJaJiblie OT YYBCTBHUTEJbHbIX NPHOOPOB HJIH HMHCTPYMEHTOB,
NPUHUMAKOIIUX, PEerucTPUPYIIIUX M KOHTPOJHPYIOMIHUX [JaHHbIe TMPOLECCOB W/MJIH
COCTOSIHUS MAIIHEHTOB;

* YcTaHOBUTE WM M3MeHUTe HanpaBJieHHe 1 B-aHTeHHbI WM PaJHOAHTEHHBI;

* VBeanubTe paccrosinue mexay ycrpoiicteom BIOSHAPE MED u 4yBcTBUTEJIbHBIM
npudopom;

* Verpoiicteo BIOSHAPE MED u 4yyBCTBUTEJbHBIH NPUOOP AOJKHBI 3aNUTHIBATHCH OT
Pa3HBIX HCTOYHUKOB 3JIeKTPONUTAHUS;

* Ioxanyiicta, oOpaTuTech 32 COBETOM HAacYeT YYBCTBHTEJIbHBIX NMPUOOPOB M BO3MOKHO
BJIUSIHMSI HA HHMX JaHHOI0 YCTpPOicTBA K KOMIAHMU-NPOU3BOAMTE/]I0, OJAHOMY M3
YIOJIHOMOYEHHBIX LIEHTPOB, TexXHHYeckomy »Jkcnepry TB/paagmo wnau B cayx0y
TeXHUYECKOH MOJIEPKKH.

Hanuuue 3Toro CUMBOJIA, IO OTYETOM, SAABJACTCH HAIOMMHAHHUEM TOro, 94T0 yCTpOﬁCTBO mo
CBOEMY THUIIYy T'€HEPHUPYET U CIIOCOOHO HCNIYCKATh paauOU3JTy4Y€HHE, U 1O 3TOM NpUu4YuHeEe
yCTpOﬁCTBO AOJIZKHO YCTaAaHABJIMBATLC W INPUMEHSATHCA B COOTBETCTBHHM C YKa3aHHBIMH
BbIIIC HHCTPYKIUAMHU.

® )I05g*p PykoBoacTBO no akcnnyoTtauyum 1exHuyeckomy obenyxusaHuio - Usganue O 27
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BWOLLEWM MEJ (BIOSHAPE MED)

G

NPEAYHOPEXIAEHUE

BIOSHAPE MED - MmequLMHCKOE 3JIeKTPOHHOE YCTPOHCTBO, KOTOpPOEe HO CBOEMY XapakTepy
CNOCOOHO TreHEepPHPOBATH JJIEeKTPUYECKHEe IMOMeXH Ma JAPYrux HaXoAAUWHUXCA MNO00JHU30CTH
3JIeKTPOHHBIX YcTpoiictBax. B Jw00om ej;lydyae, HeKOTOpble BHABLI NMOMeX He CO3TaayT
KPUTHYECKYK) CHTYalMK JJH JPYrHX J3JeKTPHYeCKHX CHCTeM, 3a HCKJWYeHHeM
MeAMIUHCKOr0 3JeKTPUYECKOro 00Opy/I0BaHUS, HPEeANa3HAYEHHOI0 AJs HCHO0Jb30BAHUSA B
JKM3HEHHO Ba’KHBIX LeJAX, B OCHOBHOM —B xupypruu. He ucnoas3yiite ero B0JM3u MecT,
rie ecTb KOPOTKHe BOJHbI / BBICOKOYACTOTHbIe MNPUOOPBI, BKJIWYEHHbIe MOOUJIbHBIE
Tejie()OHBI, KOTOPble MOTYT MOBJHUATHh HAa €r0 HCHOJIBIOBAHHE.

Heuwamv nomapuyca /Iloonuce/
/IToonucs/

YI99mukemka

JTHKeTKa coJep:ku!' cBeleHUS O XapaKTepuUcTHMKax cucrembl. Bce TexHHUYecKue
0003HAYeHHUs MPEACTABJIEHbI HA ITHKETKE.

"BIOS S.ri.

8ua Memnao Pocca, 10/12 20090 - BumoapoHe
MunaH, UTANTUSA (Via Guido Rossa 10/12
20090 Virnodfonc (MI) ITALY)

GROUP

meacAi-AcsrHf TiiotviCfs

1 i x 8I0SHAPFMFD
PerucrpaumnoHHbiii N! 8 nacnopre
npu6opa
BaKyyMHblii pexum HenpepbiBHbI 1

Mii'nbcHbI: 1 >20 cek

A6contoTHas BaKyyMHas Heprus

BakyyMHas 3Heprus 80 kMa makc. (100%)

Modoopcralivo RF-l'ruquenza
~ 1MIy
Potenza RF flesistivs bipolare MASSIMA
MakcumanbHas MowHocTb 85 Bt
6MnNoONSIPHOro pagnounsnyyeHus
' Lunghezzad oiula LED IR

AAK1BOJHBI 940HMI.R.
Potenza Totale/Dcnsita LED IR
MowHOCTb / NNOTHOCTb UK- 20 Br/15 MBt/cM”
csetoaMopa
Aiimentailone - NMutanne
MoTpe6nenne aHeprumn
Motpe6bneHne s3Heprum 750 Br
Mpepoxpanuutenun 6X32-10A e
Knacc/Tun

JI

1/BF

Effettifisiologlcl
Qu3uonoauyeckue .

appekmer e

N3zomoeneHo e Umanuu

ITHKETKA € TEeXHHYeCKHMMH XapaKTePUCTHKAMM COJEPKUT CBelleHHsl 00 M3IroTOBHTeEJIe
npudopa, mogenu, o0 uxX xapakrepuctukax u coorserctrsun BIOSHAPE MED nopmam.

PykoBoacTBO NO aKcnnyoTtaumm M TenHuvyeckomy o6cenyxuBaHuio - UsgaHue O DIO5c
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BWOLLEMN ME[ (BIOSHAPE MED)|

BHUMAHMUE

B ciayyae moBpeXJeHHH, YTepH WJIH CJYYaliHOTO yaajieHHsl, CTHPAHUS JTHKETKH C
TeXHHYEeCKHMH XapaKTepHCTHKaMH, pa3MemeHHOHi Ha YycTpolicTBe, NpaBo Ha
rapaHTuiiHoe GecnjiaTHoe 00cJy)KMBaHHe YTPpauuBaeTcs.

PykoBoacTBO nNo sakcnnyaTouuu M TexHuyeckomy obecnyxkusaHuio - Usganue O 29
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8. TexXxHU4YecKkne xapakTepuCTUKU

BUMOLEMN ME[ (BIOSHAPE MED) Wi

I1

8 . 1Texnuuecxue xapaxmepucmuxu ycmpoiicmea BIOSHAPE

MED

BIOSHAPE MED npeacraBisietr co00l ycTPOicTBO €O clelylOUIMMH KOMIIOHEHTAMMU:

e Cucrema ynpasieHus: KK-MoHUTOp, LIBeTHOW CeHCOPHBIH JHCHJel, NepeKJwYaTelb,

CuCTeMa YyhnpaBJ€¢HUsI ¢ MHUKPOKOMILHTEPOM JidA YHNpPaBJ€HHUSA BCEMHU (l)yHKIIPlﬂMl/l

CHCTEMBI;

*  KoMnoHeHTBbI 3HIePMOJIOTHYECKOTr0 BAKYYMHOI0 Maccaxa;

b KoMIoHEHTBI CHCTEMBI PaAaaAuOYaCTOTHOI0 U3JIYYCHUSA]

e KoMnoHeHTHI HHPPAKPACHOTO CBETOAUOAHOI0 U3JIyYEeHUS;

*  Ypun-kapra a8 6ecipoBOJHOI0 ynpasjieHUsi QyHKIHUAMH.

e  ®uabTphl AJ1 cOopa BCOCAHHOI0 MaTepuaJa.

XapakTepuCTHKA
Kuakokpucraaandeckuil nucniei

OTpunartejsbHoe 1aBJIeHHE
BakyymHBbIi pe:kum

CkopocTh BpalleHUs1 POJIMKOB
OnepaTuBHOCTH POJIMKOB

MomHOCTh OUNOJIAPHOIO PAMOU3JIyYEeHUSA
Pe:xxum paguousnyyenus (4acrora)
Jdauna Boansl u3nydenusi B UK-cnexktpe

KoanuyecTtBo n momuocth UK-cBeToanoaos
30HBI JIeYeHU

IInorHoctys UK-cBeTOoaMOIa

KoaunyecTBo Hacaaok

Bpems paGoThl 6;10ka ynpaBJieHHsI
CHCTEMOM

Cnenuduxanus
1) liBeTHo¥ cencopubiii fucniaei 10'TFT
2) IucnJjeil Ha Hacaake
e Jlucmieii Ha Hacagke 1: 2,4"
e JlucnJjeii Ha Hacaake 2: 1.9"
Makec. 80 kIla (60,8 cm pt.cT.) mpu 100%
HenpepbiBHbIit
NMnysibCHBIN: peryjiupoBaHue NJUTEJIbHOCTH UMIYJIbCA
ot 110 9 cekyHn
0-36 06/MuH (000POTOB 32 MUHYTY)

2 THIIA

Make. = 85 Bt cp-kB = ypoBenb 60 npu Harpyske 50 Om
1 MI'n

940 um (amanazon IRA 780-1400 um), usiryuyenue
HEeBUAUMOM JHANA30HE, HEKOT€PEHTHOM

4 XS5BT kaxaplii = Bcero 20 Bt npu 100% maxc.

4mMmx7mMm, 8MmMx25mMm, 30MmMx50mMMm, 40MMx60MM
MakcumaabHo 15 mBTt/cm2
4

Unn-kapra 6ecipoBOAHAS HHTEerpajbHas cxemMa
IHeyamwv nomapuyca /[loonucs/

IMoTpedasiemast 31eKTPUYECKAS] MOIIHOCTD 750 3A
XapaKTepuCTHKH MUTAHUS AC230B£10%, SO0I'u+x1T'u/AC110B+£10%, 60Tu+1l'n
(omTHMAJBHO)
Bec 55 kr
I'abaputsl 55x50x170cm
5. TexHuueckue xapaktepucTtukmu yctporctsa BIOSHAPE MED
/Tloonucws/
30 PyKOBO,qCTBO no akcnnyatTammuH M TeXHUNYEeCKOMYy oscnymuaaHmo - Vla.anMe (o] Hog ,
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BUMOLWWENM ME[ (BIOSHAPE ME£P)AAU

8,2Pabouueycnosusn, mpancnopmupoéka uXxXpaHeHue

8.2.1. Ycnoeua skccmyamayuu:

1) MecTo pa3MemeHusi; HCMOJb30BATH TOJbKO BHYTPH MOMeIIeHHH.

2) OcBeuleHue: u30eraTb HHTEHCHBHOI'O CBeTA M BO3JEHCTBUA NMPSAMOIro0 MHTEHCHBHOIO
CBETOBOI0 H3JIy4YeHHUsI

3) Temmneparypa okpy:xkawimei cpeasi: + 10°C - + 30°C

4) OrTHOocuTedBHAs BJAXKHOCTH; 10 70% (0e3 koHaeHncara)

5) Artmocdepnoe naBienue ot 84 no 106,7xlla

8.2.2 Ycnoeus mpancnopmuposanus
TpancnoprupoBanue ynakoBaHHoro Yycrpoiictsa BIOSHAPE MED pouaxno

OCYLIEeCTBJIATBCH B 3aKPBITBIX KeJIe3HOJAOPOKHbIX BATOHAX, KOHTelHepax, aBTOMAaIINHAX,
B TpPIOMax CyJI0B, OTAIJIMBAeMbIX M TepMeTH3MPOBAHHBLIX OTCeKaX CaMo0JeTOB B
COOTBETCTBHH C TPe0OOBAHUSIMHU NPaBUJ, JefiCTBYIOIIUX HAa AAaHHOM BH/Je TPaHCHOPTA,
MpHU CJHeAYIOIUX YCIAOBHAX OKPY:Kamomleil cpeabl:

- TeMIlepaTypa OKpyskawuero sosayxa or -20 no +50°C;

- OTHOCHMTeJbHasl BJAXKHOCTL 95 % npu temnepartype +25°C;

- atmocdepHoe 1aBJjienue ot 84 no 106,7 klla.

8.2.3. Ycnoeusa xpanenusa
Ycrpoiictea BIOSHAPE MED poa13kHBI XpAHUThCS B 3aKPBITBIX CyXHX NOMeIIeHUSX

C eCTeCTBEHHOW BeHTW/sIIMeHd W He MOABEPraTbecsi IJIHTEJNbHOMY BO3/1eliCTBHIO
HCTOYHUKOB TeNJia, MPSIMOr0 COJIHEYHOr0 CBeTa M HOHHM3UPYKINEro H3Jy4YeHUs, BHe
J0CTYyNa K HU3JeJHI0 TOKONPOBOASIIEH NbUIM, NAPOB KHUCJAOT W LeJ04Yeil, a Takxke
arpecCUBHBIX ra30B NPH CJEAYIOIIUX YCJIOBUAX OKPYKAKIIEH cpelbl:

- TeMIlepaTypa oKpy:xawumero Bo3ayxa or +5°C no +40°C;

- OTHOCHTeJbHAs BJAaKHOCTH He 0osee 80 % npu Temnepartype +25°C;

- atmochepHoe 1aBjienue oT 84 no 106,7 klla.

NPUMEYAHUE

Ecaiu TemMmepaTtypa B NOMEIIEeHHH CJIHIIKOM HH3Kasi WJIM HOpuUOOp He MCHOJIb30BaJCH
HECKOJbKO [Hell, moaoxaaTh, mnoka TtTemmeparypa Oyaer 10°v Bblmle, W TOJBKO TOrJa
BKJIIOYHTH €ro.

NPUMEYAHUE

IIpousBoauTenb coxpaHsieT 3a c000ii mNpaBo Ha BHeCEHHE HEKOTOPBIX TEXHHYECKUX H
ICTETHYECKHUX H3MEHEHHWiHl B HeJdX YJAyYlIeHHs KadecTBa MPOAYKIHH, 0e3 yBeIOMJIEHHS O
AAHHBIX HAMEpPEHHUsX.

PykoBoAcTBO no M *exHU4Yeckomy obcnyxusaHuio - UsagaHue O 31

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BEVOLWENNMEL, (BIOSHAPE MED)!

BHUMAHMUE

IIpudopbl HagJeKUI MNOAKJIHYArbh HeNMOCPeICTBEHHO K JiJeKkTpuuyeckoii ceru. He
PeKOMEeHJAyeTCsl HCHO0Jb30BATh HEeNpPepPbIBHO padoTawIIyw rpynny, TpaHchopMaTopsbl
rajJilbBAHH4YECKOH pa3Bsi3KHU, JJIEKTPOHHBIe (hasoBpamaresu.

32 PykoBoacTBO No akcnnyaTtauum m TexHu4eckomy obecnyxuBaHuio - Nspanue O 1)10$C
ot
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BVMOWEWN ME[J (BIOSHAPE MED)HHB

9. Pasgen r|[*% p*yataynn

9.1 3anyck obopynoBaHus

1) BcraBbTe BHIIKY B PO3eTKY M Ha:KMUTe KHONKY '‘Power” BHU3Y Aucniies;

2) Iucnueii 3acBeTUTCA B TeueHue 1 CeKyHABI.
3aTeM mosiBJsieTcs IJ1aBHOE MEeHIO mporpamMmbl. [logoxkauTe, MOKAa HAANMUCH CTAHET roJiy6oii, Kak

MOKa3aHO Ha PUCYHKE.

10. UN3o0bpaxceHue - [MaHensb ynpasaeHus
Heuvamv nHomapuyca /I[loonuce/

IMocne UHUIHAIU3ANUAN CTAHOBUTCH BO3MOKHBIM BHIOPATh 4YacTh TeJia, HA KOTOPOH Tpedyercs

NPOBOJIMUTDH NMPOUEAYPY.

/1 U306paxceHue - MaHens ynpasaeHus 017 8bl60pa 30HbI AeHEHUA

BbiOpaB 30HY jeyeHus, cJeAyIOL U IKPaH aBTOMATHYECKH Bbi0epeT nmapaMeTpbl, KOTOpbIe
H3rOTOBHUTE/b CUUTaeT HaubGoJee I3PPeKTUBHBIMH COTJIACHO ero onbITy. B 000M ciayuae,

BO3MO’KHO H3MEHHTh BCe NMapaMeTPhl, KaK 3TO OyJAeT M3JI03KeHO B CJAeIYyIInuX naparpadgax.
/[Toonuce/

33
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BMOWEWN ME[ (BIOSHAPE MEP)UNU

9.20yHKUMM HACAAOK M CTaHAAPTHbIe NapaMeTpbl

MomHOCTH Paccrosanue

MomHOCTH CkopocTh 6 OTpunareapHOE I[JII/ITe.]'lI)HOCTI)
UIIOJAPHOTO MeXay
H HUK- BpalleHHs JlaBJIeHUE. UMIyJIbca
Ao CBETOAMOJa POJUKOB E:AHOHSJIyqu aHHHHKI:TOpaM Yposens/klla cek
0-36 0 ~ 85 BT cp- 24 mm 1-9/
Hacanka 1 0-20 Br o6opoToB KB Ha 50 Om 10-90 1c ~9¢
B Munyry = 60 ypoBeHb
0 - 85 BT cp- 18 Mmm 1-9/
Hacaaka 2 0-20 Br Her KB Ha 50 Om 10-90 1c-9¢
= 60 ypoBeHb
0 - 55 Bt cp- 8 Mm
1-7/ 1 6
Hacanka 3 0-10 Bt Het KB = 10-60 cek~6cek
ypoBeHb 50
0- 30 Bt cp- 4 MM
1-6/ 1 4
Hacangka 4 Her Het KB = 10-50 cek~4cek
ypoBeHb 40
6, Tab.- Pabouwnii anana3oH Hacapok
MomHoOCTH
MomHOCTH CkopocTh Orpunarearn JdJHTEIbHOCTH
i iisi 6“110.1151[)“01"0 0o¢c JaBJICHHUE HMInyJjabca
Hacaaka HK- BpaiucHiisi paamousayue ¢
CBETONHOIA PONUKOB T YpoBeHb ceK
18 o6opoTOB B
Hacaaka 1 14 Bt P ypoBeHb 25 3 3cek
MUHYTY
Hacaaka 2 14 Br - YpOBeHBb 25 3 3cek
Hacaagka 3 6 Bt ypoBeHb 25 2cek
Hacanka 4 - ypoBeHb 20 1 2cek

7, Tab. - MapameTpbl MO yMOn4yaHuto

34
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BMOLWEWN ME[ (BIOSHAPE MEO)BUWH

9.33kcnnyaTtauun

Teneps Bo3bMeM B KauecTBe npumepa Hacajaky 1. /I[pyrue Hacaiku MMelOT aHAJOTHYHYIO CXeMy
NpUMeHeHHU.

NHTepdeiic HCXOAHOI0 COCTOSIHUA NMAHEJIHU:

/2. UN306paxceHue - UHmepdgelic ucxoOHO20 COCMOAHUA NaHeau

4 30HbI ry1aBHOTO MEHIO YNPaBISIOT Pa3JIHIHBIMU GYHKIUSIMHU mpubdopa.

Kak npoBoauTp n1eyeHue

JdaHHasi ceKUUs NMOKAa3bIBAET, KAK NMepeIBUIaTh HACAIKY N0 YacTH
TeJa, KOTOPYIO Jie4yar, cjaedysl NPpUBeJeHHBIM H300pakKeHUusAM,
COrJIACHO MOPSIAKY, YKa3aHHOMY cTpejkamMu. Mcnoyib3ysi KHONKH
*"stop” u “play”, BO3MOKHO OCTAHOBHTH KAPTHHKY Ha JKeJJaeMOM
MOMEHTE WJIH OCTAHOBUTHCH HA TOii KapTHHKE, KOTOPYIO
HCIO0JIb3yeM B HACTOSIIIUIT MOMEHT.

le/IBe[[eHHLIe HHIKE n306pameHm{ MOKa3bIBAKOT HECKOJbKO IPUMEPOB NpeajiaraeMbix JIBUIKEHMIA.

Pykosoacteo no 3 Ken.Av,-iv M TeXHUuYcckomy obecnyxusaHuio ' Uspnanne O 35
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BUOLWWENN ME[ (BIOSHAPE MEP)MI

Hewamv Homapuyca /I[loonuce/
/IToonucs/

Kak yctraHoBuTph 3HaueHuss pexxuMoB PY, HK myacToTy Bpam eHus

B IJTOH 4YacTH 3KpPaHAa BO3MOKHO YCTAHOBHMTH 3HAYEHHUA
pexumoB RF, IR (paguouacToTrbl, HH(pPaKpacHoe
U3JIyYyeHHe) M BAKYYMHOI'O pe:KuMa.

Haxxumas Ha 1R, RF, REV, Bo3M0xkHO0 BbIOpaTh QYHKIHIO H
¢ MOMOIBI KHONOK «+» H «-» BO3MOKHO IOMEHAITh
JeiicTBUTe/IbHbIEe 3HAYEHMUS.

BHUMAHUE

MoxHo ycTaHOBUTDH 3HaueHue REV (BakyyMHBIl pe:kuM) TOJNbKO s Hacaaku Nel

BHUMAHUE

Touabko Hacaaku Nel H Ne2 mo3BOJAIOT MEHSITh YCTAHOBJEHHBbIEe 3HAYEHHUS MO3XkKe, HA
caMoii Hacajgke.

Kak ycTaHOBUTH MOKa3aTe/JHM BaKYyYMHOIO pe)XHuMa: Iaysa,

I0OBE€Hb, aCclIupanmusa

B 3T0#i yactu 3Kpaiia BO3M0:KHO 3a1aTh 3HAYEHUS JJIs1 BAKYYMHBIX NPOUEayp.

C nmoMombI KHOMOK MOKHO YCTAHOBUTH BAaKYYMHBIH YPOBeHb M may3y
MEKAY AacOUupamusMH, YKa3aHHYI0 B CEKYHJIaX, COTJACHO CJIeAyIUIHM
cxeMam;
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BUOLWLENM ME[ (BIOSHAPE MEO)BHLL

NMpoponxurtenbHocTb 1= BTarnBaHune koxu 0,5 cek.

paccnabnexnune koxu (acnupaumns) 1 cek.

MpoaoNXKUTENBHOCTb 2 = BTArMBaHWe Koxu 1 cek.

paccnabnexnune koxwu (acnupauunsa) 1 cek.

NMpoAONXKMUTENbHOCTb 3 = BTArTMBaHWE KOXMU 2 Cek.

paccnabneHune koxu (acnupauusa) 1 cek.

MpoaoNXKNTENbHOCTb 4 = BTATMBAaHNE KOXMWU 3 cekK.

paccnabnenue koxu (acnupaunsa) 1cek.

MpoAoONXUTENbHOCTb 5 = BTArMBaHWE KOXWU 4 ceK.

paccnabnexnune koxwu (acnupauusa) 1cek

MpoAoNXKUTENBHOCTDb 6 = BTArMBaHMe KOXW 5 cek.

paccnabneHue koxu (acnupaums) 1cek

MpoooONXNUTENbHOCTb 7 = BTATMBAHNE KOXW 6 cekK.

paccnabnenune koxu (acnupauusa) I cek

MpoooNXNTENbHOCTb 8 = BTATMBaHME KOXW 7 CeK.

paccnabneHue koxu (acnupaumusa) 1cek

MpoAONXUTENBHOCTb 9 = BTArMBaHME KOXMKU 8 cek.

paccnabnenune koxwu (acnupaumusa) 1cek

MpoponxutenbHocTb 10 = BTArMBaHMe KOXW 9 cek. +

paccnabneHue koxu (acnupauusa) 1cek.

MpogomxkutenbHocTb 11 = BTarnBaHue koxu 10
cek. + paccnabnenue koxu (acnupauusa)] cek.

MpoaomXunTEenbHOCTb 12 = BTArnBaHume kKoxu 11
cek. + paccnabneHue koxwu (acnupauus) I cek

MpoaoMXNTENbHOCTb 13 = BTArMBaHuve Koxu 12
cek. + paccnabnenue koxu (acnupauunsa) 1cek

MpoaoNXunTEenbHOCTb 14 = BTArmBaHue koxu 13
cek. + paccnabneHue koxu (acnupauunsa) 1cek

MpogomxkntenbHOCTb 15 = BTArmBaHue koxu 14
cek. + paccnabneHue koxu (acnupaums) 1cek

MpoaonxuntenbHOCTb 16 = BTArMBaHue Koxwu 15
cek. +. paccnabneHune koxu (acnupaunsa) 1cek

MpoaomxuTenbHOCTb 17 = BTArMBaHue Koxu 16
cek. + paccnabnernue koxu (acnupaumusa) 1 cek

MpoaomxuTenbHOCTb 18 = BTArMBaHue Koxu 17
cek. + paccnabneHue koxwu (acnupauusa) 1cek

MpoaomxnTenbHOCTb 19 = BTArMBaHuMe Koxwu 18
cek. + paccnabneHue koxwu (acnupauusa) 1 cek

MpoaomxutenbHoCTb 20 = BTATMBaAHUE KOXM
19 cek. + paccnabneHue koxu (acnupaunsa) 1cekx

B TpeTbeM 0J10Ke BO3MOIKHO YBHUAETH OTPULHATEJIbHOEC JaBJCHHE, IPUMEHAECMO€E INPHU npoueaype

acnupaumu.

B HuKkHel 4YacTH 3KpaHa BO3MOKHO, HaxxkuMmasi kKHonku “PT ON” / “PT OFF”, akTuBUpPOBaTh HJIH
Ae3aKTHBUPOBATH Budyaauszanuuio oipnuaTenbHoro naBienus, noka3piBaemyio B klla.

Haxxumas Ha

BpiOOp HacazKu M BpeMs JeYeHUs

Caeaywouuii 3KpaH mo3BoJisieT BbIOpaTh HACaJKH U BpeMs

JCeYCHUHA. BblﬁpaHHaﬂ HacaaKa BH/IHA B I[eHTpaJ'[l)HOﬁ qacTu.

le/l NMOMOINM KHOINOK «+» U «-» MbI MOKE€M H3IMEHHUTH

v BpeMs JieyeHMsl.

®blO 5, PykoBopacTteO

vaary ASIHiicc
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BUOLENN ME[, (BIOSHAPE MED)!

/3. U306paxeHue - Boibop Hacadku
Ilewamv nomapuyca /lloonuce/

Eciin Hacagka He MOAKJII0OYEHA, NMOSBJIAETCS cjeAyioluiee coodueHue 00 omudKe:

m T35

Kak TosibKk0 Hacaaka, HH p/ pacHass MOIIHOCTh, PAAMOYACTOTA U BAKYYMHAasi MOIIHOCTH ObLIN
BbIOpaHbI HA’KaTHEM HAa yC rpoiicTBO ToTOBO K padore. Tenmepb 1OKTOp MOkKeT OJU3KO
MOJOMTH K MAIMEHTY H HAYATH JIeYeHHe MPAMO ¢ HACAIAKH.

Hcnosib3ys HacaIKy, MOKHO OCTAHOBUTH Npouecc jgedyeHus. [Ipu naxkatum va 1 S | yerpoiicTBo

HpI/IXOIII/IT B 0e30MacHoOe COCTOSIHHE H MOXKeET ObITh 3allyII€HO C HACaAAKH.

Yr1o6bl 3anycTUTh YyeTpoiicTBo: Ha:xkmurte “Enter” nHa nacaake (Pucynok 8A);

14. U306paxceHue - Pexcum 2omosHocmu

38 PYKOBOACTBO MO M*-;4yeckoMy o6cnyxkuBaHuio - MagaHue O 5\09'
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BUOLWEWN ME[ (BIOSHAPE MEI.;JM S

9.4Hacapkun 1 mn2

O0e Hacagku 14 2 MOryT OBITH YCTAHOBJIEHBI HANPSIMYIO NPU MCIOJIb30BAHMU CTPEJIOK HA
HacaJake.

Hacapgka 1

1) Onucanue Hacaaku 1:

a) Hamxmure A”,“T ” aas Toro, 4rodbl BHIOPATh YCTAHABJIUBAEMYI0 MOLIHOCTh;
B) Haxkmure'” ” IJISl TOT0, YTOOBI MOBLICHTH MJIH MOHU3UTH MOIMHOCTD ;

¢) Juasa nayana padotrsl HaxkmuTte “Enter';
d) PaGorath ¢ ykazaHHBIMH HAC TPOIKAMH MO’KHO NMPSIMO C IKpPaHa;
e) Ilapamerpsl HeJib3sl UBMEHSITH BO BpeMsl paGoThbI.

StandK #
Tme + Q Q"0 O0
Pucynok A O 0 "0 v
O o RF IBRRRRRERE

e Infrared

e Vacuum

[ ]

l o 8Ss e RevSSSrpm
1) Aducnueii nasa Hacagku 1: (pucyHok A): yka3zaHue napamMeTpoB
A: CocTosiHME TOTOBHOCTH:
B: I'oTOBHOCTB K M3JIyYEeHHIO:
C: Bpems;
D: MomHoOCTh paano4YacTOTHBIX 3HAYEHUIA;
E: MomHOoCTh HHPPAKPACHOI0 HU3JIyYCHUS;
F: YpoBeHb 0TpULATEJIbHOTO JAABJICHUS
G: YacroTa BpaleHUusi poJHKOB:
H: JauTeJIbHOCTh UMNYJBCHOIO pPeKMMa BCACHIBAHNS;
I: MomHocTh BcachbIBaHUS
pykoBoACTBO no b.MU WTEXHU4YeCKOMY Oscny)KVIBOHVIIO - U3noHue (0]

© Ib,iw§ ar,

AGOKAISAUGSTHLI/T O fVKft
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BWMOLIENN ME[, (BIOSHAPE MED)|

Hacapka 2
L.| A

Sy QY
. RF

. Infrared TSSCESESS /1
* Vacuum [NERNY

f 885 888 kpa

: CocTOosiHHE TOTOBHOCTH;

: TOTOBHOCTH K H3JIYYEHHIO:

: Bpems;

: MomHOCTh pPagNo4acTOTHBIX 3HAYCHUIA;
MomHOCTh HHPPAKPACHOTO H3JIyYeHUS;

: YpoBeHb OTPHIIATEJbHOT0 AaBJIECHUS;

MoiHocTh BcacbIBaHHUS

: JIMTeNbHOCTh HMNYJBCHOTO PeKNMa BCACBIBAHUSA

TQmEmoOw»

9.5Ucnonb3oBaHne cMapT-KapThl

Korna Ilpubop BkIrOYeH, BCTaBbTE CMapr-KapTy B CIOT, PacIOJI0XKEHHBIH BHU3Y dKpaHa.
ByayTr mokasaHbl MHHYTBI, OCTaBIIHecs Ha JedeHHe. Eciu Ha kapre 6osbllie He 0CTAl0Ch MHHYT,

pe:xknM “ready” He HO3BOJIMT HAYATh JIeYCHHE.

PYKOBOACTBO MO -J. BeCkoMy obcnyxuBaHuio * UsgaHue O
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BMOLWENN ME[ {BIOSHAPE MEO]BHA

15. U306paxceHue - MuHymel, ocmaswueca Ha cMapm-Kkapme
Ileuwamv nomapuyca /Iloonucs/

/IToonuce/
Mcnonb3oBaHue annapaTta 6e3 cmapT-KapThbl
B rmaBHOM MeHIo BcraBbTe “MASTER" kapry.
Oto0pazuTcs CHeayONHA YKPaH.
Jnst Toro 4to0bl pa30IOKMPOBATh CMAPT-KAPTY:
1. Bsinbte kapTy MASTER
2. Haxmute kHonky «PASBJIOKHNPOBATDb»
3. BcraBbTe cMapT-KapTy
4. Hamxmure
5. BbIHBTE CMapT-KapTy
6. BcraBbTe cMapT-kapTy eure pai
Tenepb ycTpo#icTBO MOKeT padoTaTh 0e3 OrpaHUYeHHs] 0 BpeMeHH.
B rinasiom menio Haanucb CMAPT-KAPTA Goabiie He OyaeT oToOpakaThCs:
/6. U30b6paxeHue - HeoepaHU4YeHHOoe UCMO0Ab3080HUE IKPAHA
®b105,,, PykoBoacTtso " & '"1:-f. . TexHuyeckoMmy o6cnyxusaHuio - UanaHue O 41
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Kak yBeJriIninTb MUHYTblI HA CMapT-KapTe

B rmaBaom Meno BctaBbTe “MASTER” kapry.
OT006pa3uTcs CIeayouil SKpaH.

Teneps, Ayist TOro 4T00BI YBEINUYUTH MUHYTHl Ha CMapT-KapTe:
1. Bemnbere kapty “MASTER”;
2. Haxwmure “KAPTA IIOJIb3OBATEJISI” n npu nmoMomM KHOMOK «+» U «-» YCTaHOBHUTE
JKeJlaeMo€e KOJIMYECTBO MUHYT;
3. BcraBbeTe cMapT-KapTy

O »

Hapnucs oTOOpa3uTCA.

4. Haxwmure b&l
5. BbIHBTE CMapT-KapTy
6. OnAath BCTaBbTE cMapT-Kapiy

B rmaBHOM MeHIO 0TOOpa3mTCs WH(})opMaIysl M0 CMapT-KapTe W JOCTYIHBIM MUHYTaM.

42 PykosoacTBo no axcr. ;yecnomy obcnyxuaHnuio - Usganue O
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9.6Bbiknto4YeHne obopyaoBaHus

B pEXHME F'OTOBHOCTH Ha)XXMHUTE KHOHKY start/stop BHH3Y IHCILIES.

Ileuamv nomapuyca /I[loonucwe/
/lloonucsv/

®b105 PykoBoACTBO MO 3K: . . | ' anunyeckomy obcnyxusaHuio - NagaHue O 43
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BMOLLENM ME[ (BIOSHAPE MED)I

Y)KBaHUE U

s ABHOCTEU

Haxe ecmm ycrtpoiicteo BIOSIIAPIi MED nHe Tpebyer cmenuaibHOTO WJIH YacTOTO
TEXHUYECKOr0 OOCIYXMBaHHUs, 4YaK KaKk OHO M3TOTOBIEHO M3 BBICOKOKAYECTBEHHBIX
MaTepuasoB, B JTOM TIJaBe Bbl Haljere HEKOTOPblE MPEMJIOKEHHUSA, KOTOPBIE IpHU
peryJispHOM BBIIIOJTHEHHH TapaHTUPYIOT Oojee IIUTENbHBIH CPOK CIYyXOBl M HICATBHYIO
3¢ eKTHBHOCTH yCTpOHCTBA.

NPKAYIPEXAEHUE

3a 0ObIYHOe TexHHUYeCcKoe Oo6GCny)XHBaHUe, €C/AM C NPOAABLOM He GBIJIM COrJacoBaHbl KaKue-1HOO
KOHKpeTHble YCJIOBHSI, HeCcer OTBETCTBEMHOCIb NpOJaBel, U OOCIYXHBAHHE LO/DKHO OCYLIeCTBISTHCS
Tak, KaK OMMCAHO B MO#H riase. Ilpu Heo6GXOZMMOCTH  IIO/Jb30BaTeNb /JO/KEH BeCTH XXypHal
06C/IY)XMBAaHHUS, @ TAK)Ke OOBIYHBIX M Ype3BbIYalHBIX MEPONPUATHIA.

[Tonnas mpoBepka u pa3bopka ycrtpoiiciBa pazpemena TOJIBKO TexHHuecKkMM chenuaiucTam,
ynonHoMoueHHBIM ¢upmoit BIOS;

OO0BIYHOE TEXHHYECKOE 00CIyKMBaHHE HKIIOYAET, KpOME MPOBEPKH M CTAHIAPTHBIX HPOLERyp,
MIPOBEPKY, MPOBOAUMYIO CHEIUAINCTAMU U yTBEPKACHHBIMH TEXHUKAMH:

- B ciIyyae yJapa, mafeHus Win pU3H4ecKoro 110BPEeXKACHUS YCTPOHCTBA;

- B CJIy4ae 3aMEHbl OCHOBHBIX KOMIIOHEHTOB.

Kaxxnmpie mBa romga HEOOXOMUMO MPOBOJH I'b IPOBEPKY IICKTPHUUCCKOM 0E€30TTaCHOCTH yCTPOMCTRBA,
KaKk  yKa3zaHo B  JIEHCTBYIOLIUX ITpaBunax. JanHbie MPOBEPKHU, MPOBOJISIIIHECS
CIEeIUaNTN3NPOBAHHBIM TexXHHKOM ¢upmbsl BIOS wunm crnenuann3upoBaHHBIMA KOMIIAHHSMH,
BKJIIOYAIOT CIEAYIOIIUE ONepaluu;

- TECTUPOBAHUC CONNPOTHUBJICHHUSA 3alIUTHOIO NPOBOJAHHKA,

- TIpoBepKa yTEYKHM TOKa Yepe3 3a3e.MIICHHE, €ro Iepeaadyd Ha KOPIyC WM BO3JEHCTBHE Ha
nanveHTa Npu HOPMalbHOM (YHKIHOHUPOBAHUU WIIU MEPBOM MOJIOMKE;

- TpOBEpKa COMPOTUBIIEHUS H3OJAMUN MEXIY OJOKOM NMUTAHUS U NOCTYMHBIMH
TOKOTMIPOBOASIIMMHU M Pa0OYMMU YacTSA.MH armapara.

[Tonnass mpoBepka (QYHKUMHM U 3JIEMEHTOB YNpPAaBJICHUS YCTPOWCTBA MJOJDKHA MPOBOJUTHCS
TEeXHUYECKUM CHEIUAINCTOM, UMeIomuM paspemenue pupmsr BIOS;

- IEpBBIA pa3 yepe3 6 MecsIeB, U gajee Kaxaple 12 mecsies

- B CJly4ae HEUCIIPAaBHOCTH, OOHApyKE€HHOH 1I0JIb30BaTEIIEM;

-B Clly4ae 3aMEHBl CUCTEMBbl yIpaBieHus (WM II000H ee 4acTH) ycTpoiicTBa.

NPEAYIIPEXAEHWE

Kaxnas nponeaypa Texuudeckow o6c.ayyKusanus nmpubopa noJKHA OBITh OTMEUYCHA B
XKypHaye, koTopblii Bel Hannerc B [Ipunoxenuu.
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10.1 HapywHaa oyucmka npubopa u akceccyapoes

NPEAYIIPEXIEHUE

B mensix Oe3omacHOCTH Iepe] TeM, KaK BBIIOJHUTHh JNEWCTBUS MO TEXHHYECKOMY
00CTyXKMBAaHUIO UJIM OYHUCTKE, HEOOXOIMMO OTCOCIMHHUTH Kabellb IEKTPONMUTAHHUSA OT
PO3ETKH/3IEKTPOCETU. 3aupenaercu noMemarh HacaakKy B JIOOYI0 XUAKOCTb, Aaxe
€CJIi BBl XOTUTE NPOBECTH YUCTKY luni o0OpaboTKy.

OunucTKa HapyXHBIX 4YacTed yCrpoHCTBa MPOU3BOAUTCSA MO-Pa3HOMY, B 3aBUCHUMOCTHU OT
MaTepuana (IIacTUK WM METaln).

BHemHss 04nCTKA MIaCTMACCOBBIX JeTajieil, HEBAaXXHO MOKPHITH OHU JIAKOM FUIU HET (Hamp,
HacaJK{), JOJKHA MPOBOIUTHCS MATKOW TKaHBIO, CMOYCHHOW TEIJIOW BOMOW (BO3MOXXHO B
cMecH C KUAKUM MbUIOM i 0411cTku OBITOBBIX W3JENUiA), JTHOO OCOOBIMU YHUCTSIIUMHU
cpencTBaMHM JAJd MOBEPXHOCTEH U3 mjacrMacchl, He conaepxamux cnuprt. Hucnueil u
KJIABHIIM TakK)Xe€ MOKHO OYHIIark TKaHBIO, CMOYCHHON CHENHAIbHBIMH YHCTIIIUMH
CpeaCcTBaMM Il M3JENU M3 CTeKJa M IiacTMacchl (Hamp. «Berpui»), KoTopbsle HH B KOeM
cllyyae He JOJKHBI COIEpKaTh arpeCCUBHBIC BEIIECTBA.

Meraminyeckue dYacTU CledyeT OYHCTUTHh IMOJHOCTBIO OT OCTaTKOB KpPEMOB WU
KOCMETHYECKHUX M3EIUM, TAKXKE C TOMOIIBIO0 JEHATYPHUPOBAHHOTO CIIHPTA.

MEl PCKOMCHAYEM CJICA0BATH HUKCU3JIOKCHHBIM COBCTAM!

e Bcerga ucnosib3yiTe TKaHW WM YUCTYKO Oymary Jjs OYMCTKH mpudbopa, 0COOCHHO
MOBEPXHOCTU U3 OPTaHUYECKOTO CTEKJa.

* Hcmonp3yiTe CHHTETHYCCKYIO KOXKY JJIs TOTO, 9YTOOBI TPOTEPETh HACYyX0 MpubOp.

e He wucnonp3yiitTe (HM B KOoeM Cciyd4ae) NyJIbBEPHU3ATOPHI, TaK KakKk OHHU MOTYT
COPOBOIUPOBATh MPOHUKHOBEHUE YHUCTSIIUX BELIECTB BHYTPb MAIIUHBI.

* He gorparuBaliTeCch HUKAakKuMM .Marepua;loM 10 PEIIETOK OXJaJUTEIbHON CHUCTEMBI U HE
YHUCTUTE BHYTPEHHUE YACTU, KOTOPbIE MOXXHO YBUAETh BHYTPH.

* He morpyxkalite mpubop B BOJAY M He JieliTe Ha Hero BoAy. llociie BHENIHEH OYUCTKHU
KOpIlyca OCYIIHUTE BCE YACTU MEpe CIEAYIOUIUM 3alyCKOM MallWuHBI.

* Hcnonb30BaHME  aJKOTroJIi WM  aleTOHa JONYyCKAaeTcs TOJBKO [UIL  OYHUCTKH
METATJINYEeCKOW TOBEPXHOCTH T'OJIOBKH HACaJKH.

* He cineayer pa3duparh YCTPOWCTBO ANsl YHUCTKH; YCTPOWCTBO HE HYXKJACTCSA B YUCTKE
BHYTPEHHUX JeTalel; ecIu ke YUCTKa HeoOX0oIuMa, 3Ta orepanus JOJIKHA MPOBOJUTHCS
TOJIBKO CIENUAaJTU3UPOBAHHBIM TEXHUYECKHM IMEPCOHAIOM, HUMEIOIIUM pa3pelieHue
¢upmer BIOS S.r.l.

Ieuamv nomapuyca /TToonucwv/

NIITNMIJIHUE

Pa3bopka ycTpoiicTBa JOJKHA OCYN[ECTBISTHCS HMCKIIOYUTEIBHO YHOJIHOMOYCHHBIM
TEXHUYECKHM mepcoHadoM. Ho Bompocam peMOHTa M AOMOJHUTEIbHOW HHpOpMaI UK
HeoOxonmuMo oOpatuThcs Ha pupmy BiOSS.r.l. unu B ee ynmodIHOMOUYECHHBIC CEPBUCHBIC
IEHTPHI.

/I[Toonuce/
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10,2 Texunuueckoe obcnysicusarnue oCyuecmensiemcs
K8AMUDUYUDPOBAHHBIM NEPCOHATIOM

BHMUMAHUE

CJ'Ie,Z[YIOH_II/IC onepanpruu AOJIXKHBI HUBIMOJIHUUTBCA TOJBKO TCXHHUYCCKHM INCEPCOHAJIIOM,

ynonHoMoueHHbBIM ¢upmoir BIOS S.r.l., mepBwiii pa3 uepe3 15 mecsameB u nanee
Kaxnaele 12 MecsIieB:

BuyTtpennuii ocmoTp u BHyipemiflu ounctka Hacagku;
* Bayrpennuit OCMOlp ycTpolicraa.

J0.3. Ouucmka nacadok u obcaysicusarnue

NPEAYIIPEXIAEHUNE

[lepen kaxmoil omepamueil MO OYHCTKE HACaJKH HEOOXOIMMO OTKJIKYHUTHh KaOeib
MNUTAHUI OT CETH.

UToOBI CHATH TOJTOBKY HACAJKH JJISI TTAT€JIbHOW OYUCTKH, HY)KHO OJJTHOBPEMEHHO HaXXaTh KHOIKH
1Mo 00€ CTOPOHBI TOJIOBKH.

FOJ'IOBKy HaCaJKu CJICAYCT OYMUIIaTh IMOCIC Ka)K,I[OI)'I nmpoueaypsnl.

J0.4 Ouucmra ¢punempos

I[J'IFI OYHCTKH (bHHBTpa AOCTATOYHO CHUSA1b KPBIIIKY B 3a,I[H€I>i YaCTU HACaAKH U YAAJIUTH I'PpA3b.

OumncTKa TOJHKHA MPOBOJAUTHCS TIAAKOW TKAaHBIO, CMOYEHHOH Teminod BOAOH (II0 BO3ZMOXHOCTH
CMEIIAaHHOW C XUJIKUM MBLIOM JJIsi OBITOBBIX H3JICIHUN).

46 pykoBoAcTBo no 3K-- : KoMy o6cny*cusanmio - MagoHne O

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[lepen ncmonp3oBaHUEM YCTPOWCTBA KPBIIKY QHIBTPA CIAEAYET YCTAHOBUTH Ha MECTO.

J0.5 Pykosoocmeo no ycmpanenuio neucnpagHocmet

I[Ipo6nema Up 114umna

[IpoGyema ¢ BEIKJIIOUATEIEM
SIEKTPOMUTAHHUS

Bunka BcraBie}ia
HeNmpaBUIbHO
[IpoGnemsr ¢

I[ToBpexIeHHBIM UHIUKATO
BKJIIOUEHHUEM pexa A p

IJIaBKOTI'0 NpCAOXPAaHUTEIIA

[Ipo6Gnema ¢ mane:m.1o
yIpaBleHUs

[TpobGnema ¢ BkItOUATEIEM
Her curnana o

MOAKJIIOYEeHUHU
HacaJIku

[Ipobnema ¢ cuc Temoit
yHpaBJlleHUS

He paboraer
CEHCOPHBIN dKpaH

[IpoGnema ¢ ceHCOPHBIM
JKpaHOM

IIpo6aemMa ¢ BaKkyyMHBIM
HacocoM

[Ipob6nema ¢ BXOQHOU BUIKOU
MEePEMEHHOTO HaIPSIKCHUS

[Ipobnema c

11 JIEMBI
pobe ¢ 3JIEKTPOMATHUIIBIM BEHTUJIEM

OTpULIATCIbHBIM

JIaBJIEHUEM IIpo6nema ¢ 24-BOTBTOBBIM

KIIIOYOM

IIpobnema c
BCHTHJIIAIUMOHHBIMHU
pemreTkaMu

[Ipobnema ¢ Hacagkoit

YposeHnb PU-uznyueHus
pasen 0

IIpobnema MHKPOCXEMBI
OapomeTpa Ha IUIaTe
yIpaBlICHUS

OTtcytcTBue PU-
U3JY4YECHUA
(pammodacToTH

[Ipo6aema ¢ KOHTPOJIBHBIM
OTO M3ITYUEHUS)

120110

[Ipobnema ¢ mepexatova reaemM
PY moaudukanmu
(Mommdukamnueit

®bIO 5", PykoBoacTtBo no ak:.n.-. .

AtSJHinc VK%
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Pemenue

3aMEHHTE BHIKJIIOYATEIb

BcraBpTe BHUJIKY IIPaBUJIIBHO

3aMeHHUTE PEeOXPaHUTENb

3aMeHHUTe TaHedb YIpPaBICHUS

3aMeHNTE BKIKOYATEND

BrikntounTe MUTAaHUE U 3aITyCTHTE

npudop CHOBA;

O6partuTech 3a KBaTu(pUIUPOBaAHHON

MOMOIIbIO

OOpatuTtech 3a KBaTuPUIUPOBAHHON
MIOMOIIbIO

3aMeHHUTEe BaKyyMHBIH Hacoc

3aMeHuTe BaKyyMHBIH Hacoc

3aMeHHTE 3H€KTpOMaI‘HHTHBIfI
BCHTHJIb

3aMeHuTe BKIIIOYATEIb

3aMeHUTE PO3ETOUYHYIO YacTh
COEIMHUTENS

IIpoBepbTE Hacanky

IToBBICETE YPOBEHD

3aMEeHHUTE MUKPOCXEMY

3aMeHuTe KOHTPOJIBHOC Tabio

3aMeHNuTE BKIIIOYATEID
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BVOLWENN ME[ (BIOSHAPE MED)I

I[Tpo6nema Hpuuuna Pemenue

panuodactoTJioro u3nydenus)

[Ipobnema ¢ BHYyTpEHHUMU

IIpoBepbTe HacaaKy
NeTadsIMU HacaJKH

[Ipobnema ¢ renepaTopom

3amenurte reueparop PU-usnyuenus
PY-usnyuenus patop y

Yposens pasen 0 IToBBICKTE YPOBEHD
Het [Ipo6nema c BHyTpEHHUMH
IIpoBepbTe Hacaaky
WHPPaKpPaCHOTO NeTaasiMU HacCaJKH
U3Iy4YECHUA

[MpobGnema ¢ maHemnbIo

yIpaBieHus 3aMeHUTE MaHelb YIpaBICHUS

CkopocTtb paBHa 0 IToBBICETE YyPOBEHD

CiaOblii KOHTAKT B Hacajke
Ponuk He IIpoBepbTe Hacanky
WM TIPOOJIEMBI C MOTOPOM

pabotaer
[MpobGnema c maHenbO
3aMeHHUTEe MaHeb yIpaBIeHUS
yIpaBICHHS
Wi IMPUMEYAHUE

BIOS S.r.l. coxpanser 3a co0oifi mpaBo Ha NOCTABKY KOMMYTALHOHHBIX CXEM,
cnenupUKanuii geTaliel, MHCTPYKIUH HO MOHTaXy W KaauOpoBKe WM MHOU MH(pOpManuH
OTHOCHUTEINBHO JIeTalel, KOTOPbIe MOTYT OBITh OTPEMOHTHPOBAHBI, TOJIBKO MOCIE MOJTYyUCHUS
NUCBMEHHOI'0 3aIIpoca YIOJHOMOYEHHBIM MEPCOHAIOM MO TEXHUYECKOMY OOCITYKHBAaHUIO H
PEMOHTY.

10.6 Uucmpyxyuu no ynakogke u ozgpaujerue 060pyo0o8anus
0 OTcoenmHuTe Kabenb MUTAHUS U pa30EpUTE aKceccyapsl.

0 Hcnonp3yiiTe KOpOOKY U OPUTHHAIBHYIO YIAKOBKY.

BHUMAHUE

Ilepen ompaBkO# ycrpoiicTBa, MoXanyicTa, CBSKHTECh CO CIYyXOOW TEeXHHYECKOH
NONNEPXKKH [JJisi nolydeHun Homepa RMA (Bo3BpaT HEKa4YeCTBEHHBIX HIH
HEUCIPaBHBIX M37|eIHI MPOU3BOIM Tellto 11u Bo3BpaTa, peMOHia nnu 3auéra B Oananc)

/KOBOACTBO MO skcnnyartar *ecKOMWV ob6cnyxusaHuio * spgaHme O ® bIO5y»,, -

bl90*cnleve%memk oevicis
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BMOLLEVN ME[ (BIOSHAPE MEQ)LLW1

HHUMAHMUWE

OTBeTCTBEHHOCTD 3a yuiep0, BEI3BAaHHBIH HENPaBUIBbHOU YMaKOBKOW NMpuOOpa, JIEKHUT
Ha knueHTe. Ecnu Bo3MO/KHO, ncno.ibjyii ie OpUTHHANBHYIO YHaKOBKY.

A

11.1 IIpunyunwvt nevenus u pyuxyuu

a) MudpakpacHOEe CBETOANOMHOE H3IYUCHHUE C JITUHON BOITHBI 940 HM CHUXKAET
MOBEPXHOCTHOE COMPOTUBJICHHE KOXH IMyTEM HarpeBa Koxu U PU sHeprus riy0ooko
MPOHUKAET B COCIMHUTEIbHBIC TKaHM,

CuHepructuieckas KOMOUHANUSI WHPPAKPACHOTO Jia3epa U SHEPTUS PATHOU3ITYUCHUS
YCUIIMBAET BHYTPUKIECTOUHYIO NUP(DY3UI0 KUCIOPOJa IIyTeM HarpeBa KOXH.

B) [IpuMeHeHne pOIMKOB cleMadIbHON KOHCTPYKIIMH, B Hacajakax | M 2 Mo3BoisieT
palvoU3IyYeHUIO MPOHUKATh B TKaHU Ha 2/3 cM. B To e BpeMsi, BakyyM, CBsI3aHHBIH C
MEXaHHYECKUM IEeHCTBUEM POJUKOB, CTUMYJIHPYET U PACTATHUBACT COCAUHUTEIbHYIO
TKaHb, PacTaIJINBAET MOAKOXHBIN XKHUP, a TAK)KE aKTUBU3UPYET KaMUJIIAPHI;, YCHUINBACTCS
00MEH BEIEeCTB M pa3Mepbl 00JIACTH MOJKOKHOTO KMPa YMEHBIIAIOTCS MPU 3aMETHOM
yIydmieHuu GOopMBl Teja.

¢) PU- sHeprus neiicTByeT TONBKO Ha Bl AHYTYIO YacTh KOXKH, NMOBBIAs 3¢ HEKTUBHOCTE U
Oynyumn Oe30macHOM naxke AJsl HEPUOPOUTAIBLHON 30HBI.

J1.2  Ilokazanusa xk npumeneruio

1) YcTpaneHue TEMHBIX KPYTOB U CKJIQJIOK BOKPYT TJIa3, MEIIKOB MO TJIa3aMu; 2).

2) JludTuHT Bek U yCTpaHEHHUE MOPIIHH;

3) VYiydmienne KOHTYpPOB Teja mociie 6epeMeHHOCTH;

4) CokpalieHue JTOKaJbHBIX OYaroB OXXHUPEHUS, YMCHBIICHUE XHUPOBOTO CJOS, MOATSKKA KOXHU
(pyku, HOTH, NIJIEYN U CIIUHA, UKPBI, SITOJIUIIBI);

5) [IpodumakTrka pacTskex.

IL3  Ilpomueonokazanus
3ampenraercs ucmoab3oBaTth Y crpoiicteo BIOSHAPE MED:

1) CoBMECTHO C 3IEKTPOCTUMYJISATOPOM WIH AeHUOPHUIISATOPOM;
2) sl MallMeHTOB, Y KOTOPBIX HMEIOTCS METAUTMYECKUE UMILIaHTAHTHI,
3) IloBpexaeHHas KOXa WJIM BOCCTAHOBJICHUE MalMEHTa MOCJIE PAKOBBIX 3a00JIeBaHUI;
4) Jlpyrue cepre3Hble 3a00J€BaHMs, TaKhe Kak 3a00J€BaHUs cepJila WiIn quabeT;
5) bepeMeHHOCTH M KOPMIICHHUE TPYIBIO:
6) TennoBas 4yBCTBUTEIBHOC Th;
7) OTKpBITBIE paHEI;
8) MencTtpyanbHbll MUK
Ilevamv nomapuyca /lloonuce/
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BVOLWENNMEL (BIOSHAPE MEOILIIIII

11.4  Hacmpoiixu 0ns 1euenus (pexomerHoayuu)

e Jluno: 30 MUHYT i1 KaXXIOH MpoUenyphl, pa3 B HEIEN, OAUH KypC JE€YECHHUS COCTOHUT H3
JECATH TPOLEaYP;
* I'maza: 15 MUHYT 075 Ka3kOoi MpOUEAypPHl, pa3 B HEJAENI0, OJUH KypC JICUCHUSI COCTOUT U3
JECATH TPOLENyP;
* OcranbHoe Teno: 45-60 MUHYT, MECTHOE JIeUeHHE MO 15 MUHYT.
* JlBa pasa B HeJIeNI0, OMH KypPC JICYCHHUS COCTOHUT U3 IECATH MPOUEIYP
/lloonuce/

11.5  Vxo00 3a nuyom

1) IloaroToBhTE HEOOXOAUMEBIC MATEPHATIEL:
Ounmaroniee cpeACcTBO JUIS TUla, 3GUPHOE Maclio il KOHAUIIMOHUPOBAHUS 1 BaTHbBIC
TaMIIOHBI CO CITHPTOM;
2) IlpuroToBimeHuUs mepes MPOIETyPO:
> OOBsACHUTE KIUECHTY PyHKIUH 000PYAOBAHUS U OIIYIIEHUS BO BpeMs IMPOIEIYPHI;
> He ynorpe0nsaTh MEIUNMHCKUE Ipenaparhl, COAEPKAllUe TOPMOHBI B TEUYCHHE OJHOU
HEJIeJIN 10 TPOIEaYPHI;
> He HazmeBaTh METAJNIMYECKUE IIPEIAMETHI,
> Cpenaiite GoTo, yIOCTOBEpSASICH B TOM, 4TO (POH U CBET B HOPME.
3) Ilpomenypa:
IlepBas yacTh: UCIONB3YyHTE TETIYIO BOAY U MOJOTEHIIE JJIsI OYUCTKU KOXKU,
Bropas "acTb: BeIIEHTE HA KOXY 3GHPHOE MACIO ISl KOHAUINOHUPOBAHUS;
TpeThbst 4acTh: 3amycTUTe 000pYyJOBaHNE M YCTAHOBUTE MapaMeTpPhl;
4) Metox neueHus:
HacTpoiiTe mapaMeTphl COTJIACHO YyBCTBUTEIBHOCTH MAIIMCHTA H PEAKIINU KOXKHU. BO3MOKHO
CHHM3UTh MapaMeTphl, €CJIU Bbl 00pabaThiBacTe NCJIUKATHYIO 30HY, TAKYI0 KaK I'Pyab M Max.

Jeuenue

1) DddexkTuBHOCTD:
JludTuHT, MOATAKKA KOXKH JIMIA: Pa3 B HEIEIIO, OJUH KypC JICYCHUSI COCTOUT U3 ICCATH
Hpouenyp;
2) llpumevanus:
CHHU3bTE YPOBEHb MOIIHOCTH 10 1-2, eciiu Bbl 0OpabaThiBaeTe TaKMe 30HBI, KaK JIOO, CKYJIbI H
mo100POIOK.
OTpunarenpHoe napiaeHue: 1-2;
JAnuTtenbHOCTh UMOYyJbca: lcek-2cek
MomHocTs nHppakpacHoTO H3IydeHUA: 4BT-8BT
3) [Ipomenypa neueHuUs:
a) OuuctuTe KOXYy;
B) Bruieiite a¢upHOE Maciio sl yBIQXKHECHUS KOXKU;
¢) Jnsg mpoBeneHus MPOIEAYPHl HA JIUIE: IMeKax, 0y u rydax;
4) Hacagka u HacTpoiika mapaMeTpoOB:
Hcmonw3yiiTe Hacanky 3 Ajs JIUIA;
OTtpunarenbHOE naBieHue: 1~ 3;
JAnutenpHOCTh UMITyJIbCA: lcek-2cek
MomuocTh HHppakpacHOTo u3nydeHus: 0BT-IOBT Puc. 1

.5) IIpomnecc neuenus (Pucynoxk 1)

lar mepBbIi: HaNpaBACHHBIN TUPTUHT:
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BMOLLENM ME[ (BIOSHAPE MED)BHB

O JUQTHHT B 32aBUCUMOCTHU OT 3epHUCTOCTH KOXH (PucyHox 1), Bo3nelicTBOBaTh Ha YIIU H
30HBI BOKPYT YIIHOW PaKOBHUHBI, BUCOUHBIE 30HHI;
o0 IloaTsAaruBaiTe KOXKYy OJHOU PYKOH BO BpeMs POUENYPBHI;
o IloBTopuTe mpoieaypy 2-3 pasa.
Bropoii mar: [ToBTopute npouenypy Ha cnenupHIecKrX 30HaX, TAKUX Kak HOCOTYOHBIE
CKJIaJIKH, TOOHBIE MOPIIMHBI, MOPIIUHEI.
6) DddexTs:
a) IloxpacHeHue U JIETKO€ TEIJIO Ha JIUIE;
B) YMeHbIOICHHE MOPIINH;

¢) ToHWpoBaHWE KOXKH JTHIA

Ob6racrtb BOkpyr rias

1) O¢ddexTuBHOCTD:
JIndTHHT KOXKHU BOKPYT Ti1a3 (Ha BeKax), MOBBIIEHNE YIIPYTOCTH KOXH, pa3TiakuBaHHE
MOPUIMHOK B YIOJIKax Iya3 («TyCHHBIX JIallOK»), yAaJeHUEe MEIIKOB U KPYTOB O] Iia3aMHu;
Pa3 B Hexento, OUH Kypc J€UEHUS] COCTOUT U3 AECITH NMPOLEaAyp
2) Ilpouenypa nedyeHus:
a) OuuCTHTE KOXKY;
B) Brineiite apupHOEe Maciao A7 YBIaXKHEHHUS KOXKU;
3) Hacangka u HacTpoiika mapaMeTpOB:
Wcnonp3ylite Hacaaky 4 nis rias;
OTpunartenbHoe naBieHue: 1;
JnutenpHOCTh UMIyJbca: 1cek-2cek

4) Ilpouecc neuenus (PucyHok 2)

[TepBbIil mar: NOATIAKKA:

o IloaTskka BHYTPEHHHMX YacTel 1O HANpaBJICHUIO K BHEUNIHEMY YTOJKY H BBEPX K
BHCOYHOHN YacTH;
o IloxarsaruBaliTe KOXYy OJHOW PYKOW BO BpEMS IPOLEAYPHI;
o IloTopuTe mporeaypy 3-4 pasa.
Bropoii mar:
olloBTropuTe npoueaypy ¢ BeKaMHi, MOPLUIMHAMH Ha BHEIIHEHW CTOPOHE M HA MEIIKaX MOJ
ria3amH.
5) PesynbTar BO3JACHCTBUS:
a) IlokpacHeHHE U JIETKOE TEIJIO0 Ha JHIIE;
B) VYMeHbIIEHHE MOPUIUH JINIIA;

C) Bekxu cTaHOBATCS OOHOBJICHHBIMHU U MOATAHYTBIMU.
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1l es

1) DddexTuBHOCTD:
[Montskka 1 0OHOBIIEHHME KOXU IIEH, YCTPAaHEHHE MOPIIHUH;

-~

Pa3 B Hexento, OMUH KypC JIEUEHUSI COCTOUT U3 IECATH MPOUEayp

2) Ilpouexnypa aedyeHus:
a) O4ncTUTE KOXKY;
B) Brinelite a¢upHOoe Maciio I yBIaKHEHUS KOXKU;

c) [IpoBoaute npoueaypy, Kak moKa3aHO Ha PUCYHKE 3
3) Hacanka u HacTpoiika mapaMeTpoB:
Ucnone3yiite Hacanky Ne 3;
OTpunarenbHoe AaBieHue: 1;
JAnutensHOCTh UMITyJIbca: lcek-2cek

MomHocTh nHppakpacHOro uznydeHus: 6BT-10BT
Ilevamv nomapuyca /[loonuce/

/TToonuce/

4) IIpouecc neuenus (Pucynox 3)
Cnoco6 ucnonb3oBanus 1: Pucynok 6

ITonTsaruBaiTe KOXY OAHOU PYKOU BO BpeMsl NPOLENYPHI;

[ToBTOpHTE IpOTIEAYyPY 2-3 pasa.

Pucynok 3

I1.6 Teno

D¢ PEeKTUBHOCTE; MOBBIIIEHUE ITACTUIHOCTH KOXHU (001aCTh )KUBOTA, CIIMHA, TAIHs, Oeapa,

JOIBIXKKHU, PYKH), KOHTYypHas IIaCTHKA,
[Ba pa3a B HEZle10, OJUH KYpC JICYEHUSI COCTOUT U3 NECATU MPOUEAYD.

IHynok u oc ueom

1) IlpuroroBineHUs mepe] JeUCHHEM:
a) O0bsicHUTE KIUMEHTY QYHKIMHU 000PYAOBaHUS U OLIYLUICHHUS BO BpeMs IPOLEAYPHI;

B)He yHOTpe6J’I$ITI> MCAUIUHCKHUC MMpeHnapaThbl, COACPIKAINIUC TOPMOHBI B TCUCHUC O,I[HOﬁ

HEJeJNH 0 MPOIEeayPHI;

c) He manmeBaTh MeTayuIMueCKUEe MPEAMETEHI;
d) Caemaiite poTO, yIOCTOBEPAACH B TOM, 9TO (D)OH ¥ CBET OJMHAKOB JIO U MOCIE MPOIEIYPHI;
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BVOLLENM ME[ (BIOSHAPE MED)H

e) CHuUMHTE MEpPKHU C KJIMEHTa (Ha pUCYHKe 4 MoKa3a METOA UCIOJIb30BaAHUA)

Pucynox 4 Pucynoxk 5

2) llpumeuanus:

a) Cropocure KIHEHTa O €ro OMYIIEHHUSIX, HyXKHBIA U YPOBEHb MOUIHOCTH, IIEPEHOCHUT JIU OH

XKap, KaKol ypoBeHb KOM(OPTEH A HEro;
B) He 3abbiBaliTe, 4TO MOJKOXHBIN )XKUP Ha TaJUU, )KUBOTE U IPYAH TOHBIIE;
c¢) Bcerna cipammuBaiiTe KIMEHTa, BCE JIM XOPOIIO BO BpeMs MPOLEAYPHI.
3) Ilpouenypa ieyeHus:
a) O4HuCTHUTE KOXKY;
B) Bruneiite ahupHOe Macio Og yBIaXKHEHHUS KOXKU;
4) Hacanka u HacTpoiika mapamMeTpoB:
Hcmonw3yiite HAacanky I;
OTpunarenbHoe aaBieHue: 3 ~ §;
JAnuTenpsHOCTh UMIYJIbCA; 2CeK."3 CeK.
MomuocTs nHppakpacHoro n3nyuenus: 10BT-20BT;

Bpamenue: 18 060poToB B MUHYTY-30 000pOTOB B MUHYTY

HpI/IMe'{aHI/IeZ CHHu3bTE YPOBCHb MOIITHOCTHU Ha 1-2 OTHOCHUTEIBLHO CTaHAAPTHBIX MMapaMETpPOB

MIpH JTCUCHUH TAJUH, )KUBOTA U TPYIH.
5) Ipouecc neuenus:

a) PaspmenuTe 30HY )XMBOTa Ha HECKOJBKO YacTell (PUCYHOK 5);

B) IlonHOCTRIO TPHUIOXKHUTE HACaAKy K KOXE M 3aTeM BKJIIOYHWTE €€ HaXaTHeM KHOIIKA,

pacrolioKeHHOW Ha HacaJlKe, I Hadalia paboThl;
c) Jnst ocTaHOBKM ollepalMy: Ha)XMHUTE KHONKY Ha Hacaake;
d) H3MenuTe mapaMeTpsl JICUCHUS UCXOs U3 PEAKLUH MaIUEHTA;
e) OtmerbTe 3¢cM M 6CM OTHOCHUTEIBHO BEpXa U HHU3a YPOBHS XXKHUPA;
f) Ilpouenypa nedyeHus:
> Ilpomenypa neuenus 1, nuneiinoe neuenue (PucyHok 6);

> Ilpouenypa neuenus 2, ocoboe neuenue (Pucynok 7)
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/W 41A

Pucynoxk 6 Pucynok 7

PaB,I[eJ'II/ITC o0racTh JKUBOTA Ha 4 4acCTU, IOBTOPUTEC JICYCHUC HA Ka)i(,[[OfI YaCTH OJId HarpeBa
30HBbI )KXUBOTA.

Cnuna

1) IIponienypa nedeHus:
a) O4HuCcTHTE KOXKY;
B) BrureliTe apupHOE Macio A yBIAXHECHUS KOXH;
2) Hacanka m HacTpoiika mapaMeTpoB:
Ucnonp3yiiTe Hacaaky 1;
OTpunarensHoe gaBieHue: 4 ~ §;
JnutenpHOCTh HMIyJIbCca: 2C€K~3CEK;
Ileuamv nomapuyca /[loonuceJl
/lloonucs/
MomHocts uH(pakpacHoro usnydenus: 10BT-20BT;
Bpamenwne: 18 06opoToB B MUHYTY-30 000pOTOB B MHHYTY

3) Ba pa3HbIx pexuma npoueaypsl (Pucynku 8, 9)

PucyHnoxk 9

Hoeu

1) [Ipouenypa neuecHU:
a) OuncTUTE KOXKY;

B) Harecure adupHOE Maciao I YBIAKHEHUS KOXKH;

Hacanka u HacTpolika mapaMeTpoB:
o4 PykoBOACTBO NoO aKkcnilyaTaymMm u TEXHUYECKOMY obcnyxueaHmio * UspaHme O
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Ucnonp3yiite Hacanky 1 mim 2;

OTpunarenpHoe gaBiaenne Hacaaku Nel: 4~8 (OrpunarenpHoe qaBiieHue Hacagku No2'
3-7);

JAnuTensHOCTh UMITYJIbCA: 2CeK-3CeK;

MomHocTs nHppakpacuHoro n3aydenus: 10BT-18BT;

Bpamenne; 18 060poToB B MUHYTY-30 000POTOB B MUHYTY

3) llponenypa neyeHUs:

CrepBa BO3ACHCTBYIOT Ha BHEIIHIOO cTOpOoHY Oeapa (Pucynok 10).
Beepx - BHU3, 3aTeM ciieBa HANPaBo.
[Torom 006pabaTbroar0T BHYTPEHHIOI CTOPOHY.

Pucynok 10

Ilneuo

1) IIpouenypa neueHus:
a) OuncTuTEe KOXKY;
B) Brineiite adupHOE Maciao IS YBIaKHEHHUS KOXKH;
Hacaaka u HacTpoiika mapaMeTpoOB:
Hcnonp3yiiTe Hacagky Ne2;
OTpunarenpHoe aaBieHue: 3 ~ 7;
JmuTenbHOCTh UMITYJIBCA: 2CeK-3CeK;
MoutHocTs uHPpakpacHoro usnyuenus: 10BT-18BT;
Bpamenue: 18 06opotoB B MuUHYTY-30 000pOTOB B MHUHYTY

Pexum neuenus (Pucynox 11):
OOparuTe BHUMaHUE Ha JACJIUKATHBIC U YyBCTBUTEIbHBIC 30HBI. Pucynoxk 11

/1.7  Ilocne nposedenus npoyedypoi

1) He moiite 06paboTaHHyI0 YacTh Teja XOJOMHOW BOIOW B TCUECHHUE § YACOB IMOCIE MPOIEAYPHI
(kpome nu1a);

2) He maccaxupyiite 3Ty 4acTh;

3) MHzOeraiiTe COTHEYHOTO M3IYyYEHHS B TEUCHUE NMEPBON HENEH MOCIe JICUSHHUS;

4) MOXHO IPUMEHATH OYHINAIOIIEe MOJIOYKO;

5) He empre cpipyto, XOMOMHYIO WIH OCTPYIO MUY B T€UEHHE 8 4aCOB MOCIE MPOLEAYPHI.

/1.8  Pexomenoayuu 0115 CAl0OHO8 KPpACOMbl

1) 3anuceiBaiiTe u GUKCHPYIHTE BHITIOIHIEMOE JeUeHNE, YTOOBI HAOM01aTh 3G PEeKT;
2) Bpeaute KapThl Aas Je4eOHOH (U3KYIBTYpHl A TOro, 4YTOOBl CHH3UTH O00Jb H
HEIMOJBMKHOCTh CyCTABOB ILJICY, HIEH, & TAKKE TAJINU H )KHUBOTA.
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11,9  Bonpocvt u omeemor 0o BIOSHAPE MED

Ileuamv nomapuyca /[loonucs/
1. KnuenT: Uto Takoe BIOSHAPE MED?

Omneparop: IIpubop BIOSHAPE MED 0bin pa3pabortaH ajis yaydlIeHHUS CHIY3Ta Teja.
YcrpoiictBo mo3Bossier paboTarh ¢ 4 pa3’sAUYHBIMH  TEXHOJIOTHSAMHU: JBYXIIOJNIOCHOE
panrovacToTHOE U3JIy4YeHHe, HHPppaKpacHOe CBETONUOMAHOE U3NyYCHHUE C JIUHON BOJHEI B 940
HM, DJHJIEPMOJOTHYECKHH MaccaxX, POJMKOBBIE MPOUEAYyphl. OTH TEXHOJOTUM IMO3BOJSIOT
CYIIECTBEHHO ONTHMH3UPOBATH METabO0IM3M JTUMQPOIUTOB W KIETOK, TaKUM 00pa3oM, TEIo
npuoOpeTaeT HOBBIE KOHTYPHI, a MEJJTIOIHUT U KOJTUYECTBO )XKHUPa yMEHBIIAIOTCS.

2. Knuent; Kak MHe onpenenuTh Kypc nedeHus ¢ ycrpoiicteom BIOSHAPE MED?
Omneparop: Temo: 2 pa3a B Heneno, 30 MUHYT Ha KOKIYIO IPONEAYPY, KYPC JTCUECHUS COCTOUT
u3 10 mpouenyp;

I'maza: pa3 B Hemest0, 5 MUHYT IJI KaXA0H NPOLEAypHl, Kypc Je4eHuss cocTout u3 10
poIEeayp.

/TToonucw/

3. Knuent: CKoJlbKO IO BpeMEHH AJNUTCA oAHa npouenypa? Yepes kakoe BpeMsa MOXHO
yBUAETh 3D P eKTUBHOCTE Mporenyp?

Omnepartop: Teno: 45-60 MuUHYT, MECTHOE JICUEHHUE MO 15 MUHYT.

Kypc neuenus coctout u3z 10 npouenyp.

Buaumeiit s ekt neuenus OyaeT 3ameTeH npubIn3uTensHo yepes3 1~2 mecsina. beapa
yMeHbIalTcs Ha 1~5 cM B o0beMe, a TUHUS TallHM MOXXET YMEHBIIUTHCS Ha 2-6 cM (0OBITHO
OKpPY)KHOCTHh yMeHbInaeTca Ha 2~3 cMm). [loaTaruBaromuit 3 ekt pesynapratuBed Ha 50-75%.

4. Knuent: CymecTByeT 1M KakoW-HUOyab puck npu ucnonbzoBanuu BIOSHAPE MED?
UTo yyBCTByeT mMauueHT?

Omnepatop: ITockomsky BIOSHAPE MED pa3pabotan Ha OCHOBE COBPEMEHHBIX MEIUITMHCKUX

TEXHOJOTHH, mpubop abcomoTHO Oe3omaceH. [lamueHTH OyyT 4yBCTBOBATh ce0si KOMPOPTHO B
TEYCHUE JICUCHHUS.

5. Knuent: Kak ce0s 4yBCTBYEeT MalMeHT MOCIE NPOLEeaypPHI?
Omnepatop: [locne coBepuienHo 6e300Ie3HEHHON MPOLEAYPHI MALUEHT YYBCTBYET MO3BIB K
Moyencmyckanmio, Tak kak BIOSHAPE MED B2 cnocoGctByer MeTabonu3My KIETOK, MOCie
YeTO HEHYKHBIE PaCIICTJICHHBIE KIETKH BIUTHIBAIOTCS TUMPAaTHYECKONW CUCTEMOM.

6. Knuent: [louemy manmueHT 4yBCTBYET TEIJIO0 U3HYTpPHU?
Omnepartop: B ocHoBe padotsl ycrpoiictBa BIOSHAPE MED 6unonspaas PU texHoIOTHA.
U3nydenune npoHukaeT Ha SMM-15MM 1o KOXKY. DIMMUHALMS TEIJa IPOUCXOAUT MEAJICHHEE.

Ecnu nponenypa noBeneHa KOPPEKTHO, ONMYIISCHHUE TeTJIa OyIeT AepKAThCsA MPUOIU3UTEIBLHO
rmojgaca/Jac.

7. Knuent: Yro nenath nocie nporexrypsl?
Omnepatop: M36eraTh COTHEYHOTO U3ITYUCHUS.

8. Kiiment: MoXHO 1M IpOBOAUTH NMPOLUEAYPY BO BpEMsI MEHCTPYaJIbHOTO HUKIa?
Omnepatop: B Tedenue aToro nepuoja Bsl OUeHb YyBCTBUTEIbHBI. Jlyulie 3TOTO HE enaTh.

9. Knueur: JIto60# uemoBek MmoxeT ucnoias3zosath BIOSHAPE MED?

Omepatop: BIOSHAPE MED ouens mpocT B 3KCIIyaTanuu. TakuMm odpa3oM, 000N deIoBeK
nocje Kypca oOy4eHHsI MOXKET €ro UCIOJb30BaTh.
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BMOLLENN ME[ (BIOSHAPE MED)BBI

10. KnuenT: KakoB pesynsTat nocine nponeayp ¢ npumesenueM BIOSHAPE MED?
Omneparop: 65% rinyOOKHX TKaHEW W BEPXHHUX CIOEB KOXH yinyumamTcs. OKpyKHOCTh Oeaep

MOXET yMeHbIIaTbcsi Oosiee yeM Ha 3,2 cM. MHOTOo ciy4aeB JE€MOHCTPUPYIOT, YTO TEJO
OpUXOAUT B GOPMY 32 KOPOTKUU MEPHUOJ TOCIIE JICUEHUS.

11. KnuenT: [Touemy BIOSHAPE MED moxeT Bo3eiicTBOBAaTh KaK Ha riiy0OKHE TKaHH,
TaK U Ha BEPXHUE CIOU KOXHU?

Omnepartop: Hacankm BIOSHAPE MED mno3Bonsior paborath ¢ 4 pasnuyHBIMHU
TEXHOJOTHUSAMHU: JBYXIOJIIOCHOE PaJM04YaCTOTHOE H3JydYeHHE, MH(PPaKpacHOE CBETOHOJTHOE
u3NydyeHue ¢ AAuHOW BOJNHBI B 940 HM, SHIACPMOJIOTHUYECKHN Maccaxk, MEXaHHUUYECKOe
BO3JICCTBUE HA TKAHU MOCPEACTBOM HUMIYJIbCOB. Korma MBI MCHONb3yeM HAcajaKy ISl TOTO,
qTOOBI KOXa ABUTaNach, TIIyOOKHE CIOW W BEpXHHUE CJIOW HarpeBaroTcsi. bojee Toro, WeThIpe
pa3HbIe TEXHOJIOTHH MOTYT 3(P(PEKTHBHO MOMOYbL METabOJU3MY KIETOK, TaKUM 00paszom,

yIy4dIIaloTCd KOHTYPHI Tela, a LEJJIIOJUT W JKUP YMEHBIIAITCS BO BpeMs KOM(QOPTHOTO
JIEeYECHUs.

12. Knuent: KakoBbel npunuunsl seuenuss c BIOSHAPE MED?
Omneparop: Hoselimmas komOunarus, npumensemas B BIOSHAPE MED, Bkitovaromnias
JIBYXIIOJIFOCHOE PaJIMOYaCTOTHOE M3JIyUYeHHE, HHPPAKPACHOE CBETOIMOIHOC U3IyUCHHE,
BHYTPHUKOXHBIN PEKUM M UMITYyIbCHBIN pekuM. [lo1KOXKHBIE TKAHU HArpeBaloTCH,
obecneunBas MmeTabonu3M. B pe3ynbpTaTe MBI MOJNy4aeM MOATSIHYTYIO KOXY, HCUE3aI0T KPYTHU
MOJ[ TJIa3aMH, TEJI0 NPHOOPEeTaeT MOATIHYThIE KOHTYPHI.

13. KnueHT: B 4eM MMEHHO 3aKJII0YaeTcs yJIyULUIeHUE COCTOAHMUS KOXHM U KOHTYpPOB Tena
nocie npomeayp ¢ BIOSHAPE MED?

Omnepatop:
A: Jlunuu Tena:

HNudpakpacHblii 1azep ¢ JIMHON BOJHBI B 940 HM MOKET YBEIMYUTh YIPYTrOCTh KOXHU, TOMOTas
BBIPA0OTKE HOBOTO KOJIJIAreHa;

PangnodacToTHBIE BOTHBI MPOHUKAIOT B TIIyOOKHE BHYTPEHHHE CIIOW KOXHU M PACHICTUISIOT
JKUPOBBIE KIETKH;

BHZ[epMOHOFI/I‘IeCKI/Iﬁ MacCcCax YCKOPSCT KPOBOTOK U o0OMeH BCIICCTB B ) KUPOBBIX KJIICTKAX.

B: dns mepemenierus rmyOb0KUX CIIOEB M BEPXHUX CIIOCB:
HpI/I IMIOMOIIN BHYTPUKOXKHOTO pEXKXHUMa BOSMOXKHO IMOBBICUTh COACPKAHUC KUCIOPOAa B KPOBH.

C: IloaTsxka nuua:
nH]paKpacHOE CBETOAMOTHOE U3TyUeHUE C JUIMHON BONHBEI B 940 HM MOXKET BOCCTaHABIHUBATD
KOJUIareH U 3JaCTHYHBIE BOJIOKHA U yCTPaHEHHS] MOPLIUH;

PY HU3JTYyUYCHHC OKa3bIBACT TCIIJIOBOC BO3}.I€fICTBPIC Ha HO,Z[KO)KHBIﬁ JKUPp U IOMOTracT ABUIKCHUIO
J'II/IM(I)LI C OTpULATCIBbHBIM NaBJICHUEM.

14. Knuent: KakoB pesyastat npouenyp ¢ npumeneauem BIOSHAPE MED?
Omnepatop:

(1) IMoaTskka KOXHU, yCTpaHEHHE TEMHBIX KPYTOB IMOJ IJIa3aMH U MEIIKOB MO/ T1a3aMy;

(2) )Kup, MOpIINHEI - YyCTpaHEHHUE, paclleniieHne KUPoB U GopmMupoBaHue Tena (pyku, HOTH,
njieuu, Tanus, oeapa u rpynb);

(3) BoccTanoBieHue mociie O6peMEHHOCTH;

(4) YnydmieHue COCTOSHHS TAYOOKHX TKaHEH M BEPXHHUX CI0EB KOXH;
(5)YcTpaneHue pacTsakex;

(6) VYcrpanenue MblieuHOH O0H.
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11.10 Bonpocwl no yxo0y 3a 1uyom
Ileuams nomapuyca /[loonuce/
/Mloonucwv/
1. BiusieT 1M TUNO KOXH Ha pe3yabTaT JeuyeHUs?
OTtset: OOBIUHO - 1a.
OddexT Oonee 3aMeTeH Ha KUPHOU KOXKeE, UeM Ha CyXOH.
Cyxas xoxa ciabee pearupyer Ha jieueHue. [1o3ToMy At IOCTHXKEHUS Jy4YLIEro pe3ysibTara
PEKOMEHAYEeTCSl HCII0IB30BaTh CIEIHATbHbIE YBIAXHAIOLINE CPEACTBA.
2. Kak gonro nnutcs 3¢ G exT oT nedyeHus ua nune?
OTseT: oT 3 10 7 nHEH.
3. MOXHO 1M IPOBOJUTH JIEYCHHUE y MANUEHTOB ¢ 3yOHBIMU UMIIJIAHTAHTaMU ?
OtBeTt: CHavyana nonpoOyiiTe Ha HEOOIBIIOM yJacTKe M MOHAOII0JaiiTe 32 peakiue.
4. M0oXHO ¥ MPOBOJUTH JI€eYEHUE Y NAIlHEHTOB MOCJe KOCMETHYECKUX MPOIEeaAyp ¢
HAMOJHUTEISIMH IJIs KOXH?
OTBeT: OTH MaTepUaJibl HE MOTYT BbIIEPKUBATH BRICOKHE TEMIIEPATYPhl, TAK UTO Jy4lle HE
NPUCTYNAaTh K JEYEHUIO.
5. M0XHO ¥ NPOBOAUTH JICUCHHUE Y MALMEHTOB C MOAKOXXHBIMU QHUIEepaMu, B KOTOPBIX
HCTOJB30BaJICSI CHJIUKOH/THATYPOH?
OTtBet: Her, Henp3s. Tak Kak CUIMKOH JIETKO BBIXOJUT U3 (GOPMBI, KOTAA IMOTJIOIIAET TEIJIO.
6. M0XHO M TPOBOJUTH JiedeHHE Y TallMEeHTOB ¢ papdpopoBeIiMU mpoTe3zamu?
OTBeT: DTO 3aBUCHUT OT BBIIOCIMBOCTH HALUEHTA.
7. MOXHO 1M IPOBOAUTH JICUEHHUE Y MAIUEHTOB C METAJIJIUYECKUMHU KOPOHKaMu?
OTBeT: DTO 3aBUCUT OT BRIHOCIMBOCTH MAal[MEHTA.
MHorue 1A ¢ BBICOKONH BBIHOCIHMBOCTHIO MOTYT HIPOXOAUTH TAKyIO HPOLEAYPY, OTOXKHUB
HEMHOTO BaThl.
8. MOXHO 1M IPOBOAUTH JIEUEHHE Yy MAIIUEHTOB C KOKHOU anynepruei?
OTtBert: Jlydmie He MPOBOAUTH JIEUCHHE.
9. [Touemy MBI HE MOXEM MPOBOJAUTH JICUCHHUE Y MAMEHTOB C JIUIEBBIM HEBPUTOM ?
OTBeTt: Tak Kak OHM HE MOTYT BbIIEPKATh TAKOTO BHAA CTUMYJISILIUH.
10. MoxHO 11 mpOXOoAUTh HHPpakpacHble npoueaypsl u kypc Ha BIOSHAPE MED
OJTHOBPEMEHHO?
OrtBet: Jlyume npoBoauts npouenypy Ha BIOSHAPE MED 3a 1 unu 2 nus nepen
nHPpaKpacHBIMH IpOLEAypaMHu MU Yepe3 HeAelIo Mmoce.
11. Kak gonro q0oJKeH MalueHT K AaTh IPOUeayphl MOCe MOJyUYeHUSS pPaHbl UIHU
MOBPEXKACHUHN ?
OTBeT: 3aBUCHT OT TNIyOMHBI MOBPEXKACHUS: IPU HAJIMUUH PaHbl B 00JIACTH )KUBOTA - OOBIYHO
OT OJITHOTO 10 TpeX Mecsues. Jlaxe mociae 3aXUBICHUS MOBPEXACHUS ITyOOKUM MBIIILAM
TpebyeTcs 00ablle BPpEMEHHU AJIS BOCCTAaHOBJICHUS.

11,11 Bonpocsl no yxo0dy 3a obaacmvio 80Kpye2 21143

1. Kakue omynieHust B Te4eHUE Npoueaypbl?
OTtBet: ['maza wyBcTBYOT Temino. OmynieHne ncuezaet gepes 20 MUHYT.

2. KakoB pe3yabpTat nmocie geuyeHus?
OTtBeT: OOBIYHO TEHHU MOJ IIa3aMHU, MOPIIMHBI U MEIIKH MOJ TJla3aMu ucyesaioT. B
HEKOTOPBIX Clydasx MOSBISETCS OTEK. DTO AJIMUTCSA HELOJTO U MPOoMNagaeT B TeueHue 2-3
THEH.

3. KakoB 3¢ ¢ exT JedeHus BpOKJCHHBIX TEMHBIX KPYTOB IOA rila3zamMu?
OtBeT: DddexT HE3amMeTeH cpasy. TpedyeTcss HeCKOIBKO POLEeAYD.

4. KakoB 3¢ ¢ exT mocie Je4eHus] MEMKOB MoJ ria3aMu?
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BUOLWEWMMEQ, (BIOSHAPE MED)I

OTBeT: Menku o riia3amMu COACPKAT KUPOBBIE KIETKU. DPPEKT aKKyMYJISIIUH KUpa
MemiieHHee U 3G PEeKT OTeYHBIX MEIIKOB OBICTpee M 3aMeTHee. BuanMsblie pe3yabTaThl
MOSIBJISIIOTCS TOCTIE OJJHOM/TpEx Mpouenyp.
5. BO3MOXHO ¥ yCTPaHUTh MOPIIUHBI HAa BepXHEM Beke?
OTtseT: [a, Bo3amoxkHO. D10 orpoMmuoe npeumymectso BIOSHAPE MED. He cpa3y, HO
3¢ dekT oueHb 3aMeTEeH.
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12. TapaHTHiiHOE OOC/TY)KHMBaHKE II

12,1 Cepmuguxam na capanmuiinoe 00CAyIcU8anue

BIOS S.r.l. rapaaTupyet KaueCTBO YCTPOUCTB, €CIAM OHU HCIMOJIB3YIOTCI B COOTBETCTBUH C
WHCTPYKIHUSMU, IPUBECHHBIMU B 3TOM PYKOBOJICTBE, B TedeHHE 12 MecseB ¢ MOMEHTa
MMOKYTKHU (HaTa cueTa-GpakTypsl), BCE 3aBUCUT OT JOKYMEHTAa Ha MOKYNKY (BHUMATEIbHO
NpoYnTalTe cleAyue YCIoBUSI rapanTun). B Teuenne rapantuiitnoro nepuona BIOS S.r.l.
OCYILECTBISCT PEMOHT HJIM 3aMEHY, 110 CBOEMY YCMOTPEHHUI0, KOMIOHEHTOB, B KOTOPBIX OyayT
3aMEYeHBl HEJOCTATKH.

lapanTus He MOKpBHIBAaET e EKTHl, U3BSHBI HIU MOBPEXKICHUS, BOSHUKIIUE TI0 CIEAYIONUM

NpUuYnHaAM:

O

HEMpaBUJIbHOE WM HEHAJJIEKallee TEXHUUYECKOe OOCIyXHBaHUE, OCYIIECTBICHHOE
KJIHECHTOM;

neiicTBus OBUIM BBINOJHEHBI B HapylIeHHWE YCIOBUHM OKpyKaroliei oOCTaHOBKH,
YCTaHOBJICHHBIE AJIs1 JaHHOW MPOAYKIUH;

HCIIOJIb30BAHNE HEOPUTUHAIBHBIX BCIIOMOTATEIbHBIX YCTPOUCTB;
HEMOAXOJAIIee MECTOPACIIONOXKEHHE:

HCITOJb30BAHUS IJIOX0 OYMICHHBIX JXKUIKOCTCH;

HEeCcOOMI0IeHUs] pEKOMEHJaINii, TPUBEIECHHBIX B HACTOSIMIEM TOKYMEHTE;

yiep6a, HAHECEHHOT0 NPUOOPY M3-3a MIIOXOHW YMaKOBKH YCTPOHWCTBA 3aKa34UKOM;

HNPEAVYIIPEXJEHUE

BIOS s.r.l. cHumaer ¢ ce0s BCI0O OTBETCTBEHHOCTD 32 BO3MOXHBIE NMPSIMBIE H
KOCBEHHBIE MOCJIEICTBUS, BRI3BAHHBIE HEHAJEKAIIUM HCIOJIb30BaHUEM NMPUOOPOB,
MOCKOJBKY 3a 3TO HECEeT OTBETCTBEHHOCTH MoJib30BaTenb. Kpome toro, pupma BIOS
S.r.l. He MOXeT CUUTATHCS OTBETCTBEHHBIM 32 0€30MaCHOCTh M MOITOMY CHHUMAET C
ce0s BCI0O OTBETCTBEHHOCTh 3a yIIepO, IPUUYNHEHHBIH HJIH JPYTUM JIOAAM HIH
npeaMeTam, eclu:

60

DnekTpuyeckas yCTaHOBKa B MECTE€, B KOTOPOM OBIJI CMOHTUPOBAaH HMHCTPYMEHT, HE
COOTBETCTBYET ACHCTBYIOIIUM MpPaBHIIaAM;

KonteiiHep u BcmoMorarelbHble yCTPOMCTBA OBIJIM BCKPBITH 0€3 pa3pemeHus;
beinu mpousBeqeHB BpeaHBIE H3MEHEHHS, N3MEHEHHS 0e3 pa3pelIeHus HIU HMEeo
MECTO HENPaBUIbHOE UCMOJb30BAHHUE;

HdelicTBUs mo HacTpolke ycTpoiicTBa, U3MEHEHUS B KOHCTPYKUHUH U PEMOHT OBLIH
NpOBEJCHBl HE MEPCOHANIOM, YIIOJTHOMOYEHHBIM Qupmoii BIOS;

WHCTpyMEHT UCHONB3yeTcss ¢ HecoONoJAeHHuEeM HWHCTPYKLIUH, H3JI0KEHHBIX B
HacCTOAIIEM PYKOBOJCTBE no 3KCHIIyaTaluu u Kacammuxcs Mep
NPEeJOCTOPOKHOCTH U UCIIOJIb30BaHUS Npubdopa.

Heyams nomapuyca /Iloonucs/
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/lloonuce/
lapanTtus npegocraBieHa Ha ycinoBusax ¢panko-3asoa BIOS S.r.l.
B ciydae BO3MOXXHOrO BO3BpaTra HEOOXOAMMO JTOTOBOPHTHCS O HEM 3apaHee M IOJyYHTH
paspenieHue CiyXObl MONAEPKKH, KOTOpas HPHCBOUT HOMEp pa3pelieHHOro BO3BpaTa
toBapa «PBT» («KRMA»). Ecnu xakue-nu0Go ToBapsl mpuObIBalOT 0€3 mpeaBapUTEIbHOTO
corniacoBanus unu 6e3 «RMA», onHu OyayT BO3BpalleHbl OTIPaBUTEN0. DTa (opMa JOJKHA
npujiaraTbCa K NpuOOpy M/UIW NOKYMEHTaM, COMMPOBOXKAAIOIIUM OTIPABKY.
B ciyyae mony4yeHHWs TOATBEPKJACHUS BBINMOJHHUTE MPHUBEACHHBIE 3]€Ch HHCTPYKLIHH TI0
ynakoBke. Iloxkanyiicra, mo0aBbTe KONHIO JOKYMEHTa, YyAOCTOBEPSIOLIETO MOKYIKY.
PexomenayeTcs 3acTpaxoBaTh JOCTaBKY.

BHUMAHUE

3aKa34uuK HECET OTBETCTBEHHOCTH 3a MOBPEX/ACHUS, BBI3BAHHBIC M3-3a HENPABUJIBHOHN
ynakoBku. Ilo  BO3MOXHOCTH  HCHOJB3YHTE, MOXalylcTa, OPUTHHAJIbHBIU
YyIaKOBOYHBINH MaTepuall.

22.2 Oobs3amenbcmea nocmasuwuka

BIOS S.R.L. (manee - «[locTaBmimk») rapaHTUpyeT MOKymaTedio (mamee - «3aKa3duk») B
TE€YEHHE OJHOTO Ir'oja UCIpaBleHUEe NePEeKTOB MaTepuana U NPOU3BOACTBEHHBIX N1e(PEKTOB B
ycrpoiictBe moxa HazBanuem BIOSHAPE MED B coOTBETCTBMHM C ONMHCAHHBIMHU BHIIIE
YCIOBUSIMU.

NPEAVIIPEXAEHUE

Oo6nacts mnpuMmeHenue ycrpoiictea BIOSHAPE MED - mnpodeccuonanbHas
3CTeTHYECKas MEAUIMHA AJ JedeHHusd Ae(dEeKTOB, BBI3BAHHBIX LEJJIIOJIUTOM; JE€UCHHUE
JOJKHO OCYHIECTBISATHCS KBANTU(PUIUPOBAHHBIM BpPadyoM- KOCMETOJOTOM: TIO 3TOMH
IPUYUHE YyCTPOHCTBO HE MOXKET NPUMEHATHCS HEKBaJIU(DPHUIMPOBAHHBIM IEPCOHAIOM
o apyrux umenei. [apanTus TepseT cumiy B Ccllydyae HECOONIOJAEHHS OTOH
PEKOMEHIalUH.

NPUMEYAHUE
u
IIpocum Bac BHMMATEJNBHO NMPOYHUTATH CIEAYIOUIHE NMPaBUa U yCIOBUS Iepel yCTaHOBKOHU
YCTPOWCTBA, TaK KaK NPOBEJEHNE YCTAHOBKH aBTOMAaTHYECKH O3HaudaeT MPUHATHE yCIOBUH,
ONMCAaHHBIX HM)KE. B ciiydae ecnu Bbl He cormacHbl ¢ JaHHBIMHU YCIOBHSIMH, BBl MoxkeTe
BEpPHYTh YCTPOWCTBO B €ro OpHUTHHaIBHOW ymakoBke llpomaBmy, m Torma Bam Oynmer
BO3MEIIEHA €TO0 CTOUMOCTB.
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12,3 OmkKaoHeHUe om omeemcmeeHHocmu

BIOS S.r.l. orBeyaer 3a 6e301MacHOCTb, HAJIEKHOCTh H ITPOU3BOJUTEIHBHOCTh 000PYA0BaHHS
TOJIBKO €CJIHU:
CBOPOUYHBIE PABOThI
+  HACTPOUKHU
. NU3MEHEHUA
. PEMOHT
OBLIM MPOBEACHBI KBaTU(QUIUPOBAHHBIM MEPCOHATIOM.

IMPEAYIIPEXIEHUE

TUIAH TI0 TEXHUYECKOMY 00CITy KUBaHUIO OB 0JOOpEH u:
* DJIJIEKTPHUYECKas YCTAaHOBKA HAa MECTE, I'Jie MOHTHPYETCS MIPUOOpP, COOTBETCTBYET
JNEWCTBYIOIIUM ITpaBHIAM * IIPHOOP MCHOIB3YETCS B COOTBETCTBUU C HHCTPYKIIUSIMHA

BIOS S.r.l.

OTKa3bIaeTcs OT J00H OTBETCTBEHHOCTH B ciiydae ymiepOa, NMPUYMHEHHOTO JIOJBMH WU
npeamMeTamMu, miIoxXoro TCXHU4eCKoro O6CJ'Iy)KI/IBaHI/I$I " HCIIPAaBUJIBbHOI'O XPpAaHCHUS, TAK KC KaK U B
ciaydae mTpoOsieM, BO3HUKIIUX B pe3yjbTaTe HECOOJIOJCHUS HWHCTPYKIMH, COJEpKalleics B
JaHHOM PYKOBOJICTBE.

BIOS s.r.l.

OTKa3bIBaeTCs OT JH000H OTBETCTBEHHOCTH 3a MMOoCJICaACTBUA, MPAMBIC UJIN KOCBCHHBIC, BOSHHUKIINEC
B PE3YyJbTATC HCHAMJICIKALICTO HCIPABUJIBHOTO HCIOJIb30BAaHUA r[pI/I60pa, 9Ta OTBCTCTBCHHOCTbH
JIOKHUTCS Ha TEXHUYECKUU ImepcoHal.

/2.4 Yenoesus eapaunmutinozo obcnyxicusanus

1) TapantuiiHoe oOciyXuBaHUE MPHOOPA MPEAOCTABIACTCS B TEUCHHUE ABEHAIIATH MECSIIEB
C JaTbl TOKYNKH YHOJHOMOYEHHBIM PO3HHYHBIM NPOAABIOM WIN HEMOCPEICTBEHHO
UsroroBurenem, a BCIOMOTAaTeNbHBIE YCTpOWCTBa (3a MCKIIOYCHUEM OJJIEKTPOJIOB, Ha
KOTOpBIE TapaHTHUS HE PacIpoOCTpaHSETCs) - B TeUeHHUE mecTu mecsnes. [log repmuHOM
«BCIIOMOTATEIbHOE YCTPOWCTBO» MBI MOAPa3yMeBaeM BCE YacTH, KOTOpbIE OMEpaTop
MOJXET OTCOSIUHUTH OT mpudopa.

2) TapaHTHS COCTOMT B BO3MEIICHUU MM OecryiaTHOM 3aMeHe HEOOXOJMMBIX yacTel, Mo
pELICHUI0 NPOW3BOJAMTENSA, 0e€3 OmjIaThl Tpylda IO 3aMeHe HEOOXOAMMBIX dYacTed u
CTOMMOCTH CaMHX 4YacTel, TMpH OTOM 3aMeHa BBINOJHATHCS HA TEPPUTOPHUU
MIPOU3BOTUTEIS.

3) Tapantus pacrtopraercs, eciau npubop ObUI THOBpPEXIECH H3-3a HEOPEXKHOCTH,
HETMPaBUJILHOTO TOIKIIOYEHUS, HEPABUIbHOW YCTAHOBKH HJIM €CIH OH HMCIOJb30BaJCA B
YCIAOBUSX, TAe HE COOJI0Jannch AEHCTBYIOINE HOPMBI OE30MacHOCTH, €CIH He
coOmoanucy MHCTPYKUHHM WIM TPEAOCTepeXEeHHs, COAEpKalhuecs B PYKOBOICTBE
MOJB30BATEINs, IOCTABIAEMOM C YCTPOWCTBOM, WM €CIH NpHOOpP UCIOIB30BaJICS
HeKBaJIM(UIMPOBAHHBIM  IEpCOHANOM. [‘apaHTHUs  pacTopraercs, ecid mpuodoop
OTKpPBIBAJICSI, PEMOHTHUPOBAJCI WM pa30upancs NepcoHaNOM, HE aBTOPH30BaHHBIM
MPOU3BOIHUTEIICM.

4) TapaHTHd HE pacnpocTpaHseTcs Ha JACKOPAaTUBHBIE M MJIACTHKOBBIE JeTalu, a
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BMOLLENM ME[ (BIOSHAPE MEP)NW

5)

6)

7)

8)

9)

10)

11)

12)

13)
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TaK»Xe Ha HacaJKu, MOCKOJbKY €CJM HacaJlka mepecTtaeT paboTarh Mocjie Kakoro-To
epuoja HOpMaJIbHOM dKCIJyaTallldu, TO 3TO 03HAYAEeT, UTO KPHUCTaJJ, KOTOPHIA B
HEN COAEPKUTCS, BBILIEN W3 CTposi M3-3a CHUJIBHOro yjaapa. Ilostomy B Takux
cllydasX pEIIeHHE [0 NPEeAOCTABICHUIO TapaHTHU (KakK IOJOXKHUTEIbHOE, TaK H
oTpHIaTelbHOE) OyJIeT MPUHUMATHCS NPOU3BOAUTEINEM (ITO XK€ OTHOCHUTCSI U K
Hacajkam).
[loBpexaeHus, yTeps HWIM CIAY4YalHBIA pa3ioM HWIH CTHPAHUE DJSTUKETKH C
TEXHUYECKHUMH XapaKTepUCTHUKaMHU, HaHECeH- HOW Ha npubop U/UIH €ero
BCIIOMOTATENIbHBIE YCTPOWCTBA, IMOBJEUET YTpaTry TMpaBa Ha TapaHTUHHOE
o0ciyXKHUBaHUE.
Ecnu xakoe-mnb0 TeXHHYECKOE BMEMIATEIHCTBO OyNET OCYIIECTBICHO B TOJOBHOM oduce
KJIMEHTa B TapaHTUHHBIA CPOK, 32 JaHHOE TEXHUYECKOE BMEMIATEIbCTBO OyIeT B3bICKaHa
njaaTa, cyMMa KOTOpOHW OyJeT yka3aHa B HMHBOWCE COTJIACHO NEHCTBYIOIIMM Tapudpam
(KM). JIroOoe TexHMYeckoe OOCHy)XMBaHHE, BBINMOJHEHHOE B TEUEHHWE TapaHTHHHOTO
nmepuoja, HE BIeYeT 3a CcOo0OW TMpoJaJieHHe TapaHTHHHOTO TMepuoja UIW 3aMeHy
ycTpolicTBa Ha HoBoe. KoMIaHusA-pou3BOOUTENb COXpaHieT 3a coboil mpaso
coOCTBEHHOCTH Ha OpakOBaHHBIC IE€Tall, 3aMCHEHHBIC B TApaHTUUHBIN CPOK.
HcknodyeHa OTBETCTBEHHOCTh MJIM O0S3aHHOCTh IIO BO3MEIIEHHIO yliep0a, BO3HHUKIIAS
Mo TpUYHMHE TOBPEKIECHUS Belled, TpaBM JOJed W JKMBOTHBIX, €CIM MallMHa He
paboTaer uIM HCHOONB3yeTCd HenpaBwibHO. lIpuHMMas 53TO BO BHHUMaHHE, MBI
PEKOMEH/IyeM BaM TIIATEIbHO CJIEJ0BATh UHCTPYKIHUSIM, COJEpKAIMUMCSI B PYKOBOJICTBE
MOJIB30BAaTENSI K IPUOOPETEHHOMY yCTPOICTBY.

Ieuamv nomapuyca /Iloonucs/

/lloonucsv/

Knuenty He Bo3MemarmTcs YOBITKH, KOTOpbIE OH IOHECET H3-3a HPOCTAauBaHUS
YCTpOMCTBA B OKMAAHUM PEMOHTA, KaK BO BpPEMsl, TaK M I0CJI€ TapaHTUHHOTO NEpUoa.
Pacxoabl mo ynmakoBKE M TPaHCIOPTHUPOBKE HEHUCIPABHBIX NPUOOPOB B TEUCHHE
rapaHTHIHOTO CpOKa BCETa HEeCeT KIHEHT, I0ITOMY, €CJIM AaHHBbIe TpeOOBaHHS HE OynyT
BBITIOJIHEHBI, B JOCTaBKe Oynaer orkazaHo. boiee Toro, mnepeBo3Ka JOJIKHBI
MpeaBapUTEIbHO COIacoBbIBaThC ¢ M3rotoBurenem, 3ampocuB ¢opmy PBT; 06e3
JNIAaHHOTO HOMepa JlaXke yKe OTIPABICHHBIH ToBap OyleT oTociaH 00paTHO OTIPaBUTENIO.
Kommnanusi He npuHHMaeT Ha ce0si OTBETCTBEHHOCTb 3a IOBPEXKICHHUSA, HAHECCHHBIE
npubopy BO BpeMs TPaHCHOPTUPOBKH (OTHpaBKa W BO3BpaT), HaXKEe €CIU JOCTaBKa
ocymectisiercs Ha ycaoBusix OPAHKO-IIPEAITPUSATUE.
st Toro 4T00BI OKa3aTh CIyK0e TEXHHUYECKOH MOAIEp KN COAEHCTBHE B BBHISCHEHHH, B
yeM 3akjioyvaeTcs mpoOieMa, ciedyeT BbICIaTh 3agBIE€HHE C NPOCkOOH o pemoHTE (B
TedeHue JeicTBus rapantuu) ¢ popmoil PBT, nmpmiiokuB KpaTkoe onmucaHue mpoOiieMBbl.
Ecnu BrlmeynmomsiHyTas WHQOpMamus HE MpeAocTaBlieHa WM eciad mnpobiema He
BBISIBJICHA, MTPUOOP NpOHIET OOLIyI0 NMPOBEPKY, a CBSA3AHHBIE C 3THUM PAacXOIbl AOJKEH
OyleT omIaTuTh KIUEHT.
lapaHTus nMeeT cuiy TOJIBKO B TOM cllydae, €CiId K TapaHTUHHOMY TajJOHY HPHIOXKCH
JOKYMEHT, MOATBEPKAAOIMINNA MOKYIIKY.
Omnnara n1000T0 TEXHHUYECKOTO OOCIyXMBaHUS JOJKHA COOTBETCTBOBATH HOpPMaM
HanmonanbHOW accoumuanvy 3NEKTPOTEXHHUYECKOH MPOMBIMIIEHHOCTH W NPAMC-IHCTY.
[Ipaiic-nucT Ha MPUHAIIEKHOCTH M 3amacHble YacTH KIHMEHT MOXET 3alpOCUTh KaK y
MpOJAaBIa, TAK U HEMOCPEACTBECHHO Y MPOU3BOAUTENS.
Kaxnpiii cmop, BBITEKAIOMMNA W3 TOJKOBAHHSA WJIM HCIOJHEHUS JaHHOW TapaHTHH,
OTHOCHUTCSI K UCKITIOYUTEIbHON KOMIIETEHIINH MECTHOTO CyJe0HOTO OpraHa B TOpoJie, Ie
pacmoiniaraetcs roiaoBHoi opuc pupmel BIOS S.r.l.
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BMOLLENM ME[ (BIOSHAPE MED)I

3AABJIEHUE O KAYECTBE

B mpomecce c6opku qanHOTO IprdOpa MBI yIensieM MaKCUMallbHOe BHUMaHHUE [eI0CTHOCTH
Hacajaku. [Ipu nocraBke, moxanyiicta, IpoBepbTE, APKUM JIM IBET MOBEPXHOCTH U HE UMEET
JIM OHA LapanuH win TpemuH. Eciin oO0HapyKeHBI BBIICYOMSIHYThIC 1e(EKTHI,
MOXaIyiCTa, MOMpocuTe nmpeaoctaBuTh HoMmep PBT miist 3aMeHBl 0 yCIOBHSAM TapaHTHH B
TedeHue 24 4acoB, M0 UCTCUCHUH JAaHHOTO CPOKa TOBAPHI OYAYT CIUTATHCS MOTHOCTHIO
MIPUHSTHIMHU KakK JJisl pa0OTHI, TaK U OTHOCUTEJILHO OTCUETa TapaHTHHHOTO CpOKa.

13. 3psiTHe U3 3KCIUTyaTanyu

13,1 Ymunuzayus

OtpaboTaHHBIE HACAAKH YTUIU3ZUPYIOT B OOBIYHOM IOPSIJKE COBMECTHO C MEAMIIMHCKUMU
0TXOJlaMH KjIacca A B COOTBETCTBHHM C HOPMAaTUBHO-IPABOBBHIMU TPEOOBAaHUSIMH.

DTO ocyuiecTBIsieTCs A BeIMoNHeHUsT TpeboBanuii lupextuBsl EBponeiickoii Komuccun
2002/96/EC 1o »1eKTpHYECKOMY U JJIIEKTPOHHOMY O0OpYIOBaHUIO C OTXOAaMH paboOThl U

IpYTUX MOCTaHOBJICGHHUH CTPAHBI.
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BMOLLBMN ME[, (BIOSHAPE MED)

MPUNOXXEHWME A - npuHUMnbl MCNOMNb30BaHNA
YCTPOMNCTBA B 3/IEKTPOMArHNTHOW cpeae

Y CcTOMYUBOCTD 3IEKTPOMATHUTHBIM MOJSIM

Yerpoiicteo BIOSHAPE MED co3znaeTt mose 3eKTpOMarHuTHOT'O XapakTepa, MO3TOMY
MOJIb30BaTENb 00513aH BBEITIOJHATEH YCIOBUS TPpyAa Ha paboyeM MeCTe W OTpaHHIWBATH BO3JICHCTBUE
3JIEKTPOMArHUTHOTO TOJS B COOTBETCTBHHU C 3aKOHOJATEILCTBOM MTamuu mis pabOTHUKOB U
HaceneHnus (3akoHonarenbHbIH akT Ne 81. 04.09.2008). [lokynaTens Wiau MOIB30BATENb, JOJKEH
yOSAUTHCA, YTO FICKTPOMArHUTHBIC TTOKa3aTelu Ha Pab0YeM MECTE COOTBETCTBYIOT
HUKETIEPECUNCICHHBIM :

HcupiTanue Ha ypOBCHL HUCIIBITAHUA

yeroiumsocts  IEC CootBeTcTBHUE DyekTpoMarHuTHas cpeja -
60601 PYKOBOJCTBO
IRF 3 B rms/Badd 3 B rms/Badd [IepeHocHOE U mepeaBUKHOE
EN 61000-4-6 ot 150 xI'm mo 80 or 150 xkI'm 1o 80 MI'y oGopymoBaHue pagHMOCBA3U JOJIKHO
MM MCII0JIb30BATHCSl Ha PACCTOSHHUH 10
P4 3 B rms/Badd 3 B rms/Badd M1000# YacTH yCTpOWCTBA, BKIIOYAs
EN 61000-4-3 ot 80 mI'r ;o 2,5 ot 80 MI'y 1o 2,5 rI'y  Kabenn, KOTOPOE HE MEHBIIE, YEM
ITu PEKOMEHIOBAHHOE PACCTOSIHUE,

paccuyuTaHHOE MO YPaBHEHUIO,
MPUMEHHIMOMY K 4acTOTe
nepearInero yCTpoiicTaa.
PexomennyemMmoe MUHUMAIbHOE
paccTrosiHue:

d= 1,2 (sqrP) ot 150 x['1y 1o 80
Ml

d= 1,2 (sqrP) ot 80 mI't 7o 800
Ml

d=2,3 (sqrP) ot 800 mI'mm 1o 2,5
rI'L]

rae P — »to MmakcumanbHas
BBIXOJIHAS MOIIHOCTH IepeaTunKa
B BarTax (BT) mo 3asaBineHuto
MPOU3BOJUTENA MepeaaTunkKa, a d -
pEeKOMeH[yeM0oe MUHUMAaTbHOE
paccTogHue B MeTpax (M)

lanpsKeHHOCTh MOJISl y CTAlMOHAPHBIX PaANOYaCTOTHRIX MEPEAAaTUNKOB, OIpeAcIeHHad
3JEKTPOMETPUUECKUMH M3MEPEHHSIMU Ha MECTE NOJIKHA OBITh MEHBIIE, YEM YPOBEHb COOTBETCTBHS
B K&)XJOM YaCTOTHOM JHara3oHe.

Jlomexu MOTYT BO3HUKATh MOOJIU30CTH OT 00OPYAOBaHHS, OTMEYEHHOTO CICAYIONUM 3HAKOM:

Iewamov nomapuyca /[loonucs/
/Tloonucs/
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HcnbeiTanue Ha
YCTOWYUBOCTD

DIIeKTPOCTATUIECKUI
paspsn

[2CP)

IEC 61000-4-2

CxopocTHbIe

YPOBEHb HCIBITAHUS
Ic
60601

+ O0kB mpm KoHTaKTe
+ 8 KB B BO3JyXe

+ 2 xB mns nuanit

TPaH3UCTOPBI/CKOPOCTHBI(IIEKTpOoIIEpeaay.

anexrponepenayu [EC

61000-4-4

Nmnynscel
IEC 61000-4-5

Pa3peiBbl U nepenajsl B

HaIpsDKEHUM Ha
BXOJSIINX TUHUAX
3JeKTpoIepenad
IEC 61000-4-11

+ 1xkBB
nuddepeHITnaTbHOM
pexumMe

+ 2 KB B OOBIYHOM
pexume

< 5% M, HuT
> 95% mposai ot
UT) na 0,5 nukia.

40% UT

> 60% mpoBai ot
UT) Ha 5 MKIIOB.

70% UT

> 30% mnpoBai OT
M X) Ha 25 LUUKIIOB.

5% UT
> 95% mpoBain oT

BVMOLWEWN ME[ (BIOSHAPE MED)I

CooTBeTCTBHUE

+ OkB mpu KoHTaKTe
+ 8 KB B BO3yxe

+ 2 kB g nmuanit
3JIEeKTpoIepeaay.

+ 1kBB
nuddepeHmanbHOM
OCKHME

+ 2 kKB B OOBIYHOM

pexume

< 5% mHurt
> 95% mposan ot UT
Ha 0,5 IUKIIOB.

40% UT
> 60% nposan ot UT
Ha 5 OUKIIOB

70% UT
[>30% nposan ot UT

Ha 25 IUKIIOB
5% UT
> 95% nposan ot UT

OJIeKTpOMAarHuTHas cpeaa -
PYKOBOJCTBO

[TooBOE MOKPBITHE TOKHO
OBITH JICPEBSIHHBIM,
OETOHHBIM HJIU
KepaMHuecKuM. Eciu mossr
MOKPBITHl CHHTETUIECKUM
MaTepHaIOM, OTHOCHTEJIbHAsS
BJIQXKHOCTB JI0JIXKHA OBITH HE
MenbIie 30%.

KaudectBo HampsxkeHue B
€TU JAO0JKHO
COOTBETCTBOBATH
KOMMEPYECKHM N
OOIBHUYHBIM CTaHAAPTAM.

KauecTtBo Hamps>XKCHUEC B
CE€TH JOJIZKHO
COOTBCTCTBOBATH
KOMMCPYCCKUM HIIHN
OOJBHUYHBIM CTaHIapTaM.

KauecTBO HanpspkeHUs B
CETH JOJDKHO
COOTBETCTBOBATh
KOMMEPYECCKUM HITH
OOJNIBHUYHBIM CTaHJApTaM.
Ecnu monmp3oBatemio JaHHOTO
yCcTpoiicTBa TpeOdyeTcs ero
HEIMPEePHIBHOE
(GYHKIIHOHUPOBaHHE BO
BpeMs HapylleHUH
AIEKTPOCHAOKEHHS OT CETH,
JEKOMEH]IyeTCsl 3aIIUThIBATh
BIOSHAPE MED or
ycTpoiicTBa 6ecrnepedoitHOro
MIATAHUS WIH

UT) nnsa Ss. JT) s 5s. aAKKyMYJISITOPHOU Garapeu.
YaruuTHoe moJie 3 Am 3 AM MarsuTHble MO
IIPOMBIIIJIEHHOH 4acToThl J[Mmep/MeTp Amnep/Metp IIPOMB[IIJIEHHOM 4acTOThI
50/60 T'1x) JIOJKHBI pacroyiaraTbcs Ha
IEC 61000-4-8 YPOBHE, THITHYHOM TSI
KOMMEpPUYECKUX WIN
OOJNIBHUYHBIX YUPEKICHUH.
66 PyKkoBOACTBO Mo akcnnyaTtauumn n TexHudeckomy obenyxusanuio - MsgaHne O
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BMOLLEVN ME[ (BIOSHAPE MED)BBH

MPUNOXEHWE B- XypHan TeXxHNn4ecKkoro
obcnyXmnBaHus

MPUBOP:

CEPVWWHBIN HOMEP:__OATA MOKYNKW:

- TEXHWYECKOE OETANNU OATA noanuchb
OBCNYXWBAHHUE T

CtaHpapTHble 6 mecsaues

O CPOYHbIN
O 3ameHa
O ncnpaBneHue

CrtaHpapTHble 12 mecsueB

O CPOYHbIN
O 3ameHa
O ucnpasneHue

CrtaHpapTHble 12 mecsiueB

O CPOYHbIN
O 3amMeHa
O ucnpasneHue

CtaHgapTHble 12 mecsaueB

O CPOYHbIN
O 3ameHa
O ucnpasneHue

CtaHpapTHble 12 mecqaueB

0 CPOYHbIN
O 3ameHa
O ucnpasneHue

®b105.

Ilevamv nomapuyca /I1oonucs/
/lloonucs/
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Texnuyeckasgs unpopmanus
Buomeiin mex (BIOSHAPE MEP) FT.BRF.11

| |
bios -
KnnHnyeckaqa oueHka

Jdara 27.04.2012

1 KNMHNWYECKAA OUEHKA

YcTtponcteo buowenn meq (Bioshape Med) npegHasHayeHo gns MeguuMHCKOro
NUCNONb30BaHUSA, a TOYHEE - B 3CTETUYECKON MeauunHe u pusmoTepanun.

YCTpOMNCTBO NPUMEHSIETCA B CrnegyLwmx cny4dasx:

- YMeHbleHne oTéyHo-pubpocknepotTnyeckon naHHmkynonatum (Pannicolopatia Edemato
Fibro Sclerotica (EFSP).

- YMeHblueHne rnybuHbl MOPLYMH Ha Nuue, noaTAaruBaHue (MUAQTUHT) KOXW.

- Koppekuma HapylweHun yHKLMIA opraHnama, TakMx Kak pacnpeneneHue
NHTEePCTULNANBHOM XUAKOCTU (MOAKOXHbIE BOAHO-XMPOBbLIE OTNOXEHUS, LENNIONUT).

- lleyeHne NaTonNoOrM4ecKUxX N3MEeHEHUN KOXMN, AereHepaTuBHO U3MEHEHHbIX pybLOB
(pybubl 1 oxorn), BocnanuTesbHbIX NPOLECCOB (OTEYHOCTb, A3BbI).

A Takxe:

) YoaneHue 4yepHbIX KPYroB U MOPLUWH BOKPYr rnas, yMeHblleHne MeLKoB noj rnasamu;
2) MNopaTsaxKka BepXHEro Beka v yganeHue MOPLUMH;

3) KoHTypHas nnactuka Tena nocne 6epemMeHHoCTH;

4) [edekTbl M3-3a NOKaNM30BaHHOIO OXWPEHUS, yOaneHue Xxupa, NoATsKKa KOXu (pyku,
HOMW, NNeYn U CnNuHa, UKpbl, AroguLbl);

5) lpodurnakTmka pacTsxek.
B noagtBepxaeHne BbILLENINOXEHHOTO HUXe NpuBeaeHbl Gubnuorpaduryeckmne Ceobinku.

B pykoBoacTBe nonb3osaTens 6onee nogpobHO M3NoXeHbl NPUHLUNBI AEACTBUSNA
paanoBoOSH U UX pusmyeckas npupoaa.

Meuyams Homapuyca /Modnuce/

BeinymeHno YTBepxkaAeHO

05

04

03

02

01

00 ITepBblili BBINYCK 27.12.2012

PEJl. OnucaHue u3MeHeHU W dara RAM CEO

/Modnucs/

006 0 CtpaHuuya 113 2
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TexHuuyeckass HHPpoOpMaAUUA
| | Buomieiin Me (BIOSHAPE MEP) FT.BRF.11
IOS Hs3m. 00
KnuHuyeckaa oueHka
Hara 27.04.2012

CCBLIIKHN

[1]. JNeyeHne uyennwonuTa C MNPUMEHEHMEM OUNOMSAPHBLIX YacTOT, WHpPaKpaCHOro
N3NyyYyeHUss W nNynbCUpylOLWEn acnupayuMoHHOW YCTaAHOBKW: MNUMOTHOE wccrnefoBaHue
PaHrcuma BaHutdakampeda, OuNNOMUPOBaHHLIA Bpad, U BopadoHr MaHycknatTty,

ONNNOMUPOBAHHbIN Bpau.
[2]. Jlmsanc membBpaHbl agunouuToB, Habnwgaembli Nocne neyYeHue uyennwnuta ¢
NpUMEHEHNEM pagno4acToTHOro TEePMONUTUHra.
Mapwuo A. Tpennec n Cepx P. MopaoH

[3]. YMeHbLUEHNE NOOKOXHLIX XXUPOBbIX OTIIOXEHU B 06nacTtu pyk, GPIOWHON CTEHKU W
BOKOB nocrne nepeHeCceHHbIX poAoB, CHWXeHue ApsabrnocTM KOXM Npu MCNONb30BaHUM
OUNONAPHbIX 4acToT, WHMpPaKpPaCHOro W3fy4vyeHud, YCTPOUCTB ANA BaKyyMHOro W

MeXaHU4YeCcKoro mMaccaxa.
Jlopn BpaiiTmaH, AUNnNoOMUpoBaHHbLIA Bpad, *AnnunoTt Balic, AunnomMmnpoBaHHbIA Bpay, OHH
M. Yanac.

[4]. MpumeHeHne OUNONAPHBLIX YacTOT, WHMPAaAKPACHOro MU3Ny4YEeHUs W MynbCUpYyOLEen
acnupaunoHHOW YCTaHOBKM Npu 6e3onepaumMoHHOM flevYeHun o4aroBon nNUNoancTpodum u
uennionuTa.

P. CtedaH ManxonnaHa, ONNNOMNPOBaHHbIN Bpay, TopoHTO, Kanapa.
[6]. JleyeHne uennonuta C MNOMOLWMbI YCTpPOWCTBA C WHHOBAUMOHHOW KOMOMWHauuen
4aCTOTHOro BO3AEWCTBUA, WHAPAKPACHOro WU3Ny4YeHUS U MeXaHWYeCcKoro AeWCTBUA Ha
TKaHu.

TuHa C. Anctep n Onunsabet . TaHuu.
[6]. [lpocnekTMBHOE  KINWHWYECKOE  UCcrefoBaHWE  OUEHKUM  3(PPEKTUBHOCTM WU
6es3onacHOCTM neyvyeHUsa UennnuMTa C UCNonb3oBaHMEM KOMOGMHAUMKM ONTUYECKUX W
YaCTOTHbIX BO34ENCTBUI ans NOAKOXHOIO Harpesa TKaHewn.
Hwun C. Capuk " P. CTuBeH ManxonnaHg.
[7]. OueHka kKomMOMHAUMM 4YACTOTHOrO BO3AEWUCTBUS, WHPPAKPACHOIO W3NYYEHUA U
MeXaHW4yeckux ponneposB C acnupauyvern ANS  YMEHbLEHUS HEepPOBHOCTEN  KOXMU
(uennonur) B OrpaHU4YeHHOM 30HEe neyeHus.
Kynuk Marikn
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ELETTRA
R-EM-083-0912-04A

OTtuer 00 ucnpiTanuax Ne R-EM-083-0912-04A

JIIEKTPOMAI'HUTHASI COBMECTUMOCTD

IHomxyyarens:

O0BbeKT UCIBITAHUM

Ccbuika Ha CTaHnaapr

Ty ucnLITaHUS

BIOS s.r.l.

Bua I'suno Pocca, 10/12 20090 - Bumoapone, Munan, UTAJIUS (Via
Guido Rossa 10/12 20090 Vimodrone (Ml) ITALY)

Toprosas mapka: BIOS S.r.lL

Moneas: BHOIIEMAIT MEJT (BIOSHAPE MED)

Cepuiinbiii Homep; BSH10-12E-0128
EN 60601-1-2 penaxkuust 3®

3JIeKTp0MaFHl/ITHaH COBMECTUMOCTD

Pesynbrar HcnbiTanne npoiiaeno
Pepakuns 1 Or 26.09.2012
IIpoexkT: UK. M Puyun  YTBepaaeHo: uK. J1. CiuHeamn
ravm

Ileuwams:

laboratoria elettrolab

ELETTRA

/moonucs/

Hacmo;lmuzl ()OKle/leHm MooHcem socnpous*(fodumbc;z MOJNbKO UYElIUuKom. Yacmuunoe socnpou%’e()enue uiu yumupoearnue

0aHHO020 QOKYMEHmMAa OONYCKAEem st MONbKO C NUCbMEHHO20 paspeuienus, ebl0anno2o Gupmoiu ELETTRA s.r.l.

ELETTRA s.r.l.
P.IvaeC.F. 05541190483

Bua Matreyyuu, 10 50041 Kanenuano

Ten, +39-055-8827323 daxkc +39-055-8839756
www.elettrasrl.eu
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ELETTRA
OtyeT 06 UcnbITAHUAX R-EM-083-0912-04A

1. Obs1acTh NpUMEHEHUS

OTOT OOKYMEHT Obil NOAroTOBNEH ANs Uenei NpoBEpKM COOTBETCTBUS YCTPOMCTBa TpeboBaHMSM
NPUMEHMMbIX TapPMOHM3NPOBAHHbLIX CTaAHAAPTOB, 4YTOObI rapaHTMpoBaTb MPE3yMMLUI0 COOTBETCTBUS
NOJIOXKEHMSIM, BbITEKAIOLLMMU M3 TpeGOBaHUIA MO 3NEKTPOMArHUTHON COBMECTUMOCTM!.

MpoBedeHHbIi aHanu3 kacancs W3y4eHuUs TEeXHMYEeCKOM [OOKyMeHTauuu YCTpONCTBa, MNpPOBEAEHUS
BM3yaslbHOrO OCMOTPa C LUesNblo onpeferneHus NpUMeHWMbIX CTaHA4apToOB W, NpU HeobXxoauMmocTy,
NPOBEAEHUSI UCTbITAHWI Ha YCTPOWNCTBE.

McnbitaHna nposoauvnnCb npu ycnoeuax wn B COOTBETCTBMM C MeTodaMu, onpeneneHHbiMn B
NPUMEHNMbIX CTaHAapTax. npOBe,EleHHbIVI aHannM3 KacaeTcd yCTpOVICTBa, YCTaHOBJIEHHOIO "
HaCTpPOEHHOro B YCnoBUAX, NPUrogHbIX ANA OOCTaBKU 3aKa34yuKy: €Clin Obinun nposeaeHbl U3MEHEHUA
YCTpOIZCTBa, KOTOpble KakMM-rnmoo o6pa30M N3MEHAIT (*)yHKLI,VII/I N3ny4vyeHna wunm yCTOI7NVIBOCTVI K
BHELUHUM 3NEeKTpOMarHnUTHbiM nomMexaw, HeO6XOD,I/IMO NOBTOPUTb WUCNbITaAHNA C UeNnblo Banunaaunmn
N3MEeHeHUN.

[MorpelwHoCTb M3MEPEHUN ONSA CNOXHBLIX U3MEPUTENbHBIX CUCTEM ObININ OLEHEHbl B COOTBETCTBUMU C
aokymeHToM «C1SPR 16-4 Cneuudukaums no yCTpoMCTBaM M MeTogaM U3MepeHus paguonomex u
ycTonumBocTn. YacTb 4: NorpelwHoCTb B U3MePEHUX dNeKTPOMarHMTHON COBMECTUMOCTUY.

Hacrosawuyuni oT4eT1T COQEPXNUT ONUCAHNE Pe3y/ibTaToB aHasun3a rno OofnucaHHOMYy YCTPOWUCTBY U HE
AaerT OCHOBaHUW HaHOCUTb Kakume-nnbo 3Hakm Ha ycrpoucrBo. [ns aT1od yenu BaxHa [eknapayns
cooTBEeTCTBUSA @QGUPMbI-NPON3BOANTENS. YKkazaHue HasBaHus Jsiaboparopuu [NIpu CCbIIKaAX Ha

ucriosib3oBaHue, rnpogaxy, KomMmep4dYecKkoe ITrpodgBuxeHuwe wuian uwHbIe yesin OoOlrncaHHoro wusgesing

AonyckaeTrcs TO/TbKO C MUCbMEeHHOro corrnacus ¢pupmel Elettrolab.

Pes3ynbratbsl W3IMEPEeHUid, BHECEHHbIe B HACTOAWUN [JOKYMEHT, OTHOCATCSH MUCKIHOYUTENbHO K
uccrieqoBaHHoOMy ApuUMepy U B yC/IOBUSAX ONUCAHHBLIX H3MepeHuid. J1to6okd nepeHoc MNoay4YeHHbIx
pes3ynbTaroB Ha gpyrue npumeps Aunbo Ha APYrue ycraoBusg U3MepeHui He BXO4UT B paMKku JAHHOTO

HAOKyMeHTa.

2. WIEHTUPUKALIVISI U CBOMCTBA YCTPOMCTBA

- YCTpOWACTBO; MeanumHcKoe / KOCMETUYECKOE YCTPOIICTBO

- [MpounssoaunTens: BIOS S.R.L.
Bus Mengo Pocca, 10/12 20090 - BumoapoHe, MunaH, UTAIMNA (Via
Guido Rossa 10/12 20090 Vimodrone (MI) ITALY)

- HoMmnHanbHoe HanpsXeHue:
P 230 B'£10% npu 50 I

- HommHanbHasa MoLUHOCTS:...
. 750 Bt

- HoMnHanbHbIN TOK:
10 A

- MNMopgkntoyeHne K ceTu; .
CbeMHBII Ka0eab

- YcTaHoBKa; IlepeaBuxHas
-3awmTa ot HenpsaMoro Kuaace 1
KOHTaKTa:

- KoHTaKTHbIe YacTn yCTpOnCTBa: BF

[Tevyarb HoTtapuyca /lTognuce//Mognuce/

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OT1yeT 006 UCNBITAHUAX

3. CIMbITAHNA N SAMEPbI

- BHyTpeHHuMI1 nabopaTopHbIN
HoMep:

- ata nony4veHus:
- laTta ucnbiTaHui:

Ycnosust MMKpoknnumara B
nabopatopuu:

- Bbibop ycTpovicTtBa ons
UCMNbITAHWN:

4. ©OTOIrPAGNU

ELETTRA
R-EM-083-0912-04A

12250
11.09.2012
18.09.2012-26.09.2012

25+3“C; 40£15% OTH. BnaxHocTH

McnbiTbiBaemoe ycTporncTBo 6bifio oTobpaHo nNpon3BoanTENeM
No 3aBepLUEeHUM npoLiecca NPOU3BOACTBA MO CryYariHOMY
KPUTEPUIO B KA4YeCTBE Penpe3eHTaTUBHOIO U3aenus

4.1WcnblTbiBaemMoe yCTPONCTBO, (CHUMKM)

Cmpa+uuya 4/38
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OT1yeT 06 UcnbITaHUAX R-EM-083-0912-04A

4.2 CxeMa HCOBITAHUA (CHUMKH)

Nznyuenus

Y CTOWUMBOCTD K U3IYy4YEHHUIO

Meyamob Homapuyca /Modnucs//Modnucs/

CmpaHuya 5/38
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Y CTOHUYUBOCTh K TOKaM PaJuO4acTOThI

CmpaHuuya 6/38
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ELETTRA
OT1yeT 006 UcnbITAHUAX R-EM-083-0912-04A

YCTONYNBOCTb K €ANHNYHBIM NOMEXaM

5. HOPMATBHO-TEXHNYECKME OJOKYMEHTbI

EN 60601-1-2  MepnuumHckoe anekTpuyeckoe obopyaosaHue. Yactb 1; O6wme TpeboBaHus
6esonacHocTy - BernomoraTtenbHbii CTaHaapT: ANeKTpoMarHUTHas
COBMECTUMOCTb - TpeboBaHusa un ncneitanus. 2007

EN 6/000-6°1 OnekTpomarHuTHas coBmectumocTtb (OMC) yacTb 6-1: ['pynnoBble cTaHaapThbl *
YCTOMYMBOCTb K NIEKTPOMArHUTHBIM NOMEXaM TEXHUYECKUX CPELACTB,
NMPUMEHSEMBIX B XXUIbIX, KOMMEPYECKUX 30HaX U NPON3BOACTBEHHbIX 30HAX C
ManbiM aHepronoTpebnexHem. 2007

EN 6/000°6-3  3nektpomarHutHasi coBmecTumMocTb (AMC), yacTb 6-3: MpynnoBble cTaHaapThl
YCTONUYMBOCTb K 3NEKTPOMAarHUTHLIM MoMexaM TEXHUYECKUX CPeacTs,

NPUMEHSAEMbIX B KUIMbIX, KOMMEPYECKNX 30HaX 1 NPON3BOACTBEHHbLIX 30HaX C
MarnbIM aHepronoTpebneHnem. 2007

6. EN 60601-1-2 TPEBOBAHUA

Bo3MOXHbIe 3aKkn4YeHnsa no COBOKYMHOCTU OAHHbIX

UCMbITaHUSA:
- Crnyyan MCnbITaHUA He NPUMEHUM K OB bEKTY UCTbITaHWA He ycTaHoBneHo (HY)
- 06BEKT UCMbITaHU cooTBETCTBYET TpeboBaHUo ucnbiTaHve nporaeHo (M)
- 0O6BEKT MCMbITAHNI He COOTBETCTBYET TpeboBaHMo He NPOXOAVT UCTIbITAHYE
id]
IEC 60601-1-2

MyHkT  TpeGosaHve + VcnbiTaHue Pesynbtar -

KommeHTapwii 3aknioyeHne
6.1 N3nydeHune

» B

6.1.11  Knaccudpukaums

CmpaHuua 7/38
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OT1yeT 06 UcnbITAHUAX

6.11.2

6.1.3.1

6.1.3.2
6.2

6.2.2

6.2.3

6.2.4

6.2.5

6.2.6

6.2.7

Knacc A unn B
pynna 1 wnn 2

CISPR 11, 22, 14-1, urmn 15

MpenenbHble 3HAYEHNST HANPSXKEHNA NOMEX
Ha CeTeBOM BbIBOAE

MpeaenbHble 3HAaYEHMS N3fydYaeMblX NOMEX
MpenenbHble 3HaYEHMS MOLLHOCTM NOMEX
(ecnn NpMMeHnmo)

Many4eHne, cosgaBaemoe rapMOHUYECKUMU
Tokamu cornacHo ctaHgapty IEC61000-3-2
KonebaHua HanpskeHNsa U nMKKep-LLYyM
cornacHo ctaHgapty IEC61000-3-3
YcTonumBocCTb

OnekTpocTatnyeckne paspsgbl (3CP)

Pa,u,momsnyqume ANEeKTPOMarHUTHbIX nonen

KpaTkoBpeMeHHble 3MeKkTpuyeckme
nepexoaHble NPOLECCHl U BCMMECKU

Ckaukm

KOHAYKTUBHbIE MOMEXN, HaBEOEHHbIE
pagmoYacToTHLIMU 3f1EKTPOMAarHUTHbIMU
nonsmm

MpoBanbl, ncYe3HOBEHMS 1 KonebaHus
HanpsKeHns

CmpaHuya 8/38
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Knacc A
Mpynna 1
C1SPR11 HCISPR 22

Knacc A

Knacc A

Knacc A

Pst, Dmax, dt. do

WcnpaBHasa pabota <6e3
yxXyaweHus paboumx
XapaKTepuCTMK
WcnpaeHaga paborta - 6e3
yxXyaweHus pabounx
XapaKkTepuUCTmK
McnpaeHasi pabota - 6e3
yXyaLeHumsa paboumx
XapakTepUCTMK
McnpaBHas paboTta - 6e3
yxXyaweHus paboumx
XapaKkTepuCcTuK
McnpaBHas paborta - 6e3
yXyaLwweHus paboumnx
XapaKkTepucTmK
WcnpaBHas pabota - 6e3
yxyaweHus paboumx
XapakTepUCTUK



ELETTRA
OTyeT 06 ucnbITaHUAX

7. PE3YJIbTATHI

Pesynbrarsl

Tun mcnei TaHus Ccbl/ika Ha CT W B BT NCrNblITAaHUI

HC

R-EM-083-0912-04A

J

I OnuncaHna

WMcnbiTaHne
"apMOHMK/ TOKa EN 61000-3-2/07 nponaeHo
EN 61000-3-3/08 NcnbiTanne
dnuKKep-LUyMm nponaeHo
N3mepeHne EN 55011/09 WcnbiTaHne
KOHAYKIMBHOIO nporaeHo
n3nyyeHns
ViavepeHue EN 55011/09 V|CI'II:1!TaHI/Ie
n3nyyeHns MPOVAEHO
YCTOMYMBOCTD K EN 61000-4-3/06+ WNcnbitaHue
pagnonsnyvyeHunio A1/08+A2/10 nponaeHo
YcTonumnBOoCTb K EN 61000-4-2/09 UcnblTaHne
arneapocTaTU4eCcKum nponaeHo
paspsgam
UMmyHUTET K WcnbiTaHune
BCTINECKaM EN 61000-4-4/04+A1/2010 npoiiaeHo
NMmyHuTeT K EN 61000-4-5/06 WNcnbiTanne
nmnynscam nponaeHo
HanpspKkeHus
YCTON4NBOCTD K EN 61000-4-6/09 WcnbiTaHne
TOKamMm, nporaeHo
NHAYUMPOBAHHBIM
pPagMo4acToTHbLIMN
nonsmm
YCTOMYMBOCTb K EN 61000-4-11/04 McnbiTanne
nepebosim B nogayve npovaeHo
HanpspkeHns m
KonebaHuam
HanpsKeHns
YCTOMYMBOCTb K EN 61000-4-8/93+ A1/01 WNcnbiTaHne
MarHUTHOMY NOMLO npongeHo

NPOMbILLNIEHHOM
4acToThI

8. KOPPEKTUPYIOLME OENCTBMA B XOAE NCMNbITAHU

NcnbiTaHue

N3ny4yeHus

CmpaHuya 9/38

Jencteue

Map.
Map.
Map.

Map.
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Map.

Map.
Map.

Map.

Map. 13.10

13.1

13.2
13.3

13.4

13.5

13.6

13.7
13.8

13.9

Map. 13.11

Meyame Homapuyca /Modnucs/

®eppur Fair-Rite 0444167281 Ha
kabene k Hacagke out1 u out2
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/IToonuce/

NMMyHUTET K BCrneckam ®epput Fair-Rite 0444167281 Ha
NeHToYHOM Kaberne K Ancnneto

9. OKCIMITYATALUMOHHBIE YCINOBUA

- SKcnnyatamvoHHbIe Bbina BocnponsseneHa HopManbHasi paboTa yCcTponcTea nyTem

yCcnoBus: nofayv HOMWHaNbLHOro HanpsbkeHus, 1 3arnycka pexumma RF
(pagmomnanyyenue), IR (MHppakpacHble BOMHbLI) 1 vacuum
(Bakyym).

- BcnomoratenbHble .

yCcTpoWcTBa:

MNpoBepka akcnnyaTauMoOHHbIX B BbIGpaHHLIX NapamMeTpax U3MeHeHUId He crny4Yunock. Bo Bpewms

XapaKkTepuCTuK: KpaTKOBPEMEHHbIX MOMEX A0MyCcKaeTCsl BO3BPaAT K UCXOAHLIM
3HaYEeHUAM.

- Cxema nposegeHus B cooTBETCTBUU C HOPMATUBHBIM CTaHOAPTOM.

UCMNbITaHWNA:

TepmyHan KOHEYHOro Nonb3oBaTenst OTHECEH K HaMoNbHOMY
obopynosaHuto, knacc A rpynna 1

- Kputepum oueHkmn ans VcnbiTbiBaeMoOe YCTPOMCTBO AOSMKHO NpofdosrkaTe paboTty 6es
WCMbITaHWA Ha YCTOWYMBOCTbL:  yXyALIEHWSI OCHOBHBIX 9KCMIyaTaLMOHHbLIX XapaKTepUCTUK U
AOMKHO ocTaBaTbcs 6e30nacHbiM B Criyvae npuMeHeHUs
KOHOYKTUBHbIX W N3ry4aeMbIX NMOMeX.
He nomkHO gonyckaTtbesi cneaylollee yxyalweHve
XapakTepucTuK, CBA3aHHOE C BaXXHbIMW 3KCMryaTalyMOHHbIMU
napameTpamu 1 6e30nNacHOCTbIO:
- OTKa3 KOMMOHEHTa:
- U3MEHeHWe napameTpos;
- U3MEHEHNE pexnma paboThbl;
-NOXHble cpabaTbiBaHWA aBapUAHOW CUrHann3aumu;
- NpeKpaLleHre nnn npuocTaHoBKa nboro
3annaHvpoBaHHOIo AeNCTBUS;
- UHMUMMpoBaHue noboro HexxenaTenbHOro cpabarbiBaHMS.

CmpaHuua 10/38

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



5-?5
R-EM<083-0912-04A

ELETTRA
OT1yeT 06 McnbiTaHUAX

10. MOPT KOHEYHOIO MNMOJIb3OBATESA

TepmuHan e
Hacapka 2
2308- / 50T KOHEYHOrOo
= Hacapgka 3
rlo.rl b3OBaTenF| Hacagka 4
MEOJATb
PaccmaTtprBaemble gBeEpU MMEKT cnepyowme xapakTepucTuKi:
[Bepb Tunonorusa Kabenb
Kopnyc Koxyx -

NcToYHMK nuTaHmns 230B' HO5WF-3G0,75-1,5M
Hacagku - HE3KPaHNPOBAHHbLINA -3 M
Mepanb - HeaKpaHUpoBaHHbIN -1,5 M

11. MEPEYEHb OBEOPYOOBAHNA
BuyTtpennunii
HOMED Omnucanue [IpousBogarremns Monens Cepuitnbrii HOMD

CeTb co cTabunumsaumen
MOIHOTO CONPOTUBAEHMUA IMHUM

18 (L1SN) PMM L2-16 1021K00511

19 3MC npvemHuKa PMM 8000PLUS 0000D00901

20 [aTtumK HanpsaxeHua PMM SHC-1 00511
leHepaTop
BCnaeckos/vmnynbcos/nposano  HOFBAUER

21 B HaMNpPsKeHWS ELECTRONIC CEG-4508 1258

HOFBAUER

22 reHepatop 3CP ELECTRONIC HVTASOO 1251

23 AHTeHHa BilLog AFJ E BA-01
Mpunbop gna namepeHun CHAUVIN

46 HanpA*KeHHOCTM NonA ARNOUX CA43 121054XCV

63 PamouyHaa aHTeHHa TESEO LAS1
AHaNM3aTop 3NEKTPUHECKON

64 cetm 11 HA1600 176786

72 leHepaTop pagmonomex EMTEST CW 500C 0403-05

73 ATtTeHtoaTop 6 b EMTEST ATT6/76 1001-26

74 Cdn EM TEST M2/VB 0503-01

CWS-CAL

75 Habop ana Kannbposku EMTEST R100 0118:0116

76 ToKoBble Knewy EMTEST EM101 35655

77 leHepaTop dyHKLUMK HP 33120A E13266 US36026774

CHROMA ATE

78 McTouHMK nep./nocT.Toka INC. C-61602 ABP000000204
Cuctema mCnbiTaHWi Ha

86 YCTOMYMBOCTDb K 1 HOFBAUER 8LST-4510 1414
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89
120
35
137
142

143

144

147

148
149

150
151
152
153
154
155
156
157

160
169
170
171
179
181
182
183
198
202
203
207
208
214
217

218
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HM3KOYACTOTHbIM MOMEXam
FeHepaToOp MMMNYNbCOB

Cdn

Cdn

Cdn

MCTOYHUK nUTaHKA
Mornowatoupye Knewp
Mpnbop ana MsmepeHun
HanpPsAXeHHOCTM Nons

PamoyHaa aHTeHHa

Ycunutenb paamMoYactoThl
CeTb co cTabunusaumei
MO/IHOTO COMPOTUBAEHUA JIMHUA
(LISN)

reHepaTop PagaMo4YacToTHOro
N3/1y4YeHus

PynopHasa aHTeHHa

be3axoBas Kamepa
Ycunutenb pagmoyactoThbl
AHTeHHa BilLog

Battmetp

HanpaeneHHbln pa3seTBUTENb
HanpaBneHHbI pa3BeTBUTEND
CTaHOapPTHBIA UCTOYHMK
TpaHchopmaTop BbICOKOrO
HanpAXKeHWA

ATTeHtoaTop

ATTeHtoaTop

AHanusaTop crekTpa
AHanM3aTop rapmoHuK n
bvKKep-LLymoB

MNpremHuK
Ycunnuteno
Isn

AHanusaTop cetu

YKB atTeHtoatop
Yeunnuteno

LLyn 0,001-18 Iy,
KomnneKT ana Kanmbposku
Yeunuteno
KopoTKonmnybCHbIM
atTeHtoaTop 1 KOm
KopOTKOM MMy/1bCH biit
atTeHtoaTop 50 KOm
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SCHAFFNER

SCHWARZBECK
EMTEST
EMTEST
ELGAR

FCC

CHAUVIN
ARNOUX
ELECTROMETRI
CS

AMPLIFIER
RESEARCH

AFJ

RHODE&SCHWA

RZ

A H. SYSTEMS
INC.
FRANKONIA
FRANKONIA
FRANKONIA
DR. HEBERT
WERLATONE
WERLATONE
COMTEST

LEF
MINICIRCUITS
MINICIRCUITS
AGILENT

EMTEST

PMM
LANGER EMV-
TECHNIK

FCC

RHODE
SCHWARTZ

HP

Krhohn-Hite
PMM Narda
Agilent
FRANKONIA
Hofbauer
Electronic GmbH
Hofbauer
Electronic GmbH
SCHWARZBECK
MESS-
ELEKTRONIK

NSG505

L801M2
CDN S9
L-801M2
3001
F201

CA42
ALR-25

150W1000

LT32C
SM300

SAS-571
CHC

FLG 15B
BTAH

PMS 1084
C3910
C6187-10
1410-000
837
100/1000
BWN10WS5
BWN20 W5
8595E

DPA 50
9010+9030

PA 203
FCC-TLISN-
T4-02

ZVRE
3550
7500

EP 183
85032E
FLG-30D

DGG2795

DGG2796

UH

R-ENI-083-0912-04A

4578727

2063

lMeyamb Homapuyca
/MModnucs//Modnuck/

0405-01
2063

177
100405AEK
444

320944

32030617111
1147.1498.03.100029

823
ELETTROLAB
1082

050010H
108A1213
29665

32529
0626051

0708

3829U01165

V0602101051
113WJ60209+O000A6
0101

20528

837406003
2522A40734
15/04
000WJ30605
MY32180860
1064

1883

1884
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220
222
223
225

226
233

235
237
241
263

264
245

254
255

256
257
258
259
261
262
265
267

269
278

282

283
285
286

287
288

289
290

294
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AnTeHHa Trilog

[aTyvK MarHUTHOro noss
[aTunK aneKkTpuyeckoro nons
AHanusaTop cnetcrpa

JaTumk moLHocTm
LJaTumK ToKa

MNpeaycunutens
reHepatop 3CP
JaTumK ToKa

OrpaHuunTENb UMMYNBLCOB
UCTOYHUK NUTaHMA
NnepemMeHHOro ToKa
Tepmorurpometp
TpaHcdopmaTop ¢
COrNacoBaHMEM MMMNeAaHca Ana
coeauHeHua
c6anaHCMPOBAHHbIX JIMHMIA
YyebHan namna

Mpubop ansa nsmepeHus
HaMNpPAKEHHOCTU NosA
JaTumk-30H4,

MNpremHuK

TecTtoBaA ronoska BaH aep
XoodaeHa

Ycnnntenb pagmodacTtoThl
JaTunK ToKa

HanpaBneHHbIlh pa3BeTBUTEND
MNpeaycnnutens

MMNyNbCHbIN aTTeHoaTop
Mpegycnnutens

CeTb co cTabunmsaupei
NO/IHOTO CONPOTMB/IEHNA IMHUA
(LISN)

CeTb co cTabunmsaumen
NO/IHOTO COMPOTMBAEHUA INHUN
(LISN)

Mpunbop gna nsamepeHun
HanpA*XeHHOCTN nonA

KomnnekTt ana nposepku
N3meputenb MOLLHOCTH
PaMoYCTPONCTB
O6bemMHbIM TOK
KannbposoyHoe
npucnocobneHne
CyeTumk

Konbua lenbmronbla
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Schwarzbeck
Mess-Elektronik
ATTEN
Instruments

Al IEN
Instruments
RHODE&SCHWA
RZ
RHODE&SCHWA
RZ

TEKTRONIX
SPIN
ELECTRONICS
EMTEST
EMTEST
AGILENT
TECHNOLOGIES

EMTEST
DeltaOhm

ERIKA FIEDLER
AFJ

PMM-NARDA
PMM-NARDA
AGILENT

AF)
SPIN
ELECTRONICS
FISCHER
WERLATONE
HP

AGILENT
LANGER

NARDA

NARDA

NARDA

RHODE
SCHWARZ
DARELL
INSTRUMENTS
FISHER

FISHER
HP

SCHWARZBECK

VULB9168
AZ530-M
AZ530-E
FSL6

NRP-Z11
A6303

PREO1-60
DITO
M1.U

11867A

NETWAVE 7
HD2101.2

BUT
25-38MM
8053-B-
2004-40
EHP-50C
8546A

VDH30

PA-0180-250
F-51

C5425
87405A
11947A
PA303N

PMM L1-
150M

PMM L1-
150M

ELT-400

ZV-731
RADIPOWE
R RPR106A
F-130-1
FCC-BCICF-
1

5351B
HHS5204-
12

R-EM-083-0912-04A

9168-351

100568

1138.3004.02
B025898

01-332-09
V0912104730
11 2008
MY42242286

V1049108071
10000548

10P001

262WL80471
352WN80535
R0228

01-031-011
110242
8078
3207A01907
3107A04294
211

000WX20103

000WX20102
N-0027
1085.7730.02

06D00705SN091
112418

112419
3049A01183

015
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Mcnonb3oBaHHbIE I'Ipl/l60pbl COOTBETCTBYHOT HaUyMOHanbHbIM CTaHO4apTamMm u KaJ'IVI6pOBaHbI
cornacHo Kanm6posquomy nnady, 3asaBrieHHOMY BHyTpeHHeI;I CUCTEMOW Ka4yecTBa.
Meyams Homapuyca /Modnucs//Modnuce/

12. MOrPEWWHOCTUN NSMEPEHWMA W NMPOLIEAYPLI

McnbiTaHne PacwwupeHHas MpumeyaHve
HEOMIOBOBEHHOCTb

KoHgyktnBHble nanyyenna (9 kMu+30 MIu) +2 9 nb 1
MowHocTtb nomex {30 My*300 MIu) +3,0 nb 1
NanyyeHns 1

ananasoH 30 MIMy-230 My +6,0 nb

ananasoH 230 MuM Ty +4,7 nb

avanason 1T TuA My +4,0 b
OnekTpomarHutHoe none (AMIN) +18% 1
"apMOHMYeECKNIA TOK +2.3% 1
DnnKKep-WyM 1 KonebaHnst HanpsbkeHNs +5.2% 1
BHocuMble notepu 12,3% 1
Mone anekTpoMarHUTHOro Usny4yeHns +2.3% 1
YCTOMYNBOCTb K U3MYYEHUIO 3NEKTPOMArHUTHBIX 13,7 ob 1
nonen
YCTONYMBOCTb K TOKY, MHOYLMPOBAHHOMY +2 4 nb 1
pagnonsnyvyeHnem
YCTONYMBOCTb K €gMHUYHBIM oMexam 2
YCTON4MBOCTL K BCrneckam 2
YCTONYMBOCTb K NpoBanam HanpsikeHus 2
YCTOMYMBOCTL K KONEBGAHNAM HaMNpsKeHNst 2
YCTONYMBOCTb K HU3KOMY MEPEXOOHOMY HAMPSPKEHWIO 2
YCTOMUYMBOCTb K U3ITYYEHUIO MarHUTHLIX NOMen npu +14% 1

4YacToTe HanpsaXeHna cetun nuTaHuA

MpumeyaHus:

MpumeyaHne 1. PaclwimpeHHasa HeonpedeneHHoCcTb nanyveHus cornacHo EN 55016-4-2 ocHoBaHa
Ha CTaHOApTHOM HeonpedeneHHOCTN, YMHOXEHHOW Ha KOIMUUUEHT NOKPbITUA K = 2, npu
YCIOBWK, YTO YPOBEHb 3HAYNUMOCTU p = 95%.

MpumeyaHne 2: 6bINO  MOKasaHO, YTO WUCMNOMb30BaHHOE MCMbITaTeNnbHOe 0bopyaoBaHue
yAOBNETBOPSET yKa3aHHbIM TpeboBaHMAM B CTaHOApPTE C YPOBHEM 3HAYMMOCTU Kak MUHUMYM 95%
N K09(pOUUMEHTOM NOKPbLITUS 2.

Mpoueaypbl UCnbITaHUS:

Kon HassaHve Pepnakumst
EMO01 M3amepeHne rapMOHUYECKMX TOKOB 0
EMO002 Mameperne dnnkkep-wyma 0
EMOG3 M3mMepeHnst KOHAYKTUBHOIO U3My4YeHWs 1
EMO04 I3MepeHVie BCMNECKOB HaMnpshKeHNs 1
EMO005 MN3mepeHns 6pOCKOB HaMpsPKEHUS 1
EMO007 YCTOMUMBOCTb K 3NEKTPOCTATUYECKUM pa3psiaam 1

CmpaHuya 14/38
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EMO08 VCTibITaHNs Ha YCTORYMBOCTL K M3NYYEHMIO 3MEKTPOMArHUTHBIX 0
nonei

EMO09 YCTOMUMBOCTL K TOKy, BO3GYX/AEHHOMY 3MEeKTPOMarHUTHbIM 1
nonem pagmoyacToT

EMO10 YCTONYMBOCTb K MAAEHUAM U KONeBaHNsAM HanpsikeHus 0

EMO11 YCTOMYMBOCTb K HU3KOYACTOTHBLIM MOMSM 0

EMO012 /cnbiTaHne Ha YyCTOMUYMBOCTbL K M3MTyYEHWIO MarHUTHOrO Mons 0

EMO13 McnbiTaHne Ha YCTOMYMBOCTL K MOMExam 3neKTpOMarHUTHOro 0
N3nyyeHus

EMO14 McrbiTaHWsi Ha MOLLIHOCTb PaanonayveHuns 1

EMO015 McnbiTaHne Ha BHOCUMbIE NoTepu 0

Cmpa+Huuya 15/38
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13. PE3YJIbTATBI UCIIBITAHUIA

3akjI09eHusa Mo COBOKYNHOCTH JAaHHBIX UCHIBITAHUA:

- He npumeHsieTcs: HenpuMeHUMOo

- TepmuHan KoHe4vHoro CootBeTcTBYET
nonb3oBartens oreBevyaeT

TpeboBaHusAM:

TepmuHan KOHeYHOro He cootBeTcTBYET
nonb3oBaTtens He oTBevaeT

TpeboBaHuAM:

- VicnbiTaHne He npoBeaeHo:. He nposepeHo

13.1 T'apmonnyeckuii ToK

Ccbinka Ha cTaHAapT: EN 61000-3-2:2007

Mopr: Mutanne 230 B L (HanpsbkeHue). N (HerTpans). Gnd (3emns)
Ycnoeusi  pabotel TepmuHana cwm. 9

KOHEYHOro nosnb3oBaTtens:

Wcnonb3yemble npnbopsl: 264; 179
HanpspkeHne nutaHms: 230 B/ 50 'y
Mpoueaypa: M3amepeHnsa npoBogunucb Mocfe TOro, Kak YCTPOWCTBO

AOCTUINO CBOMX TemnepaTypHbIX YCMOBWW; OLEHMBaNUCb
CTauMOHapHbIEe 1 NepexoaHble rapMOHMKM ToKa

Hpe}le.]'lbl-lble SJHAYCHUA:

- Knacc A
IopsinxoBeIil Ne rapMOHMKH Mpexex (A)
HeyeTHble rapmMoHuku
3 23
o 1,14
I 0,77
9 0,4
1 0,33
13 0.21
15<=n<= 39 0.15x(15/n)
YeTHble rapMOHWKN
2 1,08
4 0.43
6 0,30
8<=n<=40 0,8 x (8/n)
PesynbTathbl N  MHcnbiTanue npoiigeHo 0 MHcnbiTanue He NMpPoOAEeHO

BbIBE€[EHbl pe3ynbTarbl, NOMy4eHHbIe C MOMOLLbIO U3MEPUTENIbHON Mporpammbl
ISMDPA Bep. 3.30

CmpaHuuya 16/38
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[Meyars HoTtapuyca /[Tognucs//lTognucs/

Fapmornungyecknsi Tok npu 230 | 50 Iy

Makc ymanbHubs essNe ne17arts no AUl moHudyecknmy mnmf

Mapm.  3dppekTnBHaA cuna Toka

OddbekTnBHaA cnna

Ne 1TodhcA ToKa ladkb %! MNpegen [Al PesynbTtar
1 1,858 100,000

2 38,149E-3 2,053 162 Venbitarve
npoiiaeHo

3 476,648E-3 25.649 3.45 McnbiaHie
nponaeHo

4 14,107E-3 0.759 645,00E-3 Vicnbitarine
npoiiaeHo

5 224, 713E-3 12,002 171 VcnbiTanue
npoiaeHo

6 14,761 E-3 0,794 450,00E-3 V|CI'II:LITaHV|e
nponaeHo

7 228,621 E-3 12,302 115 Vcnbrrarue
npoiaeHo

=3 11,811E-3 0,636 345 00E-3 Vcnitanme
npoiaeHo

9 209,200E-3 11,257 600,00E-3 V|CI'IvaTaHI/Ie
npoiigeHo

10 10,869E-3 0,585 276,00E-3 Vicnbitanne
npoiiaeHo

1 176,947E-3 9,522 495 00E-3 Mcnn:JTaHme
npoiiaeHo

12 8,896E-3 0,479 220,99E-3 Vcnbitanme
npoiigeHo

13 151.599E-3 8,158 315,00E-3 Vicnbiramne
nponaeHo

14 7,298E-3 0,393 197 15E-3 Vcnbitarme
nponaeHo

15 124,339E-3 6,691 225 00E-3 V|CI'IvaTaHI/Ie
nponaeHo

16 5,688E-3 0,306 172 50E-3 |/|CI'IvaTaHI/Ie
npoiaeHo

17 97.485E-3 5,246 198,52E-3 |/|CI'IbVITaHI/Ie
npoiiaeHo

18 4,525E-3 0,244 153.33E-3 VicnbiTamme
npoiaeHo

19 71.142E-3 3,828 177 63E-3 V|CI'II:1ITaHl/Ie
npoiiaeHo

20 3,745E-3 0,202 138,00E-3 |/|CI'II:1ITaHVIe
npoiaeHo

21 49,895E-3 2,685 160,71 E-3 VicnsiTaie
nponaeHo

22 3,567E-3 0,192 125,46E-3 Venbitarie
npoaeHo

23 32.039E-3 1,724 146,74E-3 Wenbrmarive
npoiiaeHo

Cmpa+uuya 17/38
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24

25

26

27

28

29

30

31

32

33

35
36

37

39

40
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3.636E-3
21.807E-3
3,774E-3
20.823E-3
3.967E-3
24,115E-3
4,605E-3
26.196E-3
3.848E-3
27,143E-3
3,205E-3
25,669E-3
3,046E-3
23,115E-3
2.275E-3
19,645E-3

2,225E-3

ELETTRA

0,196
1,173
0,203
1,120
0,213
1,298
0,248
1,410
0,207
1,461
0,172
1,381
0,164
1,244
0,122
1,057

0,120

114,99E-3
135,00E-3
106,16E-3
124,99E-3
98,57E-3
116,39E-3
92,00E-3
108,87E-3
86,25E-3
102,27E-3
81.18E-3
96,44E-3
76,66E-3
91,21E-3
72,63E-3
86,53E-3

69,00E-3

R-EM-083-0912-04A

WcnbiTaHne
npongeHo
VcnbiTaHne
npongeHo
WcnbiTaHne
npongeHo
WcnbiTaHne
nporaeHo
NecnbiTanue
nporaeHo
WcnbiTaHne
npongeHo
NcnbiTaHne
npongeHo
VcnbiTaHne
npomngeHo
VicnbiTaHue
nporaeHo
NcnbiTaHne
nponaeHo
McnbiTaHne
nponaeHo
VcnbiTaHme
nporaeHo
VicnbiTaHue
npovaeHo
VcnbiTaHne
npongeHo
WcnbiTadne
nporaeHo
WcnbiTaHne
npongeHo
WcnbiTaHne
npongeHo
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13.2 ®uaukkep-1mym

Ccblinka Ha cTaHOaprT:

MopT:

Ycnosua pabotel  TepmuHana
KOHEYHOro nonb3oBaTens:
Mcnonb3syemble npnbopsl:
Hanpsi»keHne nutaHus:

Mpoueaypa:

rlpO/_'l,OJ'DKI/ITeJ'I bHOCTb
ncnblTaHUaA:

IIpeneabHbIe 3HAYEHUS:

Bpems PLT
U3MepeHust
10 MuH .

ELETTRA
R-EM-083-0912-04A

EN 61000-3-3:2008
Mutanune 230 B L (HanpspkeHue). N (HenTpanb). Gnd (3emns)
cm. 9

264; 179

230 B/50 'y

Beugy Toro, 4TO XxapakTep aKcrnnyaTauuuM TakoB, YTO
koneGaHusi HanpsbkeHUst MoryT ObiTb BbI3BaHbl  PYYHbIMU

MaHUMYNAUNAMA U UMK PYHKUNOHMPOBAHUS ONUTCA MeEHbLUe
10 muHyT, TpeboBaHusa ana Pit He npumeHsoTCS .
10 MyH

PST dt dmax do
1 3,3% MeHblue, 4% Ut 3,3% Ut
yem 500 mC

NT = HanpsaxeHne nntaHuna TepMMHana KOHEYHOro nosib3oBaTend

PesynbTathl
nponaeHo
3HaYeHHUd A
Tepmunana
KOHEYHOTO0
NoJib30BaTeJs
Pst 0,424
dc [%] 0,384
dmax [%] 2,933
dt [c] 0,000
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HcnbiTanue I npoiinenoMcnbiTanue  He
Ipenea PesyasTar
1,00 Mcn@TaHme
nponaeHo
330 MCH%TaHMG
nponaeHo
7.00 McanaHMe
nponaeHo
0,50 MCH%TaHMe
nporaeHo

llTeyarb HoTapuyca /lNognucs//lTognncs/
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13.3 KoHayKkTUBHOE paguounsnydeHue

Ccbinka Ha cTangaprT: EN55011:2009

MopT: Mutanue 230 B L (HanpsbkeHue), N (Hentoanb). Gnd (3emns)
Ycnoeusas  pabotel  TepmuHana cm. nap. 9

KOHEYHOro nonb3oBaTens;

VMcnonbayemble npnbopbi; 181; 18

CeTb cO cTabunusayuen nonHoro Hanpsikerne cetn 50 Om, 50 Mkl

conpoTtusnenusi nuHmm (LISN):

lNonsipHOCTb: L (HanpsixeHwne), N (HeWTpanb)

PacnonoxeHue: Ha nsonmposaHHoM cTone Haa 6asoBbIM 3a3emieHnem
Kabenb: 1™

MNpoueaypa: M3mepeHne npoBeAeHO KBa3MMUKOBLIM OETEKTOPOM CPedHMX

3Ha4YeHui nocne MHTEpBana nuka.

MNpenenbHble 3HAYEHUS:

Knacc B
yacroTa CpepaHee 3HaveHune (obmMKB) kBa3n-nuk (abmkB)
0,15-0.5 MI'y 56-46 66-56
0,5"5 MI'y, 46 56
5-30 MI'y 50 60
Knacc A
YyacToTa CpeaHee 3HaveHue (oBmkB) KBa3un-nuk (4BmkB)
0,15-0,5 MI'y, 66 79
0,5-5 MI'y 60 73
5-30 Ml'y 60 73
PesynbTathl
M3mMeO€eHHble 3Ha4YeHns MpenenbHble 3HaYeHus
CpeaHee 3HayeHne A MeHblue o Oonble CpegHee
KBasunukoBoe 3HaveHne A MeHblle O  Gonblle KBa3un-nuk

CmpaHuuya 20/38
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KoHaykTuBHble uanydeHus (150 «'y"30 MIy)

it rrrn Yrks €[

m «itonvMa CTi
1 fMt4ra

B —
Vil o

[Tevars HoTapuyca /[Tognucs/

YacrtoTa CpenHee Mpegen HenbTta Mpenen HenbTa
5501laav 5501laqp
[MIy] [nBMKB] [nBMKB] [aB] [oBmkB] [nB]
1 9,395 58,69 60,00 -1,31 73,00 -14,31
2 9,41 59,01 60,00 -0,99 73,00 -13,99
3 9,415 58,66 60,00 -1,34 73,00 -14,34
4 9,51 58,77 60,00 -1,23 73,00 -14,23
5 9,615 59,08 60,00 -0,92 73,00 -13,92
6 9,52 59,14 60,00 -0,86 73,00 -13,86
7 9,625 58,94 60,00 -1,06 73,00 -14,06
8 9,55 58,65 60,00 -1,35 73,00 -14,35
9 9,58 58,72 60,00 -1,28 73,00 -14,28
10 9,59 58,62 60,00 -1,38 73,00 -14,38
/Mognuce/
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OTyeT 06 UCMbITAHNAX R-EM-083-0912-04A

13.4 Paguounsny4yeHune

Ccbinka Ha cTaHgaprT: EN55011:2009
MoprT: Kopnyc
Ycnoeuss  pabotel  TepmuHana cwm. nap. 9
KOHEYHOro nosnb3oBaTens:

Mcnonbayemble npnbopsl; 181; 151; 153
PaccTtosiHne mexgy aHTEHHOM N 3 m

TEepMUHaNom KOHEYHOro

nosb3oBaTens;

Monsipusauus; ["opu3oHTanbLHasa 1 BepTuKanbHas
CTOopOHbI; BCE

PacnonoxeHne kabens; K nony

MpenenbHble 3HaYeHUS;

Knacc B
yacToTa Cpeatee aHaueHe (AEMKB/m) KBasunnkoBoe 3HaveHue
(aBbmkB/m)
307230 Ml'y 40 (3 m)
230 1000 MI'y, 47 (3 M)
Knacc A
yacToTa CpenHee 3HaueHve (obmkB/m) Ksasunnkosoe sHaqenme
(aBbmkB/m)
307230 My 50 (3 M)
230.1000 MI'y 57 (3 M)
Pesynbtathl McnbiTaHue npovgeHo U  WcnblTaHne He nporaeHo
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ELETTRA
OtyeT 06 ucnbiTaHUAX R-EM-083-0912-04A

UN3nyyeHune - BeprtukasabHas nonspundayuns (30 My - 1000 Ml y).

THY AR MM
Jet ;;7/12 . U *i e
li tirn -FO X tflIS I» |l Itk - [ w -m {4"r«o Yy
1 j rmU1]irH
i e B
[levars HoTapuyca /lNTognucs/
Yacrora KBazu-nuk IIpenen Henbra
Rad-A3m
[MI11] [abMkB/M] [nbMkB/M]  [nB]
1 37.4 43,57 50,00 -6,43
2 37,5 43,52 50,00 -6,48
3 41,8 45,37 50,00 -4,63
4 41,9 45,07 50,00 -4,93
5 43,8 44,52 50,00 -5,48
6 44.9 43,63 50,00 -6,37
7 45,8 45,74 50,00 -4,26

/MMoanuce/
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ELETTRA
OT1yeT 006 UcCnbITAHUAX

R-EM-083-0912-04A

UN3nyyeHune - ropmu3doHranbHas nonapusayns (30 My - 1000 MIy)

IHH 3INdPIr
C<c'rM TH [HFV »>hanr
1) «UIQpODtxit «Kd itWlldn mir ir i} n Mrg #
. T|« 3111 1
o|/Mr<d o
T EVvivBEM %
YacToTa KBazu-nuk IIpenen
Rad-A3m
[MI] [n1bMkB/M] [xBbMkB/M]
1 30 40,55 50,00
2 36,3 39,65 50,00
3 36,7 39,65 50,00
4 48,9 41,52 50,00
5 50,9 44,24 50,00
6 152,1 41,30 50,00
7 202,8 37,26 50,00

Cmpaxuya 24/38

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Jennra

[nb]

9,45
-10,35
-10,35
-8,48
-5,76
-8,70
12,74
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ELETTRA
R-EM-083-0912-04A

13.5 YeTol4YMBOCTh K M3JIyYE€HHUIO 3JIEKTPOMATHUTHOIO MOJISI

Ccbinka Ha ctaHgaprT:
MoprT;

Ycnosua  paboTtbl  TepmuHana
KOHEYHOro rnonb3oBaTens:
Mcnonbsyemble npubops;
Monspusauus:

CTOpOHbI;

LLar yactoThl

Kputepun oueHku;

CypoBOCTb YyCNOBMA NCNbITAHW

EN 61000-4-3/06+A1/08+A2/10 : EN 50204
Kopnyc
cMm. nap. 9

207; 214; 147; 149; 150; 151; 153; 154; 155; 156;
BEpTMKanbHas 1 ropu3oHTanbHas

4

1%

noaaepxaHue KPUTNYECKMX aKCnnyaTaynoHHbIX
XapaLrrepucTuk

80 MlNy-2,5 Ny 1 klN'y AM 80%
Kondpurypauus
PesynbTathl HcnbiTanue npoiineso ”» HcenbiTaHue He MpoiijIeHO
Kputepui: Kputepuin A —HeT adhdekToB
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ELETTRA
R-EM-083-0912-04A

[MTewyarb HoTapuyca /llognucs//MNognucek/

13.6 YCTONYNBOCTb K 31EKTPOCTAaTUYECKMM pa3psgam

Cceblinka Ha cTaHpapT:

Mopr:

Ycnosus  pabotbl  TepmuHana
KOHEYHOro nonb3oBaTens:
Mcnonbayemble npnbopbi:
MonsipHOCTb:

Twun paspsiga:

KonunyecTtBo paspsiaos:
CoeguHeHue:

Bpems nosTopa
Kputepun oueHku:

YpoBeHb CypOBOCTH:

KoHTakTHbIN pa3psg

EN 61000-4-2 :2009
Kopnyc
cMm. nap. 9

237

+u-

BO3YLUHbIN, KOHTAKTHbIN
10 Ha Touky

lNpamoe K KoCBEHHoe
NIOCKOCTb COEONHEHMST)
1 cek

nogaepxaHvue
XapaKTepucTUK

(ropu3oHTanbHas W BepTMKanbHas

KPUTUYECKNX KCnnyaTaynoHHbIX

BosayLwiHbI oaspsan

YpoBeHb WcnbiTaTtensHoe YpoBeHb WcnbiTaTensHoe
HanpsikeHue (kB) HanpsikeHue (kB)
3 6 3 8
PesynbTarthl HcnbiTanue npoiineno II HcnbiTanue He MPOMAEHO
OueHka VMcnpaBHasa paboTa - MuraHue gucnnes
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OT1yeT 06 UcnbITaHUAX

R-EM-083-0912-04A

CHuMOK TouYek paspsaga

[Tewvars HoTtapuyca /[lognuck/

/lMMognuce/
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ELETTRA
R-EM-083-0912-04A

13 7 YCTONYNBOCTb K HAHOCEKYHAHbIM MMMYSbCHbLIM NOMeEXam

Ccbinka Ha cTaHaapT:
MopT:

Ycnosua paboTtbl  TepmuHana
KOHEYHOro nornb3oBaTeng:
Wcnonbsyemble npubops!:
MonsipHOCTb:

CoegunHeHue;

MpogonmknTensHoCTb
NPUMNOXEHUS MoMex:
Kputepun oueHku:

EN 61000-4-4:2004+A1:10
MICTOYHMK NUTaHUS
Hacagku

cm. nap. 9

21

+U-

CDN BHyTpM ucnbITbiBaeMoro npubopa
WHBEKUMOHHBIN 32XKMM AN Hacagok

2 MVH

noaaepaHve
Xapar-epuUcTUK

KPUTUHECKUNX SKCnyaTaunoHHbIX

YpoBeHb MCTOYHMK NUTaHNsI NEPEMEHHOTO kabenu curHanbHbIi, ynpaBneHus,
A
TOKa 1 3a3emMneHmne BBOAA"BblIBOAA
MukoBoe YacToTa MukoBoe YacToTa
HanpsxeHue nosTopeHus, kM HanpsxeHue nosTopeHus,kl Y
kB kB
3 2 5 1 5
KoHdurypauumsa
Wcrounmk nmuranus
I'eneparop GBICTpPBIX
JJIIEKTPUYECKUX
IIEPEXOTHBIX
l'IpOI_ICCCOB/ BCIIJICCKOB
IInactrHa 3a3eMiIeHHS
IO N O
Pesynbtatel McnbiTaHue npoingeHo McnbiTaHMe He NponaeHo
MopT PesynbTar

MCTO‘-IHVIK NMTaHnA - IpoBOJ NOA HANPAXKCHUCM
VICTOMHWK NUTaHWS - HellTpanbH b i NPOBOA
VICTOYHMK NUTaHMs - NpOBOS, 3a3eMieHmns
Hacagkn
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Kputepuit A- HeTspdekToB
Kpurepuit A- HEeT b dexToB
Kpurepuit A- et addekToB
Kputepuit A -mMuraomuit fucniei
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OTyeT 06 UcnbITaHUSAX

McnbiTaHne 6bino  ycnewHo nNpoOMAEeHO, Tak Kak He
3KCNIyaTaunoHHbIX XapakTepPUCTUK BO BPEMS MPUNOXKEHNA NOMEX
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ObIno
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BbiABIEHO  yXyadlleHune
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ELETTRA
R-ENI-083-0912-04A
Oruer 00 uenbITAHMAX

13.8 YcToiiunBocTh KAAWHAMHAYE€CKUM MU3MECHCHUAM HANPIKCHUA IJIECKTPOIIUTAHUA

Ccebinka Ha cTaHaapT: EN 61000-4-5:2006
MopT' McTovHuK nutaHua
Ycnosnss  pabotbl  Tepmuuana CM. nap. 9
KOHEYHOro Mosnb3oBaTens:

Mcnonbayemble Npubopsi: 21
dopma umnynbea: 1,2/50 wmkc
MonsapHocTb: +U-
CoenuHeHue: CDN BHyTOM MCMbITbIBAEMOro npudopa
Konnyectso uMnynbCcos: S ANst KaXKAOWA MONSIPHOCTY
Bpemsi mexay umnynscamu: 1 MnH
Yron' 0“: 90%; 270"
KpUTEepum OLeHKM: nogaepxaHue KPUTUYECKNX 3KCNNyaTaunoHHbIX
XapaKTepuCTUK
CyHCba3HbIii pexum [ndpchepeHLmnanbHbIi pexum
Mk MopT Muk MopTt
HanpskeHus, kB HanpsbkeHus, kB
2 NcTouHmK 1 NcTouHMK
nepemMeHHoro nepeMeHHoro
TOKa TOKa
KoHcpurypauusa

HMcrounnk nuranus

IImactuHa 3a3eMIIeHUS

PesynbTarhl HcnbiTanue npoiigeno 0O HcnbiTaHue He NMPOiiIeHO
Mopt PesynbTar
MCTOYHMK NepeMeHHOro Toka - nposoga L Kputepuit A - HeT acbcpekToB

(HanpsikeHue), N (Hertpanbe). Gnd (3emns)
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ELETTRA
OT4yeT 06 UCMbLITAHUSIX R-EM-083-0912-04A

13.9 YcT0iiuuBOCTh KTOKY, BO30YKI€HHOMY 3JIeKTPOMATHUTHBIM I0JIEM PaJH0o4yacToT

Ccblinka Ha cTaHOaprT; EN 61000-4-6:2009
MoprT: McTouHMK nepemMeHHOoro Toka
Hacapgku

Ycnosusi  pabotel  TepmuHana cMm. nap. 9
KOHEYHOro Monb3oBarens:

Vicrnonb3ayemble npuéopsi: 72; 73; 74, 75; 76; 89; 35; 120
CoeauvHeHve: CDN M2/M3 anga uctovHunka nutaHus
NHBEKLMOHHBIN 3aKUM ANS CUrHaros
[nanasoH yacTorT: 150 kMy.80 MI'y
Moaynsaums: amnnutygHasa (AM) 80%
LLlar yacToTbl: 1%
KpuTepum oLeHKu: nogaepxaHue KPUTUYECKNX 3KCMnyaTauNoHHbIX
XapaKkTepuUCTUK
YacToTHbIN AnanasoH AMNNUTyaa HanpsikKeHns Moaynsums
150 kMy-80 MI'y 3 1 80% AM 1kl'y
Kondpurypauus
TepmuHan Bcnomorar

CDN/ eJIbHBII
32KUM

HUctouHuk nutanus
IIOJIb30BaTeE

st
c 1

H sr yoBoasaumn cron

IImacTtuna 3a3eMiIeHU

PesynbTathl HcnbiTanue npoiigeso 0 MHMcnbiTanue He NpPoOiAEHO
MoPT PesynbTar
McToYHMK nepeMeHHoro Toka - nposoaa L Kputepuin A - HeT acppekToB

(HanpspkeHue), N (HenTpane), Gnd (3emng)
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ELETTRA
R-EM-083-0912-04A

13.10 YeToiiuuBOCTH KNAJeHUSAM M KOJe0AHUSAM HANPSKEHUS

Ccblinka Ha cTangapr;

EN 61000-4-11:2004

MoprT: NCTOYHMK nepeMeHHOro Toka
Ycnosua pabotbl  TepmuHana cm. nap. 9
KOHEYHOro nornb3oBaTens:
Mcnonbayemble npnbopsi; 264
CoegvHeHue: HenocpeacTBEHHO OT UCTOYHMKA NMUTaHUSA
KonnyectBo NoBTOPEHWIA; 10 ons ka>kOoro
Bpewms mMexay nposanamu 30 C
HanpsKeHuss;
Yron: O’: 90°: 270°
KpuTtepun oueHkm: nogaepxaHve KPUTUYECKNX 3KCMnyaTaumoOHHbIX
XapaKTepucTuK
CHwxeHne HanpsikeHus, % Bpems (Mc)
100 5000
60 100
30 500
100 10
PesynbTatbl HcnbiTanue npoiineno 0O McnbiTaHHe He NPOMIACHO
VcnbiTaHue Pesynbtat

100%-5000 mc
60%-100 mc
30% - 500 mc
100%-tOme
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Mepesarpyska

Kputepuin A - HeT adhdpekToB
Kputepuin A - HeT adodhekToB
Kputepuin A - HeT adhdhekToB

[Tewyars HoTapuyca /lTognucek/

/lMMognuce/



ELETTRA
OT1yeT 00 McnbITaHUAX R-EM-083-0912-04A

13.11 YcToiiyMBOCTHL KMATHUTHOMY NOJIK0 NPOMBIIIJICEHHON YaCTOTHI

Cchbinka Ha ctaHaapT; EN 61000-4-8/93+A1 :2001
MNopT: Kopnyc

YcnoBuss pabotbl TepmuHana cm. [lap. 8

KOHEYHOro nonb3oBaTensi:

Mcnonb3yemble npnbopsbi: 143: 256; 86

Monsapusauus: 3 B3aMMHO nNepneHauKyNsipHble CTOPOHbI, MyTEM MOBOpOTa
aHTeHHbI Ha 90°

MpoaomKNTENBHOCTD 60 cons Kakgor NonsiPHOCTU

NCNbITAHWS:

Kputepun oL eHKu: A

YpoBHM CypOBOCTH
3A/m
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Ot1yeT 06 ucnbiTaHUAX R-EM-083-0912-04A

KoHdurypauus

PesynbTaThbl McenbiTaHue npoaeHo O WUcnbiTaHWe He npoiiaeHo
MopT A5+M:«acy>"174-?TPesylbTar -

Kopnyc Kputepuin A - HeT adbdpeKkToB

[levars HoTapuyca /[logrnvce/

/lMognucek/
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ELETTRA
OTyeT 06 UcnbITAHUAX R-EM-083-0912-04A

NPUNOXXEHWE 1. BCTABUTb TABJ1IULIbI 3MC B PYKOBOACTBO 10 SKCIITYATALIUN.

[anee, B KayecTBe OpuWeHTUpa ANs Npou3BoauTenst BKYeHbl Tabnuubl 3MC B 4vactu
YCTOMNYMBOCTM K MOMEXaM 1 nanydeHnam. Tabnmubl Obinm 3anonHeHbl B COOTBETCTBUU C NyHKTOM 6
ctaHgapta EN 60601-1-2, Ha OCHOBaHWM pe3ynbTaToB UCNbITaHWA. [JaHHaa UHgopMaums OOMmKHa
ObITb BHECEHA B JOKYMEHTbI, MPUMOXEHHbIE K U3OENUIO.

ne
McnbiTanne Ha CooTBeTcTBUE BHelLHee 3NeKTpoMarHuTHoe none-
YCTOWYMBOCTb K crnpaska
N3NYYEHMIo
Mpynna 1 B aaHHOM yCTpoiCcTBE pagmoyacToTHast aHeprus
PapuoyactotHoe nsnyyerne MCMOMb3YETCs TOMLKO B KA4YecTBe BHYTPEHHEN
CISPR 11 dyHKUMK. TO3TOMY paavounanyyeHmne yCTpoicTaa

MMEET O4YeHb HU3KUIA YpoBeHb W Bpsid Nn Bynert
co3gaBaTb  MOMEXU  Anst  YCTaHOBMEHHOTO
MoGM30CTM 3MEKTPOHHOrO 0GOPYAOBAHS.

Knacc A [aHHoe  YCTPOIICTBO ~ MOOXOmMT  ANS

PapnodacToTHoe uanydeHue MCTIONb30BaHNS BO BCEX MOMELLUEHVsX, 3a
CISPR 11 VICKITIOHEHMEM JKUIbIX MOMELLIEHWIA 1 NOMELLIEHWA,
HEMNOCPEACTBEHHO MOAKIHOUYEHHBIX K

HM3KOBOJbTHBIM CETAM OBLLIEro Mosb30BaHWs, Mo
KOTOPbIM MOAAETCA ANEKTPUYECTBO B XUNble
30aHus. [na ykasaHHbIX 34aHUA U MOMELLEHWIA
JOOIDKHbI ObITb MPUHSATHI MPaBUTa MO CHWPKEHWIO
OoTpULATENBHOrO BO3OEWCTBUA HA OKPYXaroLLyHO

cpeny.
NanyyeHve, co3naBaemoe Knacc A [aHHOe YCTPOMCTBO MOXET MCMOoMnb30BaThCs BO
rapMOHWNYECKMMU TOKaMM CoOTBETCTBYET BCEX MOMELLIEHMSIX, BKIKOYas XUIbIX MOMELLIEHWS]
EC 61000-3-2 1 MOMELLIEHMS], HEMOCPEACTBEHHO NOAKITHOHEHHbIE
Kone6anusi HanpskeHust / CooTseTcTayer K HM3KOBOJIbTHBIM CETSAIM OOLLUEro Morb30BaHus,
AMUCCHS PNUKKEP-LLIYMA Mo KOTOPbIM MOAAETCS JNEKTPUYECTBO B XXUrble
p-wty 30aHus.
IEC 61000-3-3

AcnekTbl yCTOM4YUBOCTH
[laHHOe yYCTpOWCTBO paccyMTaHO Ha NPUMMEHEHME B 3NEKTPOMAarHUTHOW OKpYyXKalollen cpeae,
yKasaHHOM Hwxke. 3aka3yuMKk Wnu nonb3oBaTeflb YCTPOWCTBA [OOMKEH FMUYHO Y6eauTbCs, 4TO
YCTPOWCTBO UCMONb3yeTCcs B Takoe cpeae.

UcnbiTaHne Ha YpoBeHb YpoBeHb OnekrpoMarHMTHas
YCTOMYNBOCTb ucnbiTaHus COOTBETCTBUSA cpeaa - pykoBoACTBO
EN 60601-1-2
OnekTpocTaTnyecknii  + 6 kB (KOHTaKTHbIM)  + 6 KB (koHTakTHbI)  [10fIoBOE MOKpbITUE  AOIMKHO
pasps + 8 kB (Bo3aywHbI))  + 8 kB (Bo3ayluHbI)  OblTb AEPEBSHHBIM,
(3CP) GETOHHbBIM _vm u3
EN 61000-4-2 Kepammyeckon nmTkn.  Ecrim
norbl MOKPbIThI

CUHTETUYECKUM MaTepuraliom,
OTHOCUTENbHAaA BI1a>KHOCTb
OOImKHa ObiTb He MeHblLie
30%.
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OT14eT 06 UcnbiTaHUAX

KpaTtkoBpemeHHble
anekTpuyeckne
nepexoaHble

npoLecchl "
Bcrnieckn EN 61000-

4-4

Bpockn HanpsxeHns
EN 61000-4-5

CmpaHuya 36/38

12 kB NHUN
3NeKTpocHabxeHus
+1 kB

AndhdepeHunanbHbIn
pPEXUM
2 KB CWH(a3HbIN
pexnm
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12 KB NIMHUN
3NneKkTpocHabXeHuns

+1 kB
anddepeHumnansHbIn
peXNM
12 kB cuHdasHbIN
peXnm

R-EM-083-0912-04A

KauecTBo anekTposHeprin B
anbcrpoce OOITKHO
COOTBETCTBOBATL  TUMOBOMY
YPOBHIO At KOMMEPYECKUX

nwm MEOVLIHCKNX
YUYPEKOEHWIA.

KayectBo ane[aposHeprum B
areKkTpoceTU OOIMKHO
COOTBETCTBOBATL  TUMOBOMY
YPOBHIO NSt KOMMEPYECKNX
um MEOMLIMHCKNX
YUpEXOEHUA.



ELETTRA
OTt4eT 06 ucnbITaHNAX R-EM-083-0912-04A

AcCneKTbl YCTONYMBOCTHU
[laHHOE YCTpPOMCTBO paccyMTaHO Ha MPUMEHEHWE B 3NEKTPOMarHUTHOW OKpyKalowen cpege,
yKa3aHHOM Hwke. 3akasyumk unM nonb3oBaTenb YCTPOMCTBA [OOSDKEH NWMYHO ybeguTbes, 4TO
YCTPOWCTBO UCMonb3yeTcs B Takoe cpolLle.

UcnbiTaHne Ha YpoBeHb YpoBeHb OnekTpomarHuTHas cpepa
YCTONYUBOCTb ncnbliTaHUs COOTBETCTBUA PYKOBOACTBO
EN 60601-1-2
MpoBankl, <5% Ut < 5% UT KauectBo 3MEKTPO3HEPrn B
KpaTKOCPO4HbIe (npoBan (npoBan > 95% ot SEKTPOCETN AOIDKHO
nepe6ou 1 koneGaHns  95% ot UT) uT) COOTBETCTBOBATbL TUMOBOMY YPOBHIO

ana KoMMep4eckunx Wi MeagnunHCKUX

Hanps»XeHnsa Ha Ha 0,5 yukna Ha 0,5 unkna i E
VHISX yupexaeHnid.  Ecrm - nonk3sosatenio
0 JaHHOro ycTpovictea Tpebyetcs ero
anekTpocHabxenma  40% UT HenpepbIBHOE (PYHKLMOHMPOBAHWE BO
EN 61000-4-11 (npoan 60% 40% UT Bpemsl HapyLLEHWiA
ot UT) (npoBan 60% OT  anekTpocHabxeHUa or cey,
Ha 5 umKnoB uT) PEKOMEHAYETCS 3anuTbIBaTh
Ha 5 UMKIoB YCTPOWCTBO or yCTpOWCTBa
70% UT 6ecnepe60|7|Hor9 nUTaHus urm
(npoean  30% 70% UT aKKyMynSTOpPHOM Gatapen.
ot UT) (nposan 30% ot

Ha 25 UMKNoB  UT)
Ha 25 UuMKnoB

<5% Ut

(npoBan >95% <5% UT

ot UT) (npoBan > 95% ot

Hab5c uT)

Hab5c

MarHutHoe none 3 A/M 3 Alm MarHuTHble Mons  MPOMbILLIEHHON
MPOMbILLNIEHHOW YacToTbl [JOIMKHbI  COOTBETCTBOBATH
YSCTOTHI TUNNYHOMY YPOBHIO ans
EN 61000-4-8 KOMMEPYECKUX WM MEOULMHCKMX

YUPEKOEHNIA.

AcnekTbl yCTOMYMBOCTM K pagno4acTOTHOMY U3NYy4YEHUIO
[laHHOe YCTpPOWMCTBO pacCcuYnTaHO Ha NPUMEHEHMEe B 3NeKTPOMarHWTHOW OKpyXatollein cpeae,
yKasaHHOW Hwxke. 3akasuuMk wunuM nonb3oBaTteflb YCTPOWCTBA AOIMKEH JMYHO YyOeauTbesl, 4TO
YCTPOICTBO MCMOSIb3YETCS B TAKoe cpeae.

UcnbiTaHne Ha YpoBeHb YpoBeHb OneKkTpomarHuTHas cpeaa -
YCTONYUBOCTb UcnbITaHUs COOTBETCTBUSA PyKOBOACTBO
EN 60601-1-2
KoHOyKTMBHOE 3 Bagup/ 150 My 3 Bedup/ 150 kMy  [epeHocHoe " nepeaswkHoe
pagvousnyvyeHve ... 80 MI'y, ...80 My obopynoBaHie  pangvocBs3un AOITKHO
EN 61000-4-6 MCTIOMNB30BATLCA Ha PAcCTOSHAN [0 ntoboi
PamvouactoTHoe 3 Bedib/ 80 MMy 3 Bedip/ 80 Mry “ac™ YCTPOACTBA,  BKIIO4as  kaberw,
n3ny4veHve w251y ..2,5 1Ty KoTOpoe He MeHeLLE, HeMm
peKoMeHOoBaHHOE paccTosiHvie,
EN 61000-4-3 paccyuTaHHoe no YPaBHEHWIO,
NPYMEHUMOMY K 4acToTe nepedaroLero
YCTpOMCTBA.
PekomeHayemoe MUHUMarbHOE
paccTosiHue

d=12VP150 Ky .,.80 My
d=12 VP 80 My ...800 My
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d=2,3-VP 800 Mry ...2.5 [Ty

roe P — 3TO MaKcMmanbHasa BbiXxogHas
MOLLHOCTb nepepaTtumMka B Batrax (BT) no
3aAB/JIEHUIO MPOM3BOAUTENA NepeaaTyuKa,
a d - peKomeHayemoe MWHUMANbHOE
paccTtoaHue B meTpax (m)

HanpsaxeHHOCTb nona Yy CTaUMOHAPHbIX Paano4vYacCTOTHbIX nepepatynKkos, onpeaeneHHana
ANEKTPOMETPUYECKMMU U3MepeHNAMU Ha mMecTe AOO0/1XKHa 6bITb MeHblwe, 4Yem YpoBeHb * »

COOTBETCTBMA B Ka)KAOM YaCTOTHOM pAuanasoHe. lMomexu moryT Bo3HMKaTb no6ausoctu ot (CC*)))
o60pyaoBaHNA, OTMEUYEHHOTO CeAyIoWMM 3HaKOM: a

[Meyars HoTtapuyca /llognuce/

/Moanuce/
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PekomeHayeMble MUHMManbHbIE PacCTOAHUS MeXAy NepeHOCHbLIM U nepeaBMXHbIM
obopyaoBaHueM pagnocssasn U YCTPOACTBOM

YCTpoCTBO npeaHasHayeHo Ans WCMONb30BaHUS B 3MEKTPOMAarHUTHOW cpede, B KOTOPOW
obecrneyeH KOHTPOMNb Hag Nomexamu OT paavounsnyyveHusi. KnmeHT unm nonb3oBaTenb yCTpolicTBa
MOXET MOMOYb NPedoTBPaTUTb 3MEeKTPOMarHWTHblE MOMEXM, MNoadepXuBas MUHUMarnbHOe
paccTosiHne Mexzdy NepeHOCHbIMU M MOBUIIbHLIMU CpeaCcTBaMU paaMocBs3n cpeactea cBsian PO
(nepegaTymkM) U YCTPOMCTBOM, Kak PEKOMEHOOBAHO HWKe, B COOTBETCTBMM C MaKCUMarbHOM
BbIXOZIHON MOLLIHOCTbLI0 0D0pPYA0BaHNSA CBA3M.

HomuHanbHas MuHumanbHOe gonycTtuMoe paccTtosiHue B 3aBUCUMOCTU OT
MakcumanbHas yactoTbl neb*Ay4uka (m).
BbIXxoAHas 160 kly, ... 80 MI'y 80 My ...800 MI'y 800 MI'y... 2Ty,
MOLLHOCTb d=12VP d=12VP d=23Vp
nepaparyuka (BT)
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1.2 1.2 23
10 3,8 3.8 7.3
100 12 12 23

[na nepegaTymkoB, MMEKOLNX MakCUMarnbHYIO BbIXOOHON MOLLHOCTbBIO, HE YKa3aHHYHo Bbille,
pekoMeHayemMoe MUHMMarnbHoe paccTosiHie d B MeTpax MOXeT onpeaenaTbCs C NOMOLLbIO
ypaBHEHUs1, MPMMEHUMOrO K YacToTe nepegaryuka, rae P -makcumansHas BbIXogHasi MOLLHOCTb
nepegartyvka B BaTTax (BT) cornacHoO AaHHbIM Npou3BOANTENSA nepedartyumka.

MpumevaHus:

(1) npu yactote 80 My n 800 MI'y NnpuMeHSeTCA MMHMMarbHOE paccTosiHue ansi bonee
BbICOKOrO YaCTOTHOro AnanasoHa.

(2) aTn pykoBoasLME NPUHLUMUNLI HE MOTYT BbITb NPUMEHUMbI BO BCEX cUTyaumusax. Ha
pacnpoCcTpaHeHNe 3NEKTPOMarHUTHbLIX BOSH BIIMSIET MOITOLWEHNE N OTPaXKEHUST BOSH OT
KOHCTPYKUMIA, OBBEKTOB M NtoOEN.
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TecToBbIN OTYET

ELETTRA

R-EL-083-1012-06B bbb’

I[Ipotokox tectupoBanus R-EL-083-1012-06B

BIOS s.r.l.
Brinan:
Via Guido Rossa, 10/12
20090 Bumoapone Vimodrone (MI)
OOBEKT UCTIBITAHU YT Toprosas mapka: BIOS GROUP
Mozens: BUOIIEUIT MEJ (BIOSHAPE MED)
Cepuitapiii Homep: BSH10-12E-0128
DTaToOHHEIE CTAHAAPTHI EN 60601-1 2006; EN 60335-1: 2002; A1:2004; A11:2004; A12:2000;
A2;2006; A13:2008; A14:2010;
EN 62471: 2008; EN 60601-2-3: 1998+A1
Tun Tecta besomacHoCTh
Pesynbrar TecT npoiinen
Penakuus BTopas Ot 07.01.2013
IIpoexT: Nuxenep Jle Mapko YTBEepXkIaeHO: Unxenep CnHHENNH
J. (L. de Marco) JI. (L.Spineili)
ITeuats:
/noonucs/

Tleuams: 1abopamopus snemponab, Inemmpa (elettrolab laboratory, ELETTRA)

Hacmoswuii 0okymenm moodicem Obims 80Cnpou3geder moabko noaHocmyvio. dacmuunoe socnpouszgedenue unu
yumupoganue 0aHHo20 OOKYMEHMA B03MOICHO MOAbKO ¢ NUCLMEHHO20 paspeutenus, gvldannozo OO0 dnemmpa

(ELETTRA s.71)

00O Dnerrpa (ELETTRA s.r.1.)
PerucTpanoHHblii HOMEp MIATENbIHKA
HJC, c6opoB u komuccuit 05541190483

Via Matteucci. 10 50041 Kanenszano
(Calenzano)

Ten. +39-055-8827323 daxc +39-055-
8839756

www.elettrasrl.eu
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C€ 2321
IMpukas
AKKpEeIUTOBAHHOTO

opraHa ceptuduKanuu
2006/95/CE; 2004/108/CE

Ieuamo nomapuyca /[loonucs/

Jlaboparopusi, HasHaueHHast bropo
Bepurac (BureauVeritas)
Opraan3anus ¢ CHCTEMOH
MEHEKMEHTa (YIpaBieHNU )
Ka4eCTBOM IMPEANPUATHS COTTIACHO

*50 9001:2008

/TToonuce/
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TecToBbLIN OTYET ELETTRA R-EL-083-1012-06B

1. COEPA TIPUMEHEHUA

Hacrtosmuit JAOKYMEHT OBLI IMOATOTOBJICH C OEJIBIO OMUCAHUA TECTOB, BBIMMOJTHCHHBIX I MPOBECPKU COOTBETCTBUA

yCTpOﬁCTBa MnpeAnrucanusImM 0e3omacHOCTH HOPMATUBHO-TCXHUYCCKUX NOKYMCHTOB.

HpOBCI[eHHBIfI daHaJIn3 KacaJiCad HU3YUYCHUA TeXHUYIECKOU JAOKYMCHTAIIUHU yc’[‘pOﬁCTBa, MNpOBCACHUA BHU3YyaJIbHOI'O
OCMOTpa C LCJIbIO ONPCACICHUA Z[eﬁCTByIOHIHX CTaHAapTOB U, IpHU H606XOHI/IMOCTI/I, TCCTUPOBAHUA YCTpofICTBa.
TecThl OBLIM BHIIOJHEHEI B YCIO0BUAX U € NOMOLIBIO METOAUK, ONPCACICHHBIX HeﬁCTByIOHlHMH CTaHAapTaMu W,

pe3yibTaThl NPECTaBICHEl B TOBEPOYHBIX Tabnuax B naparpage 4.

DTOT JOKYMCHT CJI€AYCT BCTaBUTh B TEXHUYECKUH macmnopT MW HCIOJb30BaThb B Ka4YCCTBEC TEXHHUYECKOIO

PYKOBOJICTBA 11O COOJIIOACHUIO NMPENNUCAHNHI, COOTBETCTBYIOUINX JACHCTBYIOIIUM HOPMaM.

IIpoBeneHHbINl aHAIU3 OTHOCUTCS K YCTPOHCTBY, YCTAaHOBJIEHHOMY B MOAXOISIIIMX I MOCTABKU 3aKa34uHKy
YCIIOBHSIX: B CIydae BHECEHHS 10pabOTOK, KOTOPhIE MOTIH OBl M3MEHUTH MapaMeTpsl U30IAINHU, 3a30POB U KaHaa
TOKa YyTEYKH, XapaKTEPUCTHKH BOCIUIAMEHsIEMOCTH 1u0O0  MaTepualoB M KOMIIOHEHTOB, OOecIedMBaIONINX

HU30JIAIHIO, HE00X0 MO IIOBTOPUTH UCHBITAHUSA C LEJIBIO MPOBEPKU BHECEHHBIX H3MEHCHHUM.

B Ooknade codeporcamcsa pe3yiomamel meCmupo8aHuss YKA3AHHO20 YCMPOUCMEd, OaHHble MeCMUposaHus He
ABNAIOMCA OCHOBAHUEM O/l HAHeceHUs 00020 Muna Mapxuposku. /[ns Hanecenus 100020 Muna MapKuposKiu
mpeOyemcs  cepmugpukam — coomeemcmeusi  KoHcmpykmopa. — Hauecenmue nazeanus  nabopamopuu  Ha
BbIULEYKA3AHHOE YCIMPOUCMBO C UYeablo UCHONb308AHUS, DEKIaMbl UIU 8 Opyeux yeusix, 0ydem B03MOJICHO Ha
OCHOBAHUU YEMKO CHOPMYTUPOBAHHO20 NUCOMEHHO20 PA3PEUIEHUS.

Pezynomamol usmepenuii, 6HecenHbvie 8 HACMOAWUL OOKYMEHM, OMHOCAMCA UCKIIOYUNENbHO K UCCIe008aHHOMY
00pasyy 6 ycio8usax onucanHwix usmeperutl. JIo6oii nepeHoc noayueHHvIX pe3yibmamos Ha opyeue oopasysl Uy
opyaue ycio8us usmepeHus He 6X00Um 8 PamKu OAHHO20 OOKYMeHMA.

2.BAEHTUO®UKALIMI U CBOMCTBA YCTPOMCTBA

TecTupyeMoe ycTpoiicTBO mpencTaBisieT co00H MHOTO(DYHKIHOHAIbHBIH TPUOOP, KOTOPBIH HCHONB3YEeTCA IS
MUArHOCTHKH B odraibMmoyiornu. Clenyromiue JaHHbBIE COOTBETCTBYIOT yYKa3aHHBIM Ha IJIACTUHKE C HAJIHCHIO,
pa3MelleHHON Ha yCTPOUCTBE, a TAKXKe COOTBETCTBYIOIIUM pa3jesiaM TeXHUYECKON JOKYMEHTAIlUU U TEXHUYECKUM

XapaKTepUCTUKAM yCTPOHCTBA;

[IponusBoanTens BUOCCPIJ (BIOS S.r.l.)

Mogens: BUOILIEWI MEJI (BIOSHAPE MED)
CepuliHblii HOMEp: BSH10-12E-0128

HoMunansHO€ HanpsiKeHue: 230 B50 T«

BrIxogHast MOIIHOCTE: 750 Bt

I'maBHOE coenuHEeHUE: [Ipubopuas BuiIKa

Tumn ycTaHOBKU: IMoaBuxHas

3amuTa OT MPo0Os U3OIAIUHA: Knacc I

Pabouas gacTs ycTpoiicTBa: Tipo BF

Jlata monydeHus: 11/09/2012:21/12/2012
BryTpenHuii Homep 12250

JlaTa mpoBeeHUs TecTa 28/09/2012+16/10/2012; 07/01/2013

IHeuamov nomapuyca /[loonucw//I[loonuce/
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TecToBbIN OTYET

ELETTRA R-EL-083-1012-06B

doTorpadus TeCTUPYEMOTO yCcTpoiicTBa

3.HOPMATUBHO-TEXHUYECKHNWE JTOKYMEHTHI

CoobpaxkeHus, coaepkaliuecs B HACTOSALIEM JOKYMEHTE, HalpaBJICHbl Ha MPOBEPKY COOIIONCHUS IOJOXKECHHII,

ONMCAaHHBIX B CICAYIOUINUX CTaHAapTax:

EN 60601-1

- ENO60235-1:

- ENG62471

- EN60601-2-3 c
nonpaskoti A1

4/51

«MennuuHckoe 3nekTpuueckoe obopymoanume. Yacte 1: OOmmue TpeGoBaHus K
0e30MacHOCTH U OCHOBHBIM XapakTepuctukam» 2006 r.

beiTOBbIE W aHANOTHYHBIE DJJEKTPUUECKHE TPHOOPHl - OKCILUIyaTallMOHHAs
6e3omacHocTh. Yacts 1: O6mue tpebGoBanus 2002; A1:2004; A11:2004; A12:2006;
A2:2006; A13:2008; A14:2010

«®oTobuosornUecKkas 0€30MaCHOCTD JIAaMIT U JaMIOBEIX cucteM» (2008).

«MeaunuHckoe dJeKTpuueckoe obopynoBanue. Yacte 2: JlOMOJHHUTEIbHBIC
TpeboBaHUs K 6€30MacHOCTH 000pYIOBaHUS JUIST KOPOTKOBOJHOBOW Tepanuu™ (1998).
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TecToBbIV OTYET ELETTRA R-EL-083-1012-06B

4. OUEHKA COOTBETCTBUA

C moMouip0 BH3yaJlbHOI'0 OCMOTpPAa U UCIBITAHHWH, YYUTHIBAIOIIUX 0COOCHHOCTH TECTHPYEMOI0 YCTpOICTBa, Oblia
MpoBeJIeHa IIpOBEpKa coOmoaeHus TpedboBanuii 6e3omacHoctn Pedepencurx CranmapToB. [ 3TOro nmpoBOIUIN

MpoBepKy u3nennii, HaunHasg ¢ Ne 6 mo Ne 59,4 Bximrogas HOpMY.

Marepuanbl ¥ pe3yiabTaThl BBIMOJHEHHBIX TECTOB MPEACTABICHBI B Ta0Jlulle, TAe yKa3aHO cleayioliee: B epBOM
cTo0Ile - mapaMeTphl 00Opasia, COOTBETCTBYIOIIEIO HOPME, BO BTOPOM - €ro peErjiaMeHTalus; B TPEThEM -
pe3yabTaThl TECTHPOBAHUS, IMOJYYCHHBIC MYTEM BHU3YyaJbHOTO OCMOTpPAa W/WJIM TPOBEJCHHBIX HU3MEPCHHIl; B
YETBEPTOM - MPUMEHHUMOCTh HOpPM 00pa3la WId NOJYyYECHHBIX pPE3YyJbTATOB B KOHTEKCTE O COOJIOJCHHS
COOTBETCTBYIOIIUX MHCTPYKIHH. AOOpeBHATYpbl pacmin(pOBBIBAIOTCS CACAYIO MM 00pa3oM:

O=otBeuaet TpeboBanuam; HY =ne yctanoBiaeno; HO=Hne oTrBeuaer TpeboBanuam; [1O=noamexuT OneHKE;

N=undopmaTupHo

B maparpade 5 ykasaHBl ycIOBHA, B KOTOPHIX IPOBOIMIJIOCH TECTHpOBaHWE, B maparpade 6 - BBIBOABI O
COOTBETCTBUU HWHCTPYKUHUH INEHCTBYIOUIHX TOKYMEHTOB, TaKMM 00pa3oM, BO3MOXXHO, OJHO3HAYHO OIPEIEIHUTH,
KaKue NeUCTBUS JOJDKHBI OBITh MPUHSATHI IS YPETYJIHPOBAHUS BOSHHUKIIETO HECOOTBETCTBUS, WUIH MOATBEPIKICHUS

COOTBECTCTBHUA YCTpOﬁCTBa.

Cn. Hucmpyrkyusa Onucanue 3axnouenue
Obwue uncmpyxyuu (4. 3)
4.1 YcaoBus skcniyaTalluyd MEQUILIUHCKOTO HopMmanpHas sxkcniiyatanus u 0
3JIEKTPOOOOPYIOBAHUS HIH CHCTEM 000CHOBAaHHO IPOTHO3ZUPYEMOE
MEIHIIMHCKOTO 3JIEKTPOOOOpYy 0BaAHHS. HETPaBUJIbHOE MPHUMEHEHHUE COTIACHO
HopMmansHas skcniayatanus u PYKOBOJICTBA MOJIb30BATEN .
000CHOBAaHHO MPOTHO3UPYyEMOE HccnenoBanue cTeneHu pucka Ha
HEINPaBUIbHOE IPUMEHECHHE ocHoBaHNH NokyMmeHToB FT-BSM-04
, 4.2 I[Ipomecc ympaBnenus puckamu i1 MccnenoBanue CTEIEHU pucka Ha
MEIULOHHCKOTO  3JIeKIpooOOpyNOBaHHS  OCHOBaHMM AOKymeHToB FT-BSM-04
13810 CHCTEM MEIUIIHCKOTO
AIEKTPOOOOPYTOBAHMUA.
4.3 XapaKTepUCTUKHU orBercTBeHHBIX  Cm. cTpanuny 9 (moxyment ID FT.BRF.04 0
noTpeouTenei mmM.00 ot 22/07/2012)
4.4 [IporHo3upyemsbiii CpoK CITyKOBI; Cwm. ctpanuny 9 (noxyment III FT.BRF.04 o
mm.00 ot 22/07/2012) 10 net
4.5 PaBHOIEHHBIH YPOBEHb 0€30MaCHOCTHU Cwm. «MccnenoBanue CTEEHU PUCKA 0]
JUISI MEJUIIUHCKOTO
3JIEKTPOOOOPYIOBAHUS HUIIA CHCTEM
MEIUIUHCKOTO 3JIEKTPOOOOPYI0BaAHUS
4.6 MeaunuHCKOE 3IeKTpooOOopyAOBaHUE Bce netanu, KoTOpBle KOHTAKTUPYIOMIHE C 0
UJIU YaCTU CUCTEM MEAMIHUHCKOIO MallueHTOM, OI[EHUBAIOTCS Kak
3JIEKTPO0OOpyIOBaHUS, NPUKIIaHBIE YaCTH
KOHTAKTHPYIOIIUE C MalHeHTOM
4.7 YcnoBue eJUHUYHOTO HApyLIEHUS TS CMmoTtpute YCIOBHSA BO3HUKHOBEHHUSA 0
MEIUIIHCKOTO 3JIEMPO00OpYAOBAHU L HEHUCIIPABHOCTHU B CTpoke 13.2
«MeToabl 3alIUTHI»:
a) OpnpumHOYHas ommuOKa C
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4.8

4.9

4.10
4.10.1

4.10.2

4.11

53

54
5.5.

5.7

5.9.1
59.2
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HE3HAYUTEIbHOU BECPOATHOCTBIO
OTKasa

b) OOnapyxeHHe HEUCIPaBHOCTH WIH

HEJI0CTaTOYHOU BEPOSITHOCTH
MOBTOPHOW OMINOKHK
KommoneHTHI MEAUIIHHCKOTO

3JIeKTPo00OpyIOBaHUS
Hcnonp3yercs B COOTBETCTBUU  C
KOHKPETHBIMH MaCHOPTHBIMHU JaHHBIMHU
OHU JOJKHBI COOTBETCTBOBATH
a) TpeOOBaHMS TEXHHKH O€30MaCHOCTH
(IEC/EN)
B) TpeOoBaHHUS NJaHHOTO CTaHJapTa, TIe
EN/I EC He mocTymHHI
Hcnonb3oBaHne KOMIOHEHTOB C
XapaKTepUCTUKAMU,
COOTBETCTBYIOLIINMH BBICOKHUM
TpeOOBaHUAM K HaJIE)KHOCTH
MEAMIUHCKOTO 3JIEKTPOOOOPYI0BaHUS
Hcrouynnk nuraHus
W cToYyHHUK MUTAaHUS MEIUIIUHCKOTO
BIIEKTPOOOOPYIOBAHUS
ITuraromas cetpb
HoMuHanekHOE HampsiKeHHE MEHee
250B/500B
MowmHOCTh Ha BXOA€E
[MonBonuMass MOIIHOCTH IIPH
HOMMHAJILHOM HalpsDKEHUH MeHee
110%

FXETTRA

R-EL-083-1012-06B

I/ICHOJ'H)ByIOTCH B COOTBETCTBUH C

macnopTHBIMU TaHHBIMHU, COTJIaCOBAHHBIMHA

c TpeboBanusmu [EC

He ucnons3yercs

CBsI3b C BXOJAHBIM OTBEPCTUEM MAHCIHU

230 B
50 I'g

Homwunansraasa: 750 Br

N3mepeno: 492 Br

Obwue mpebosanus 01 mecmupoganus (cmpoxa 5)

Temneparypa,
atMocdepHoe
JaBJICHHUE CpeJbl TECTUPOBAHUS:

- TemIeparypa
- BJIQXHOCTh
- atMoc(epHOEC TaBJICHHUE

[Ipoune ycnoBus

TecroBoe HampsKeHUE

BnaxHOCTh Ipu IpeaBapUTENbHON
0o0paboTke, mpeamecTByOm el
npouexype

48 4 mpu temneparype 20°C-32°C
C pacueTHBIM HampspkeHueMm 93+3%
Pa6ouas gacts ycTpoiicTBa:
DKcmlyaTupyemble 4acTu

- TECT C IPUCOCANUHCHHBIM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BJIaXHOCTb u

18°C.23°C
45%-75%
860rIla-1060rIla

Hcnonp3yercsa B HOpMaidbHBIX YCIOBUIX
He moaBepxkeHO BIUSHHUIO KOJeOaHUI
CETEeBOTO HANPSHKESHUS

48 g

93%
32°C

Jlenra:

IIpoTrecTHpoBaHO MPUCOETNHEHHBIM

V)§

HY

HY



TecToBbIN OTYET

HUCIBITATCIIbHBIM IHTI/I(I)TOM
- TECT C OTCOCAMHCHHBIM
HUCIBITATCIbHBIM H.ITI/I(I)TOM

-TECT C 3211116.]'[1(017[ AJIA TECTUPOBAHUA

FXETTRA

R-EL-083-1012-06B

HUCIIBITATCIBbHBIM IIITI/I(I)TOM u

OTCOGILI/IHCHHHﬁ HCIBITATEIbHBIH IHTI/I(l)T.

Huxakas gacTh anmapaTypsl IPOBEPKH

CONPSIKCHUS HE TOCTyIHA

Yn

Knraccuguxayus meduyurnckoeo 31exmpoodoopy0osanus u cucmem MeOUyuHCcKo20 31eKmpoodopyo0osanus

6.2

6.3

6.4
6.5

6.6

1J12

11

12.%
7.2.9
7.2.10
7.2.11
7.2.12
7.2.13
7.2.14

7.2.15
7.2.16
7.2.17
7.2.18
7.2.19
7.2.20
7.3
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3amuTa OT MOPAKCHUS ICKTPUUCCKUM
TOKOM

Knaccudukamus Ha OCHOBE 3alUTHI OT
BOJIbI U TBEPIABIX YACTULL

MeTton(sl) cTepuan3aniu
OTHOCHTENBHO YpPOBHS O€30MaCHOCTH
IKCIIyaTaluH B MPUCYTCTBUHU
aHECTE3UPYIOIICH BOCILIAMCHSIOICHCS
[pPU KOHTAKTE C KHUCIOPOJOM BO3JyXa
WU MPOTOKCHIOM a30Ta CMECH.

Pexum pabGoTsl

(cmpoxa 5)

IlonknrOUEeHHBI K BHEIIHEMY HUCTOYHHUKY

nutanus Kmace |
IPXO

He HCIIOJIB3YCTCA B
HApKO3HbIX

cMecer

HenpepsiBHBII

Obo3nauenue, MapKuposKka u 0OKymMenmos (cmpoxa 7)

I[Tone3nocTh 0603Ha‘I€HI/IH,

MAapKHUPOBKHU U JOKYMCHTOB

Pa3znuuumMocTh MapKupOBKHU

CTOHKOCTh MAaPKUPOBKHU
TecTel  MapKHUPOBKHU: 15 cex ¢
METUJIOBBIM CHHUPTOM H 15 cex - ¢
TPSINIKON, CMOYEHHON HM30NPONUIOBHIM
CIIUPTOM
MapkupoBka Ha BHEUIHEHl CTOpoHE
MEIHMIIMHCKOTO 3JIEKTPO0OOpya0BaHUS
UJIU €T0 4acTIX

Buenrnue paszbeMsl

Crenens 3amutsl [P

IIpumensemble yacTu

Pexum paboTe

I[Ipenoxpanurenu

DHU3HOIOTHYECKOE BO3EHCTBHUE
Koneunsle  ycTpoiicTBa  BBICOKOTO
HaIpsOKEHUS

VYcnoBusg oxJIaxIeHUs

MexaHnuueckass yCTOMYHUBOCTD
3amuTHasg ymakoBKa

VcTOYHUK BHEIIHETO JaBlIeHUs

3axkxuMm pabouero 3azeMJICHUS
CbeMHBIE CPEACTBA 3AIHUTHI

MapkupoBka BHYTPH yCTpOMcCTBa miIH

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

Hpe,Z[OCTaBIIeHBI
EN 60601-1-6
(US_BSM_UR_00;
US BSM UF 00)

Xopo1o paznuduma

JAOKYMEHTBI

MapkupoBKa pa3aTuyuMa 1mocjie TecTa

[TonHOCTHIO YKa3aHO Ha 3TUKETKE

Hpyrue BXoapl Ha MpUOOpPE OTCYTCTBYIOT
IPXO

Tun BF Ha aTukeTke

HenpepsiBHbI. CMOTpPH ITUKETKY
I[IpenoxpaHuTens yka3aH Ha 3TUKETKE
CuMBOJ IpeaynpexJeHUs Ha dTUKETKE

He ucnons3yercs

Bosaymnoe

VYcroitunBo ¢ HakinoHoM g0 10°
OueHka He MPOBOAUIIACH

He npucyrctByer

He ucnons3yercs

He ucnons3yercs

He npucytctByer

MPUCYTCTBUHU

JIETKOBOCIIJIIAMCHAIO I UXCA

COTJIaCHO



TecToBbIN OTYET

7.4

7.5
7.6
m 7.7
7.8
7.9

8.1

8.2
8.2.1

8.2.2

83

8.4

8.4.1
8.4.2

8.4.3

8.44
8.5
8.5.1
8.5.1.1

8.5.1.2
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4aCTH yCTPOUCTBA

MapkupoBKa 3JIEMEHTOB YIIPaBICHUS U
HHCTPYMEHTOB

3Haku 0€30MacHOCTH

CHUMBOJIBI

IIBeTa U30AIUK HA IPOBOAAX
WHauKaTOpsl U 3JIEMEHTHI YIIPaBICHUS

COHpOBOHI/ITeHLHaH JOKYMCHTaN U

ELETTRA

R-EL-083-1012-06B

Ilepexntouarens rnoMeyaercs
CIENHAIbHBIM CHMBOJIOM

MapxupoBaHO Ha STHUKETKE

OtoOpakeHO Ha dTUKETKE MPaBUIBHO
IIpennucaHus HE NPUMEHSIOTCS
CBeTOBBIC HHIUKATOPHI HE UCIOIB3YIOTCA
PyxkoBoncTBo o DKCIIyaTaluu

npujara€Tcsa

3awuma om nopasicenus 1eKMpuiecKum moxom (8)

OCHOBHBIE  MpaBHUJIa  3ALIUTBl  OT
MOPaKEHUS DIEKTPUUYECKHUM TOKOM

BusyanpHbli OCMOTP M HCHBITAHUSA
3aLUThI oT KOHTAaKTOB c
TOKONPOBOJSIIUMY YacTSIMH U YacTeH,
KOTOpbIE

MOTYT HaXOIAUTHCA non

HanpsDKEHHEM B clly4ae IpOCTOH
HEHCIIPaBHOCTH

TpeboBaHUs K MCTOYHUKAM NMHUTAHUS
[Monxnouenue K OTACIBHOMY
WCTOYHHUKY HMUTAHUS

[TonkiroyeHrne K BHEIIHEMY HCTOUYHHUKY
NUTAHUS MOCTOSHHOTO TOKA
Knaccudukamusa padoumnx gacreit
OrpaHu4eHHe HANPSIKEHHsS, TOKa HIH
OHEPIrur NOAKJIIOYCHHUA MallMCHTa
DKcmiayaTupyemMble 4YacTH, BKJIOYas
pabouue yactu
HanpspkeHne B 9KCIUIyaTHPYEMBIX

yacTsiX, HW3MEpeHHoe Oe3 mpubopa

HanpsbkeHne B 9KCIUTyaTHPYEMBIX
4acTsX, H3MEPEHHOE TIPH OTKPHITHH
3a[UTHOrO Kopmyca Hampsokenue B
SKCILUTyaTHPYEMBIX JacTsx,
W3MEpPEHHOE IIpU IOMOIIK IIyna B
CMOTPOBOM KpBILIKE
IToaknrouenue MEIUIIMHCKOTO
ANEKTPOOOOPYIOBAHUSI K HMCTOYHHKY
MHUTaHUS OCYIIECTBISICTCS C TMOMOIIBIO
BUJIKHN

BHyTpeHHsAS eMKOCTHAS IIeTb
Knaccudukamnus gacreit

CpenacTBa 3alIUThI

OOmue - 1Ba cpecTBa 3alIUTHI

CpencTBa 3alIUTH MMallieHTA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

KonTpons  BBIMONHEH €  MOMOIIBIO
COYICHEHHBIX " KECTKHX
U3MEPUTENbHBIX IIYIOB, JUAarHOCTHKH
BXOJHOTO pa3beMa M TECTUPOBAHUSA
nepeKaodaTens.

Tun BF

Cmotpute JIOTyCTUMBIE yTEUKHU
TeKyIIero M3MepeHus, cTpoka 8.7.4
Hanpsoxenue coenunutens <20B He

ncrnone3yercs He moctymao OTKpBEITO €
MOMOIIBI0O MHCTpyMeHTa Yepe3 lc Mmakc.
onpenensieMoe
2,455B

HaIMpsAXCHUC paBHO

UYepes lc manpsoxenune pasao OB

2 cpencTBa 3allMTHl TALHUEHTAa MEXIY
ceTeBoil u pabouell yacTsIMHu.
2 cpexacTBa 3allMTHl MAlMEHTa MEXAY

ceTeBOi  pabodeil yacTAMMU.

HY

HY

HY

HY

HY

by



TecToBbIN OTYET

8.5.1.3

852

8.5.2.1

S.52.2

8523
853
854
8.5.5

8.5.5.1

8.5.5.2

8.6

8.6.1
8.6.2

8.6.3

8.6.4

8.6.5
8.6.6

8.6.7

8.6.8

8.6.9
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Cpencrsa 3anIuThl omeparopa
Krnaccudpukanus COCIMHEHUS c
NanMeHTOM

PaGouwne yactu tuna F

PaGouue yactu tuna B

[IpoBoaa, Begymue K NalUEHTY
MakcuManbHO€ HaNps)KEHUE CETH
Pabouee HanpsokeHUe

Yactu 3alUTHI oT paspsna
nepubpunnsaropa 3amura OT paspsaa
nepubpunnsaropa TecTtupoBanue B
cuHpazHoOM pexuMe TecTupoBaHHE B

nudGepeHINaTbHOM PEKUME

Tect o YMEHBIIEHUIO
SHEpPronoTpedICHUs

3amuTHOE 3a3eMJIEHHE,
(G yHKIHOHAIBHOE 3a3eMJIEHHE u
BHIpaBHUBaHUE MOTEHIHAJOB

MEJUIUHCKOTO IEKTPO00OPYy 0BaHUS
TpebGoBaHus 10 MPUMEHEHUIO

KremMma 3amuTHOTO 3a3eMJICHHUS

3amuTHOE 3a3eMIJIEHHE IOIBHMIKHBIX
yacTeu

ComnpoTHuBIIEHHE ¥ TOKOMPOBOISIIA
CIOCOOHOCTE

a) BBIJEPKUBAET KOPOTKOE 3aMbIKaHHE

MpPUMaKe CONPOTHUBIICHUH:

- ®ukcuposannoe: 100 MOm

- IInayp pazsema: 100 MOwm

- IInyp pazsema: 200 MOm
Tect 1o TOKy:
B) OrpaHMYeHO TOKOM  KOPOTKOTO

3aMBIKaHUs
[ToxkpsITHE TOBEPXHOCTH
Buinku u po3erku
[MpoBonHMK BbIpAaBHUBaHMUS
MOTEHIIHAIOB
Knemma (G YHKIMOHAIBHOTO
3a3eMJICHUS
Knacc 11 MEIUIHHCKOTO

3JIeKTPo00OpyIOBaHUS

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

ELETTRA

R-EL-083-1012-06B

2 Cpe€acTtBa 3allUMTbhl MDAOHUCHTA MECKAY

CETeBON YaCThIO M CEHCOPHBIM PKPAHOM.

BHSKTpI/I‘IeCKaH pacipeacinTeiibHasn

kopobka I kmacca upubopoB, ¢
3a3eMJICHHEM

OTCYyTCTBYET COCIMHECHHUE MAIMCHTa ¢
ceTpio 230B mepemeHHOTO TOKA
Juamazon no 230 B mepemeHHOTO TOKA

He HCIIOJIb3YCTCA

Knacce 1

3azemiecHue Kopmyca
Buemnssa 3amuTHas xkieMMa 3a3eMJICHUS
MOAKIYACTCA C MIOMOIIBIO BHHTA

OTcyTCTBUE MOJBMXKHBIX YacTel

OnekTponpubop co IIHYpOM paszbeMa
TecT npu 25A.

W3mepenue:

-Kopmyc: 17 MOwm

-BHYTPEHHUHW HCTOYHHUK NHUTaHUA: 25
MOwm

-BHYTpEHHHE MeTaJNIn4Yeckue vacTtu: 16

MOwm

He ucnons3yercs
Hcnonp3yroTes cepTHQUIHUPOBAHHEBIE
BXOJHBIE Pa3bEMBbI

He HCIIOJIB3YCTCA

He ucnons3yercs

Knacc 1

%ho

150

HY

HY

HY

HY

HY

HY
HY

HY



TecToBbIN OTYET

8.7

8.7.1

8.12

8.8
8.8.1

8.8.2

8.8.3
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M3MepeHrne TOKOB YyTEUYKH; YCIOBHSA
HCIIBITAHUS:

-U3MEPEHUs, BBHINOJHEHHBIE 1O U I1OCIIE
HAaXO0XICHUS BO BIAXHOH Kamepe
(otHOC, BiaxHOCTh 95%, t = 30 ° C,
IUIUTENBHOCTD 48 1

- HampsbKeHue nuTtanud 264 B mep. Tok
-B HOPMaJIBHBIX 3KCIUIyaTallMOHHBIX
ycnouit (HY) m ycmoBusx mepBoro
kopotkoro 3ambeikanus (K3Y)

- YCTPOWCTBOM B peXHMaxX OXHUIAHUSI
" paboThI

-OTKPBITHIH u 3aKPBITHII
MepeKJIruaTelb

Tun usmepenus:

TOK YTCUKH 3a3EMJIICHHUS:

TOK IPUKOCHOBEHHUS :

TOK YTEUKH Ha MMaleHTa:

TOK yTEYKH Ha MalMeHTa Ha KOHTaKTHO
4acTH

CONYTCTBYIOI[MI TOK YTEYKH Ha
ManreHTa:

[Monxmouenus HECKOJIBKHUX
MAlMEeHTOB:

N3onsanus

O6mue

PaccTtossHME CKBO3b TBEPAOTEIbHYIO
U301 U0 300 HCTOJIb30BaHUE
TOHKOT'0 INCTOBOTO MaTepuaina

DnexTpuueckas MPOYHOCTD

JAUDJICKTpUKaA

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

FXETTRA

R-EL-083-1012-06B

[onpobuyo wuHpOpMANUIO CM. JIHCT
TECTa B NIPUII0KEHUHU

He NMPpEBLIIIACT OTPAHUYCHUA

He MpEBLIMACT OTPAaHUYCHUA
He MNpEeBbIIACT OTPAaHUYCHUA

He MNpEeBbIIACT OTPaHUYCHUSA

He ucnone3yercs

Tonwsko OJlHa IMoAKJIr4YacMasa 4acCTb

3amuTHAas W30JALHS:

- 3a3eMIIeHHE KOpIIyca

- YcuieHHas MeXJy D3JIEKTPOCEThIO U
BTOPUYHOM ceThio Ha 16 B

WNsonsnusa

Tpaucdopmarop

TBepnoTenbHas U30JaANUSA

HY

HY



TecToBbIN OTYET FXETTRA R-EL-083-1012-06B

[IpyMeHEHHBIH TECT O HANPSIKCHUIO - Y
YCIIOBHS MCIBITAHUS:

-M3MepeHHs, BHITIONHEHHEIE 0 ¥ ocae  [lOAPOOGHOCTH  C¢M. JIACT TecTa B
HaXOXJCHHS BO BJIAXKHOH Kamepe MPHIOKCHUH

(oTtHOC, BiaxHOCTh 95%, t = 30 ° C,

NJIUTEIbHOCTh 48 q), nocie

JOCTUKCHUS TEIUIOBOTO pPEXHMa U B

X0JI0A€, COOTBETCTBCHHO.

Yacru:
- MeXJy TOKOMPOBOJISIIMMHE 4acTAMH 1500 B nep. Tok
u fe30macHo 3a3eMJIEHHBIMU

SKCILUTYaTHPYEMBIMHU YaCTIMHU.

- MEXKAY TOKONPOBOAAIIUMU YaCTAMHA
51 KOpPIIyCOM, H30JHPOBAHHBIM
METaNIMICCKON (oIabron

- TOKONPOBOIAIIME YacTH, HE YaCTH 3000 B mep. Tok
BXOJHOTO M BHIXOJHOTO CHTHala, u
4acTH BXOJHOTO H  BBIXOJHOTO
CHUTHAaJa, He3a3eMJICHHBIE

- OJJICKTPOCETH MOJIKJIIOYCHHUS YacTei 1500 B mep. Tox

Pa3INYHOU MOJISIPHOCTH

- BIEKTPOCEeTH MTOIKITF0YaeMBIX 4000 B nep. Tox
4acTed U MCIOJIb3YyEMOU YacTu

- HWCHONB3yeMBIE YacTH H YacTH,
KOTOpBIC TMONKIIOYEHBI B  CETh
IIUTaHUSA OTACIBHO TOJIBKO cO
creuuanbHON u30Jasuei

1500 B mep. Tok

- yactu tuna F u kxopnyc u vactu

BXOJHOT'O M BBIXOJHOI'O CHUTHAJIa

8.8.4 Hpyras wu3onssuus Kpome U30JSALUHU
MPOBOIOB
8.8.4. MexaHundeckas HPOYHOCTH

YCTONYHBOCTD K EPErpeBy
a) yCTOMYHMBOCTb K IEperpeBy - TecT  1€CT NPOAjEH 0o
bpunens
b) U30ISIHOHHOTO MaTepuana,
KOTOPBII NOACepPKUBACT
HEH30JINPOBAaHHBIC YACTH
8.8.42 YcTOoHYUBOCTH BO3/1eiCTBHIO HY
OKpyKaroleil cpeasl
HcnsiTanuss B atmocdepe Kuciopona
MoJx  JAaBJIEHHUEM pu 70° C

IIUTEILHOCTRIO 96 U

8.9 PaccTossHWs yTEYKH W BO3IYUIHBIE o
3a30pbl
8.9.1.1 B cooTtBeTcTBUYM Cc Tabnuuei 11/6 B cooTteeTtcTBUM ¢ Tabnnuen 11-16 0)
8.9.1.2 PaccTosuuss yTeuyku U BO3AyI[Hble  PacCcTOSHUSA  yTe4YKH U BO3JYLIHbIC HY
11/51

Tevamw nomapuyca /Iloonuce/

/Tloonucw/
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TecToBbI OTYET ELETTRA

3a30psl B cooTBeTcTBUU ¢ [EC 60950-1

OrpaHu4veHus:

Yacru: da (mm) ds (Mm)

Mexny 5.0
HCTOYHUKOM
MUTAHUS M CUTHAaja
0e30MmacHOro
HU3KOBOJBTHOTO
HANPsHKEHUS
Mexny cetpio 110 2.0
B u curaanom
6€e301macHoOro
HU3KOBOJIBTHOTO
HaMpsHKEHUS
Toxonposoasmue 2.5
YaCTU U KOPIYC
Mexay 1.6
TOKOTIPOBOASAIUMHU
qacTIMH
HEUTpaNbHBIM
MPOBOJIOM
Mexnay 2.5
I/ICHOHLSyCMBIMI/I
YacTIMHU U

KOpIyCOM

8.9.3 I[IpocTpancTBa 3amoOJHEHBI H30JUPYIOLIEH

Maccou
~10 KoMIIOHEHTHI U 3JIeKTPONPOBOIKA
.10.1 dukcanusi KOMOIOHEHTOB

8.10.2  Kpennenus npoBoAKH

8.10.3 CoenuHeHUS MEXAY Pa3IUYHBIMU YacCTSIMU

8.0

3.0

4.0

3.0

4.0

MCIOUITUHCKOIO 3HeKTp0060py)IOBaHI/IH

8.10.4  Pazpembl Ois IIHYPOB HA YACTAX PYyYHOTO H

HOXXHOTIO yHnpaBJICHUSA

8.10.4.1 OrpaHuuenue paboyero HampsHKEHUS

8.10.4.2 IIayps coeaMHEHUS

8.10.5 Mexanuueckas 3aluTa NpoBOJAKHU

8.10.6  Hanpasnsromue pOJIMKH
N30JIMPOBAHHBIX MPOBOJHUKOB

8.10.7  HM3onsauus BHYTPEHHEN NPOBOJIKHU

12/51
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pIRIS: |

R-EL-083-1012-06B

3a30pbl BbIIIC MPCACIbHBIX

N3mepenus:
da (mm) ds (Mm)
5.5. 8.0
4.4 4.4
3,5 4,1
2,2 33
>3 >4
(*) )

W3onupoBaHHBIi TpaHCHOpMATOP

He HCIIOJIb3YCTCA

HapnexHo 3akpeniieH

3akpemneHo BHYTpu kopmyca Cetb
HampsOKeHUS TNHUTaHUS pasfelieHa C
CeThI0 0€30MacHOr0 HHU3KOBOJBTHOTO
HaNpsOKEHUS

He HUCIIOJIBb3YyeTCHA

He ucnons3yercs

CbeMHBIH MHYp NUTAHUSA

3amuTa OT OCTPBIX MK ABUXKYL[UXCSA
yacTeid C TIOMONIbI0 INJIACTUKOBOMU
000J0UKH

He ucnonssyercs

Het He0OX0OMMOCTH HU30JIAIUHA
Her HEOOXO0IUMOCTH IS

BBICOKOTEMIICPATYPHBIX kabenei

HY

150

HY

HY

HY



R-EL-083-1012-06B

Her HeoOXxommmocTHm KOXyXa s
c1a0oM 3aI[UTHI

[IpubopHas BuIKa

He ucnons3yercs

OauHOYHOE COCIMHEHHE c
NCTOYHUKOM IIUTAHUIA

ITocraBnsercs HOSW-F 1 mMm

ITocraBnsercs kabenp 3 x 1 mm™ (I <
16A)

[MocraBnsercs c pazbpemMoM,
cepTU(GUITUPOBAHHBIM COTJIACHO
IEC60320

He HCIIOJIb3YCTCA

He HCIIOJIb3YCTCA

He HCIIOJIB3YCTCA

He ucnons3yercs

He ucnons3yercs

He ucnonssyercs

[MocraBasiercs ¢ mpegOXpaHUTEISIMH
6x32 10A

BKJIIOUYEHBI BO BXOJHOE yCTPOUCTBO
MunumyM kabenp ceueHuem 3 x |

MM*

Sawyuma om mexanuueckux nogpexcoenuii (9)

TecToBbIN OTYET ELETTRA
8.11 YacTu  3JEKTPOCETH, KOMIIOHEHTBl U
8.11.1 pasBojka
W3ossiiust OT ceTH MUTaHUS
8.11.2  Po3eTku Ha HECKOJBKO BHUIOK
8.11.3  [IHyp UCTOYHHKA MUTAHUSA
8.11.3.1 TMNPUMEHEHUE:
8.11.3.2 Tunu
8.11.3.3 Ilnmomanp mMOMEpPEedyHOTO CEYEHHsS MIHypa
MUATaHUS
8.11.3.4 VYcrpoiicTBO COCAMHCHUS
8.11.3.5 3akpemneHue mHypa
TecTupoBaHnue
8.11.3.6 IIpenoxpanurenu mHypa
8.11.4  CereBble KIEMMBI YCTPOHCTB
8.11.4.1 OOGuue TpeGoBaHUs AJISI CETEBBIX KIEMM
ycTpoicTBa
8.11.4.2 PacmonoxeHne CeTeBHX KIEMM yCTPOHUCTB
8.11.4.3 KpemnieHue ceTeBbIX KIEMM
8.11.4.4 TlonxirodeHUs K CETEBLIM KJIEMMaM
8.11.5  CereBble NIpeIOXPAHUTENH U 3aIUTA
MEeperpy3Ku Mo TOKY
8.11.6  BuyTpeHHSA pa3BOIKa dIEKTPOCETH
9.1 MexaHUYECKHE TTOBPEKICHUS
9.2 [ToBpexaeHus, CBSI3aHHBIE C MMOIBHUKHBIMHU
YacTSAMH
9.2.1 O6mue
9.2.2 30Ha 3aJepKKHU
9.22.1 OO6mmue
9222 oot
9.2.2.3  beszomacHble pacCTOSHUS
9.2.2.4 TlpenoxpaHUTENbHbIC U 3AIIUTHBIC MEPBbI
9.2.2.5 HenpepslBHas akTUBaLusd
9.2.2.6 CxopocTb ABHXKEHHS
9.23 IToBpexxaeHus, CBI3aHHBIE C TOJABUKHBIMHU
4acTsIMHU
9.23.1 HenpeaHamepeHHOE ABUKEHUE
9.23.2 mepexoh 3a yCTaHOBICHHBIN mpenesn
924 YcerpolicTBO aBapuilHOM OCTaHOBKHU
9.2.5 OcB00OOXIeHUE MTalMEHTA
93 OnacHOCTH, CBSI3aHHBIE C TOBEPXHOCTIIMH,
13/51
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Bo3MoXHBIE OITACHOCTH

OTcyTcTBHE MOABMKHBIX YacCTeH

OTcyTCTBI/Ie 30HBI 3aA€PIKKHU

3aH_II/II_HeHHBIC ABUXXYHIINUECA 4YaCTHU

He ucnonr3zyercs
He ucnons3yercs

3ayceHuLI YAaJlCHBI

HY

HY
HY

HY
HY
1504

HY

HY
HY
HY
HY
HY
HY

1504

HY

HY
HY
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9.4
94.1
94.2

94.2.1

94272

9423

9.4.2.4
9.4.2.4.2
9.42.43

943

9.4.3.1
9.43.2

9.4.4
9.5
9.5.1
952
9.6
9.6.1
9.6.2.1

9.6.2.2

9.6.3
9.7

9.7.2

9.7.3
9.7.3

9.7.5
9.7.5
9.7.5
9.7.5
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ELETTRA

yriaMu U KpasMu

OnacHOCTH HEYCTOWYUBOCTH

Ooue

HeycToliuuBocTts - moTepsi paBHOBECUS
HeycTounBOCTH B TPaHCIIOPTHOM
MMOJO0KCHUHU

HeycToitunBOCTb, 32 HCKIIOYEHUEM
TPaHCIIOPTUPOBKHI

HeycToliunBOCTH K BO3EHCTBUIO
TOPU30HTAJIbHON U BEPTUKAJIBHOU CHII
Koneca u ponuku

Cuna ais obecriedeHuUs IBUKECHUS

JBuxxeHue uepes nopor

HeycTolHU4NBOCTE OT HEXKENATEIBHOIO
OOKOBOT'O JIBUXKEHHUS
HeycToliuuBocTh B TpaHcHOpTe
HeycToiunBOCTB, 3a HCKIIOYEHUEM
TPaHCIOPTUPOBKHU

Pyuxu u apyrue ycTpoiicTsa ynpaBicHUS
OmnacHOCTH OT yJalsieMbIX dacTeil
CpeICTBa 3aIHUTHI
DIIeKTpOHHO-TydeBbIe TPYyOKH
AKycTHyecKas 3Heprus

OOmue

3ByKOBasi aKyCTUUYECKasi DHEPTUS

NudpaszBykoBas u yIbTPa3ByKOBast
SHEPIUHU

Bubpamus ot pyk

Cocyabl BBICOKOT'O JaBJIEHUS U JeTalu
MHEBMAaTHYECKOTO W THIPABIMYIECKOTO
JaBJICHUS

I[IneBMaTHyeckue u TUJIPaBINYECKUE
KOMITOHEHTBI

MakcuMmalibHOC JAaBJICHUC

HoMuHanpHoe  naBlieHME B 4acTiX
MEIHUIIMHCKOTO 3JIEKTPOOOOpYJOBAHUS

Her cocynoB noj naBineHuem

YcTpolicTBa KOHTPOJIS AaBICHUS
YcTpoiicTBo st cOpoca gaBIeHUS

MaxkcuManbpHOE JaBIICHHE

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[Mpubop ycroituus

VYcroituuo noj yriom go 10°

YcTouuBo

Macca 6oiee 25 kr

IIpu ocmoTpe

Macca 6oinee 45 kr
[IpenynpexacHUE U CICIAATBHBINA
MOPSIAOK MPEAYCMOTPEHBI

Ilewams nHomapuyca
B xoxe ucnpitanusi 000pya0BaHUS HE
nBuraercs. CrnennaibHbIi MOPSAIOK U
NpenynpexAeHUue MPeayCcMOTPEHBI

IIpu ucneiTanumn

Her pydek u ynpasieHnus

Her ynansemblx yacTte

He ucnons3yercs

Bo3gneiicTBue akycTHUECKOW SHEPTUU
HE OMacHO
Hzmepeno: 65,7 n1bA mHa

pacctosamn 1 M oOT

MakKkc
00KOBOI1

crtopousl [Ipenen 80dBA

OtcyTcTBUE BHOpannu

Het cocynoB noa naBieHuem

[THeBMaTHUYECKHME  YacTH  BHYTPH
kopmyca. Paccumrtano Ha Oomee
BBICOKOE  [aBJICHHE BHYTPEHHETO
Hacoca

BuyTpeHHUl BO3AyIIHBIH Hacoc
MaxkcumanbHOE JIaBJICHHE HE

MIPEBHIIACT

/Tloonucw/
0

HY
HY
/Toonucwv/
HY
0

HY

HY
HY

HY
HY
HY
HY



TecToBbIN OTYET ELETTRA

9.8 [ToBpexaeHus, CBsA3aHHBIE C CHUCTEMaMH
MO ICPIKKHU

9.8.1 (01631147 (5

9.8.2 KosddbunueHT npoyHOCTH Ha pacTsIKCHUC

9.8.3 I[IpoyHOCTh cCHUCTEM  NOANEPXKKU  HUIHU

NOABECKHU IMJId MAallUCHTA UK OIiepaTopa

9.8.4 CucteMbl ¢ yCTPOMCTBAaMH MEIMIIMHCKOM
3aIUTHI
9.8.5 CucteMsl c ycTpoiicTBamMu 6e3

MEXaHUYECKON 3alUThI

R-EL-083-1012-06B

Her cucrem noaaepxkku

3awuma om HediceramenbHOU U NOBLIULEHHOU paduayuorHHou onachocmu (10"

10.1 PentrenoBsckoe usnydenue

10.2 Ansda, Oera, ramMma, HEHUTPOHHOE WU

U3Jy4YeHUs JPYTUX 4aCTUIL

103 MuKpOBOIHOBOE H3JIyUCHHUE

10.4 Jlazepsl U cBETOAUOABI

10.5 Hpyroe BUJIUMOE 3JIEKTPOMAarHUTHOE
H3TydCHUC

10.6 NudpakpacHoe u3aydyeHue

10.7 YnbpTpaduoieToBOC H3TyUYCHHE

UK wucrounuk mnpomen Ttect EN

62471 xaxk Oe3omacHBIN

3awuma om nosviwennol memne WMypwl u opyaux onacrvocmei (11)

11.1 IIpeBblIeHNE TEMIIEPATYPHI

11.1.4  IlpenoxpaHuteinu

11.2 [ToxxapHas 6e30mMacHOCTh

11.2.2  Meaunuackoe 3JIeKTpooOOpyaOBaHUE,
HCIIONIB3yeMOe B OOTaThIX KHCIOPOJOM
cpenax

11.3 IIporuBonoxapHbie TpeboBaHuUA K
KOHCTPYKIMH KOPIYCOB MEIUIHMHCKOTO
BIEKTPOOOOPYyIOBAHUS
a) xabenp Tuna FV-1
b) npoTuBoOMmOXapHBIH KOpITyC:

- [HUIIE
- OOKOBHWHBI

- wmarepman ayqmie, yeM FV-1/FV-2 tun

11.4 MeaunuHcKoe 3JIeKTpooOopyaoBaHHEe U
CHCTEMBI, NIpeHa3HAYCHHBIC JJIs1 Pa0OTHI ¢
JIErKOBOCHIIaMEHS IO UMUCS

AHCCTCTHUKaAMH

15/51
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Temnepatypa MeEHbIIE IIPEACIBHO
JOMyCTUMOM.

[Monpobuyio mHPOpPMAIHIO CM. JIHCT
TeCTa B MPUIOXKECHUN

BHyTpu kopmyca, JOCTym TOJBKO C
MOMOIIBI0 HHCTPYMEHTOB
JocraTtounyro IIPOYHOCTh u

KECTKOCTh KopIyca

Jlyume, yem FV-1 (VO HOMUHaNBHO)

Mpunaraercs
OTBepcTHsl ¢ METAIMUYECKON CETKOM;
MJIaCTHK COOTBETCTBYET

knaccupuranuu VO

HY
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TecTOoBbIN OTYET

11.4 MeaunuHcKoe 3JIeKTpoobopygoBaHUE U HY
CUCTEMBI, IpeJHa3HAYCHHBIC sl pabOTHI C
FOPIOYHMMH BELIECTBAMHU
11.6 [lepenonunenue, pas3nus, yTeuKa, JIOCTATOYHO 3aIUIIEHO 0
MomnajgaHue BOJBl WM TBEPABIX YACTHIL,
4YUCTKA, Je3UH(EeKIUs, CTepuiauzanus Hu
COBMECTUMOCTH c BEI[ECTBAMH,
HCIIOJIB3yEMBIMU C MEAUIIUHCKUM
3EeKTPOOOOPYAOBAHHEM
11.6.2  Ilepenus B MEAUIIMHCKOM  HET )KMAKOCTH BHYTPH HY
3JEKTPOOOOPYAOBAHUH
11.6.3 Paznus Ha MEIHWIMHCKOEe  TecT 0
3IEKTPOOOOPYAOBAHHE M CHCTEMBI
11.6.5 [lonmaganue BOABI WM TBEPABIX YacCTHIL IPXO HY
BHYTPb MEJHUIMHCKOTO
3JIEKTPOOOOPYIOBAHUS
11.6.6 YUCTKA ® Je3UH(EKIUus] MEIUIUHCKOTO YucTka BIaXHOU TPSNKOU 0
37eK1p000OPYNOBAHUSA U CUCTEM
11.6.7  Crepunuzamms MEIUIHHCKOTO  — HY
9JEKTPOOOOPYNOBAHUSA U CUCTEM
11.6.8  coBMeCTHMOCTH c BEIECTBAMH, HY
HCIIOJIB3YyEMbBIMU C MCEAUIIUHCKUM
3IEKTPOOOOPYIOBAHUEM
11.7 buonornueckas COBMECTHUMOCTH CM. CHEHAIBHYIO OLICHKY, 0
MEIHUIIMHCKOTO 3JIEK1IPOOOOPYAOBAHMS W IPEJOCTABISIEMYIO IIPOHU3BOJUTEIIEM,
cucTeM U aHAIIU3 pUCKa
11.8 OOpBIB JICKTPONMUTAHUS [pepriBanus GQyHKIIHOHUPOBAHUS 0
Tounocms 31eMeHMOBYNPAGLEHUS U UHCIPYMEHINOE U 3AUUMA OM 8PEOHBIX 8bIXOOHBIX CUCHAN06 (12)
12.1 ToYHOCTH  DJIEMEHTOB  yIpaBieHHs ¥  AHaNM3  PUCKOB  INPEAYCMOTPEH; 0
HHCTPYMCHTOB KOHTPOJIb SHEprHH, COTJIACHO
aHaJIM3y PHUCKOB OT MPOU3BOJUTEINS,
ocymecTtBieH SW. CM. JOOKyMEHT
IPOBEPKH OpOrpaMMHOTO
obecreueHus
12.2 Cdepa npumeHeHUS JokyMmeHnTanuu o chepe nNpuMEHEHUS 0
npenocTaBlieHa
12.3 CHUCTEeMa CUTHAIIN3AINU bes curnanuzanuu. CM. ynpaBieHHe 0
puckaMmu
12.4 3allUTa OT BPEAHBIX BBIXOJHBIX CHUTHAJIOB  AHamW3  PHUCKOB  IPEIYCMOTPEH; 0
12.4.1 [IpennamepeHHoOe MpEBbIIICHUE MPEIAEIOB  KOHTPOIb 9HEPTHH, COTJIACHO
6e30MacHOCTH aHaJU3y PUCKOB OT MPOHM3BOIUTEINS,
ocymectBieH SW. CM. HTOKyMEHT
MpOBEPKHU MPOTPaMMHOTO
obecrieueHUs
Heyamv nomapuyca /[loonucey/
1242  VYka3zanue mapaMeTpoB, uMeromux  [IporpaMMbl U MAHUIYJISITOPHI 0
OTHOLIEHUE K 0€30IaCHOCTH BBIOMpAeTCs i KaXJOW 4YacTH Tena
16/51

ELETTRA
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12.43

12.4.4

12.4.5

13.1

13.2
13.2.2

13.2.3

13.2.4
13.2.5

13.2.6

13.2.7

13.2.8

13.2.9

13.2.10

17/51
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CrydaiiHBIH BEIOOD UpEe3MEPHBIX 3HAYCHUH

BBIXOJAHBIX CUTHAJIOB

HenpaBunbHbIN BBIXOAHOW CUTHAI

HI/IaFHOCTI/I‘{eCKOC HJIIN TEPANIEBTUUYCCKOC

W3Jy4YeHUs

R-EL-083-1012-06B

C MOIIHOCTBIO, COOTBETCTBYIOIIEH

MaHUIYJISATOPY

AHanmu3  pHCKOB  TIPEAYCMOTPEH;

KOHIPpOJIb OHEPIruu, corjiaCcHo

aHaJIn3y PpHUCKOB OT HPOU3BOAUTCIA,

ocymectBieH SW. CM. IOKyMEHT
MpOBEpPKHU MPOTPAMMHOTI0
obecreueHus

KOMaHHaM PEryJJupoBKU MOIIHOCTH

BBEIXOJIHOTO cUrHala TpebyeTcs
HECKOJbKO MOATBEPKACHUN
Ananus

PUCKOB  TPEIYyCMOTPEH;

KOHTPOJIb SHEpruu, COTJIaCHO
aHaJM3y PUCKOB OT IPOU3BOAMTENS,
ocymecTtBieH SW. CM. AOKyMEHT
MpOBEPKHU MPOTPaMMHOTO
obecneyeHuUs

He HCIIOJIb3YyCTCA

Onacubsie cumyayuu u cocmosanus omxkasa pabomoi (13)

Crnenudukamnus OMacHbBIX CUTyalui

YcnoBus eﬂHHH‘-IHOﬁ HEUCHPABHOCTHU

VYcnoBust  3AEKTPUYECKOH  €AUHUYHOU
HEHCIIPaBHOCTH
ITeperpes Tparnc(hopMaToOpoOB B

MEIUIMHCKOM 3JIEK1p0000OpyI0BaHUH
OTka3 TepMocTarta

OTka3s YCTpOMCTB OrpaHUYEHHUS
TeMIepaTypsl

Pa3nuB xxuakocTu

Yxynumenue

OXJTaXACHUA, 4YTO MOXKCECT

IIPUBECTH K ONACHOU CUTyaluu

bnokupoBka ABMKYIIUXCS YacTeil

OO6psIB u KOPOTKOE 3aMBIKaHHUE

KOHJIEHCATOPOB AJICKTPOJBUTATEN S
JlomomHUTENbHBIE

yCiIoBHUA HUCIIBITAHUSA

3HeKTpOZ[BI/IFaTeHeﬁ MCIUIIUHCKOT'O

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

UcnreiTanus npu OJIHOM
HEUCIPAaBHOCTH; MOJAPOOHOCTU CM. B

TECTOBOH Ta6JII/I]_Ie B IMIPUIIOKCHUHU

Her BO3TOpaHUil, HET
COOTBETCTBYIOIIEH nedpopmanun
KopIryca, HET MOBBIIIEHHBIX

TEeMIICpaTyp, HET HpeBBIIHeHI/If/’I TOKa

WX HAPSOKCHUSA

KopoTkoe 3aMbikaHue U OOPBIB IENHU

KOMIIOHCHTOB
KOpOTKOC 3aMBIKAHHUC HNCTOYHHUKA
NUTaHUA

Her Tparchopmatopa

He HCIIOJIB3YCTCA

He HCIIOJIb3YyCTCA

He HCIIOJIb3YCTCA

3a0JIOKMPOBAaHBl ~ BEHTHJIATOPHI |
3aKPBITHI BEHTHJISIIUOHHBIC
OTBEPCTHUS

BJ'IOKI/IPOBKI/I Hacoca

KOHI[GHC&TOp BaKyYyMHOI'O Hacoca

QJICKTPOABUTATCJIb 3alllUIICH

/Tloonuce/
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13.2.11

13.2.12

13.2.13

13.2.13.

13.2.13.

13.2.13.

14.1

14.2
14.3
14.4
14.5
m14.6
14.7
14.8
14.9
14.10
14.11
14.12
14.13

15.1

152

15.3

15.3.2

153.3

15.3.4

153.5

15.3.6

15.3.7

18/51
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3NMEKTPOOOOPYI0BAHUS

OTkas KOMIIOHCHTOB MEeIUITHCKOTO
3NMEKTPOOOOpyIOBaHHS, HCIOIB3YEeMOTO B
0oraThIX KHCIOPOJOM cperax

Otka3 gacTeif, KOTOpble MOTYT IMPUBECTH K
MEXaHHYECKOM OMacHOCTH

Ileperpyska

Harpe€BaTCIbHBIC DJICMCHTHI

QJICKTpOABUTATCIIN

0e3 HenmpephIBHONW PabOTHI

Ilpoepammupyemoe snekmpuueckoe meduyurckozo obopyoosanue (IIOM) (14)

O6mue

JoxymeHTanus

[Inan ynpaBiieHus puckaMu
[Tnan passutus [1OM
Paspemrenne nmpobiaem
IIponecc ynpaBieHuss puckaMu
Crnenuduxanus TpedoBaHUN
ApXuUTeKTypa

Juzaiin u peanuzanus
IIposepka

IIposepka [IDM
Monudukamnus

IIOM «k ceTn

COBMECTHO C APYTHM 00OpyJIOBaHUEM

IToakmrouenue JTaHHBIX

R-EL-083-1012-06B

He HCIIOJIBb3YCTCA

He ucnonssyercs

He ucnoss3yercs

He ucnons3yercs

CM. TecT I Hacoca

He ucnons3yercs

CwMm. JOKYMEHT IpOBEPKU

MPOrpaMMHOTO obOecreueHus
FT.BSM.13
CM. BHIIIE
CM. BhIIIE
CM. BhIIIE
CM. BHIIIE
CM. BhIIIC
CM. BbIIIE
CM. BHIIIE
CM. BHIIIE
CM. BHIIIE

CM. BhIIIE

Koncempyxyus (15)

pacroyoKeHHE 3JIEMEHTOB YHPABICHUSA H
WHIUKAaTOPOB

Y 1o6¢cTBO 00CTyKUBaHUS

MexaHuueckasd npouyHocTs McnbeiTanue Ha
cxatue

HcneiTanue Ha yaap

WcneiTanne Ha majcHue

HcnbiTanne Ha HeakKypaTHOE oOparieHue

TecT popMBI OCTATOUHOTO HAMPSIKCHUS

Brnusinue BHelHel cpeasl

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

HemocpeacTBeHHO Ha  CEHCOPHOM
9KpaHe
JlocTymHO B COOTBETCTBHHM  C
npoieaypamMmu TEXHHUYIECKOTO
00CIyXKHBaHUS

Tect 250 H cuner Ha KopIryc

[Tanenue msiua ¢ BeicoTel 1,3 M Her
MOBPEXKACHUMN

MobunsHOE 000opynOBaHue

IMoteps yCTOMYUBOCTH; CM.
NpenyNpexKIeHNEe H CIeHHaIbHBIE
npeanucaHus
Hebopmanmu Ha Koprmyce
OTCYTCTBYIOT

Cwm. paboune yCIOBHUS 1O BIAXHOCTH
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15.4
15.4.1

15.4.2

1543

15.43.1
15.4.3.2

15.4.3.3.

154.3.4
15.4.3.5

15.44
15.4.5

15.4.6

15.4.6.1
15.4.6.2

15.4.7

15.4.7.1
15.4.7.2

15.4.7.3
15.4.8

15.4.9
15.5

15.5.1.2

15.5.1.3

15.5.2
15.5.3

16.1

16.2
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KoMnoneHTsl

Konctpyknus pazpeMoB

YcerpoiicTBa  KOHTPOJIS TEeMIEpaTrypsl H
neperpysKu

AKKyMYJISATOPHI

ITa3

Pa3zbem

3amuTa OT nepe3apsaaku
JIutuessie Oarapen
3amuTa OT  TOBBIIIEHHOTO TOKa W
HaIpsOKEHUs
Nnpukatopsl
Hauanbubie YCTaHOBKH DJICMCHTOB
yHpaBJICHHS

[TonBuXKHBIE YacTH AJIEMEHTOB yIpaBICHUS
MEIHUIIMHCKOTO 3JIEKTPOOOOpYJOBAHUS
3amuTa OT pa3peryIupoBaHUS

OrpaHndYeHHE MEepeaBIKCHUS

PazpeMsl 17151 INHYPOB HA YACTAX PYYHOTO H
HOXXHOTO YIIPaBJICHUS
MexaHudeckas NpOYHOCTD
CaMOIIPOU3BOJIBHOE cpabaTeIBaHUE
MEAULMHCKOI0 3JIEKTPOOOOPYyJOBaAHUS
Bxona ans KUAKOCTH

BHyrpeuHss npoBoaka

EMkoctn nns macna

TpanchopmaTopsl HUCTOYHHKA MHUTAHUS

MEIHIIMHCKOTO 3JIEKTPO0OOpyJ0BaHIE
W pas3feiuTelibHbie TpaHCHOPMATOPHI B
COOTBETCTBHUHU C II. 8.5

Koporkoe 3ambikaHue

Tect Ha neperpysky

[IpoYHOCTH OUAIEKTPUKA
Koncrpyknms TpaHcpOpMaTOpPOB
obecrieunBaeT pasjielieHHe B COOTBETCTBHH

cm 8.5

R-EL-083-1012-06B

3amuTa oT HEIPaBUIBHOIO
MOAKIIOYEHHUS

He ucnone3syercs

He ucnons3yercs

He ucnons3yercs

He ucnonssyercs

He ucnons3yercs

He ucnonp3yercs
Her BHYTPEHHETO HNCTOYHHKA
MUTAHUA

CBETOAHOAHBI HHAUKATOP

Het AOMOJHUTCIBbHBIX PUCKOB

He ucnons3yercs

He ucnonb3yercs
Tect ¢ peryiupoBaHueM JaBICHUS HA
1H/m

He npenocraBnsercs

He npenocraBnsercs

He npenocraasercs

He npenocrasnsercs
He wucnonesyercs  amtoMUHHEBas
MPOBOJAKA

He ucnons3yercs

Tpancpopmarop 230B/I10B

Ileuamv nomapuyca/lloonuce/
MexXay 3aekTpoceTsio u BU matoif
3aH.II/ITHLIe npeaoXpaHUTCIN Ha

BXOJ€ CETH

[IpenoxpaHuTeNn OT MEpPErpy3Ku
yAaJIeHBI. Tennosas 3aIKTa
JeifcTByeT

4000 B. Tect npoitaen

Konuenrpuueckue ¢ 3 cnosmu

Cucmemul Meduyurcko2o snekmpoodopyooearnus (16)

OO0mue TpeboBaHUS K cucTeMam
MEIULIIHCKOTO 3JICKIPOOOOPYTOBAHUS

ConpoBoauTeabHAas JOKYMEHTAIUS

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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16.3 W cTouHUK TUTAHUS
16.4 Kopmyca
16.5 PasnenurenpHbIE yCTpOWCTBA
16.6 Tok yTeukn
16.6.1 Tox MpUKOCHOBEHUS
16.6.2 Tox YTEUKH 3a36MJICHUSA IpYIIIbI
3JEKTPUYECKUX PO3ETOK
16.6.3  Tok yTe4yku mauueHra
16.6.4  N3mepeHus
16.7 3amuTa OT MEXaHUYECKUX MOBPEXKACHUN
16.8 OOpbIB  THUTaHUA yacTe  cHUCTeM
MEIUIUHCKOTO 3JIEKTPOOOOpyIOBaHUS
16.9 Coenunenue u o0MOTKa CHUCTEMBI
MEIUIUHCKOTO 3JIEKTPOOOOpyIOBaHUS
1.6 9.1 KiemMsl U pazbeMsl
16.9.2 YacTtu  DIEKTPOCETH, KOMIIOHEHTH U
pa3Boaka
16.9.2.1 Po3eTku 1jisi HECKOJbKUX BUIOK
16.9.2.2 CoeguHeHHS 3aIUTHOTO 3a3eMJICHUS

16.9.2.3 3amwuTa IpOBOJHUKOB

R-EL-083-1012-06B
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DexmpomMacHumMHAas COBMeCmMUMOCb MEOUYUHCKO20 2NeKMpoobopyoosanus u cucmem (17)

17 Puck, cBs3aHHBIM C 2JIEKTPOMAarHUTHOM

COBMECCTHMOCTBIO

KounrpoubHblii nepeyenr EH 60601-2-3

Thnkm Hucmpykyus
6.1 BusyaibHbIH 0CMOTP;
MapKHpPOBKA BbIXOAHOH MOLIHOCTH

MapKupoBKa 4acTOThI

6.2 - MapkupoBka BHYTPH YCTPOiicTBa HJM 4YacTei
ycTrpoiicTBa

6.3 Unaukauus KOMaHAHBIX npuéopos "
HHCTPYMEHTOB

6.8 - IHpunaaraemass pokymeHTanusi: PykoBoacrso

noab3oBatesass Baxuasa undopmanus:
aa) lononHuTenbHass uHGopmanus
6.8.3 TexHHYECKOE ONHCAHHUE:

aa) mapaMeTpbl MOIIHOCTH H HATPy3KH.

Cwm. Tect OMC - npoiinex

Onucarue

Hpeayecmorpeno (25 Bt 1 MI'n)

CumBoJ 14 npeaycMoTpeHo

PeryinpoBanue BBIXOAHOH MOIIHOCTH B
BT npeaxycmorpena
PykoBoacTBO MOJBL30BaTEds] COXEPKHT

HeoOX0AMMYI HHpOpManHUIO

PyKOBO}ICTBO moJib30oBaTe sl COAEPKHUT

Heo0X0aAUMY0 HHpOpMaNHIO

Obuwue pexomenoayuu no omHoweHuro K kiaccugurxayuu (n. 14)

-npuMeHeHue Aeraseid Tuna BF

Pazoenenue (n. 17)

14.6 -npuMmenenne aeraneii tuna BF, CF;
17aa Pa3jnesienue BBIXOJHOM IHeNM OT 4YacTed MmoOJa
HaNpsAKeHUEM

PabGouyne wuacTH 3amMIIEHBI JBOWHOW
H30JIsIUeH oT OCHOBHBIX qacTei.
OcHOBHAasi M3015iLUA MeXKAY padouumMu

YacTAMHU U HeNsAMHU ynpaBJICHUSA.

Tecm npunosicenno2o Hanpsdicenus npu pabouell memnepamypsl u npu xoiooe (n.20)

20.2 UcnbpiTaHHe U30JISIHHH MO BHICOKOW YacToTe

20/51

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Teer 30 cex ¢ anmjiMmKaropom

HANMpaBJACHHBIM B 3eMJII0.
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Her pa3psina

Pabouas mounocmv dannvix (n. 50)

50.1 OtobOpakeHne KOMaH]
PerynupoBka aMrumuTy et

Komanna OCTaHOBKH. Brixoanas
morHocTb 0 Bt. Perynuposanue 1Bt
Tounocte B mpememax +30% ot

HOMUHaIBHOH npu Harpyske oT 50 OM 1o
150 Om

3awuma om onacnoeo snexkmponumanus (n, 51)

Makcumy™m 3asBieHo 25 BT, 3amepeno
95BT

Het npeanucanuit
Hukakoii omacHocTM npu Cily4aiilHOM
BEIOOpE

Her npeanucanmit

- cokpawmenue o 0 Bt mpu nepexone B
peXUM TOTOBHOCTH-OXHJIAHUSI KHOIKOM
WM TIeIaIbI0

Tpebyercst perynuposka 1o 0 Bt

Bpemst oTtoOpakaercs
CHUTHAI

M BBIXOJHOM
MpephIBaeTCA MO0  HCTEYCHUH

BpPEMEHHU

Cocmasnvle yacmu u 0bwas ycmarnoska (n. 56)

50.2 To4YHOCTB KOMaHJ U HHCTPYMEHTOB
51.2 HomunanpHast BBIXOOHA MOIIMHOCTE MeHee 500
Br
513 HanexxHocTb KOMITIOHEHTOB
514 CiyyaiiHoe BBIOOp TIIOBBIIICHHBIX  3HAYECHHH
BBIXO/IHBIX CUTHAJIOB
51.5 HenpaBuibHble BHIXOAHBIE JAHHBIE
51.101 YCTpoiCcTBO CHIKEHNS OTPEOIECHNS SHEPTUH
51.102 AKTHBaIIYs BBIXOJJHOTO CUTHAJIA
51.103 Perynupyemsiii Taiimep
56.10 - Komannsle onepanuy MpUBOAAT HANPsDKEHNE

YCTAHOBJICHHOC B OIPEACIICHHOC 3HAUCHUC
OFpaHI/I‘{eHPIG Juara3oHa

Kontpomnsnsrit nepeuerr EH 60335-1

Onucarue

(6.00) KIIACCUDUKALINSA

Pazoen Unempyrxyus
6.1 3amuTa OT MOPAKEHHS 3JIEKTPUIECKUM TOKOM:
Knace 1, U, 1IT
6.2 CrerneHb 3alMThI

Krnacc 1

IPXO0 3aaBneHo

(7.00) OBO3HAUEHMS Y UHCTPYKLIUU

7.1 MAPKIPOBKA:
- HomuHuanbHOe HalpsOKECHUE WM AvalasoH
HalpsDKeHUH;
- XapakTtep MUTaHus:
- Homunanenas yactora.
- HomunanpHas norpeOnsemas MOIIHOCTb WM
HOMMHAJIbHBIN TOK:
- Wsrorosurens I OTBETCTBEHHBIN
MOCTABILMK, TOBAPHBIN 3HAK MM MapKa:
- Ob6o3HaYeHNE MOJEIN WX THIIA:
- Kinace
- IP HOMeEp, oTnuuHBIi 0T 1PX0
- CumBon 5172 pns IEC 60417, anst ycrpoiicT
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Kaacca II

IpeaynpexaeHue QJsi CTAHOHAPHBIX NPHOOPOB
¢ HECKOJBKHMHM MCTOYHHMKAMH NMUTAHUS
JAuana3zoH HOMUHAJBHBIX 3HAYEHHH ¢ yKa3aHHeM
HUKHEro W BepXHero mnpejxejoB, pa3jeJeHHBbIX
nedpucom.

Pa3imyHble HOMUHAJIBbHBIE 3HAYEHHUN, YKA3aHHbIE
¢ pa3jejleHHeM KOCOii YepToH.

Mpuédopsl

peryaupyembie  1js pPa3JIHYHBIX

HOMHUHAJBbHBIX HaHpﬂmeH“ﬁ, HachOﬁKa
HaANPAXKEHUS ABHO pa3jid4yumMa.

IIpuGopsr ¢ OoJee YeM OJAHHM HOMHHAJIBHBIM

HaNpPpHANXKEHUEM MNUTAHUA HWJIHX OAHUM H oouee
HOMHWHAJIBHBIM AHAMA30HOM HaNIPsKEHUs
NUTAHUA, c YKa3aHueM HOMHHAJBHOU

HOTpeﬁJISIeMOfl MOUIIHOCTHIO HMJH HOMHHAJIBbHBIM
TOKa norpeﬁ.neﬂuﬂ AJA Ka}XJI0ro HOMHMHAJBHOIO
HaNpsKeHUd UJIH JHanasoHa.

CooTBeTCTBUE 3HAYEeHMil HUIKHEro u BepXHero

npeneaos HOMMHAJbHOM norpedasiemMoii
MOIHOCTH HIH HOMMHAJIBHOIO TOKa "
HanpsiKeHus

B cjyvyassx PpasHHIOBl B Ipejaejiax Jauama3oHa

HOMHHAJBHOIO HanmpsAMXKeHud, BXOAHYIO
MOITHOCTBCOOTHOCHAT CO CpPE€AHHUM 3HaA4Y€HHEM B

AUAMA30HEC HOMUHAJTBbHOI0 HANIPHANKECHUA.

KoppeKTHOCTbh MCNOJIb3YeMBbIX CHMBOJIOB.
CxeMa MOAKJIOYeHHUs] MPUKpenjgeHa K npudopam,
4yTOObI NOAKJIWYUTH Oosee ABYX Kabeuaeii ot

HCTOYHHKOB NUTAHHUA K npuéopam c
HECKOJBKHMH HCTOYHHKAMHU NMUTAHUSA.

3a HCKJIOYEeHHEM NOAKJIYEeHUsI TUNA Z, KJIeMMBbI
AJId MOAKJJIYEeHHUS K CeTH NUTAHUA YKA3bIBAKTCH
cileIyl UM o6pa3om:

- Mapxnpomca KJI€eMMBbI HCKIKWYUTEJIBbHO OJd
Hyjaesoro nposoaa (N);

- MapkupoBKa KJeMMBbl 3aIIMTHOIO 3a3eMJIEHHS

(cumBoJa 5019 coraacuo IEC 60417);

- MapKMpPOBKa He pa3MelleHa Ha CbeMHBIX
4acTsx.
MapkupoBKa pa3MemleHHs] TNepeKJlovareiei,

KOTOpbI€¢ MOI'YT NPeJICTABJIATH ONMMACHOCTb.

Yka3aTean mnepekJgroyYaTeseil Ha CTaBAHWHAPHBIX
npudopax M 3jJeMeHTaX YNpaBJeHHsT Ha Bcex
npubéopax BbINOJHEHBI ¢ HCHOJb30BaHHeM HHGP,
OyKB HJH IPYIrHX BU3YyaJbHBIX cpeicTB: nudpa 0
yka3piBaeT ToJbko mogoxenune BBIKJIIOYEHO,
4yT00bl He BO3HHKAJ0 NYTAHHIBI € IOJIOXKEHHEM
BBIKJIIOYEHO.
Ykaszarear aas

HaNpaBJeHHs] PeryJIupoBKH

3JIEMEHTOB yNpaBJICHHS.
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OIMH MCTOYHUK MUTAHUA

Her amama3oHa HOMHUHAJBbHBIX 3HAYEHUH

Het pasnu4HbIX HOMMHAJbHBIX 3HAYECHUH

Her Pa3/ii4YHBIX HOMHUHAJBbHBIX 3HAYeHU

HaNIPpsAKEHUs

Her Pa3/iIiYHBIX HOMHUHAJBbHBIX 3HAYeHH i

HJIH HOMHUHAJIbHBIX Hanpmxeﬂuﬁ

Her Pa3/iIMYHBIX HOMHUHAJBbHBIX 3HAYeHH i

HJIA HOMHHAJBbHBIX Hanpmxeﬂuﬁ

Her Pa3/iIHYHBIX HOMHUHAJBbHBIX 3HAYeHH i

HJIH HOMHHAJIbHBIX Hanpmxeﬂuﬁ

CuMBOJBI HCHOJBb3YHTCH NMPABUJIBbHO

OauH kaGejb HCTOYHMKA MUTAHUSA

Coeaqunenue kjaacca X

He ucnoas3yercs

BHYTPEHHsISi MAPKHPOBKA NMpPeAycCMOTpeHa

MapkupoBKa pa3MelleHAa HAa HeChEeMHOM

YacTHu

“epeKJllO‘laTeJ'lL BKJIWY€HUs MapKHpPOBaH

OTMEYEHO

PeryaupoBanue TOJbBKO ¢ HNOMOHIbIO

nporpaMMHOro obecrmevYeHU A

HY

HY

HY

HY

HY

HY

HY

HY
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7.13
7.14

7.15

7.16

8.1

8.2

TpeGoBaHMSI M HCNIBITAHUS CM. B YACTH 2 NPHU HeOOXOAUMOCTH
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HHcTpykuuu mno 0e30MacCHOCTH JKCIUIyaTAllMH
NnpeaycCMOTpPEHBI.

SA3bIK HHCTPYKUHUHU U APYT O JOKYMEHTALMH;
MapkupoBKa YeTKO pasan4yuMas "
H3HOCOYCTOHYMBAA.

MapKkupoBKH, YKa3aHHble B nn. 7.1-7.5, 10JxKHBI
ObITh pa3MelIeHbl HA OCHOBHOI 4yacTu npubopa.
MapKupoBKa BO3MOKHOI0 CMEHHOIO IJAaBKOIro
NnpeioXpaHUTeas] HIH

NnJ1aBKOi BCTaBKH

YE€TKO pasanyumas c

YKazaHuE€M CMEHHOIO NpeaoxpaHuTeis.

(8.00) BAILMTA OT JOCTYIA K
Hannemamaﬂ 3amuTra oT cnyqaﬁﬂoro KOHTaKTa ¢
TOKOl’lpOBO/]ﬂl.lll/lMl/l qJacTsaAMu: TpeﬁOBaHl/le
le/lMeHﬂeTCﬂ AJs BcCex HOJ]O?KQH]{[]‘/JI, CbEMHBIE

YacTH yAaJIeHbI.

TOKO]’[pOBO}IﬂIIIl/le qacTHu 3alI M I €HbI Kak

MHHHMYM OCHOBHOM 30 M el nepen
YCTAHOBKOM MM cOopKoOii
KJacca 1

Mpudopsl " ycTpoiicTBa

CKOHCTPYHPOBAaHBI Tak, 4T0 HMeeTCcs
J0CTATOYHAS 3aIIMTA OT CJAY4YailHOro KOHTaKTa ¢
OCHOBHOW wH30JfANHEeH M MeTaJJHYeCKHEe YacTH
oTAeJeHbl OT TOKONPOBOASIMX 4YacTell TOJbKO
OCHOBHOI M30JsinUeEN.

Bo3mMoxHOCTH Tporarb 4YacTu, OTACJEHHBLIC€ OT

TOKONPOBOIS I HX yacreii, TOJAbLKO c
NpPpHUMEHEeHHEeM NBOWHOI audo YCHJICHHOM
H30JIAIHH.

R-EL-083-1012-06B

NHCTPpYKIMH NpeaycCMOTpPEeHbI

WHCTPpYKU MM NpeIyCcMOTPEHbI

K TecTy no cockaGJMBaHUI0O YCTOHYHBO

MapkHpPOBKa Ha KOpNyce NPHCYTCTBYeT

6x32 10A

lleyare HoTapuyca /lTognucs/
/MMognucs/

TOKONPOBOAAII UM YACTAM

Kopnyca cHuMaoTcs nNpd  NOMOIIH
HHCTPYMEHTOB.
IIpoBegeHue HMCHNBITAHUS TNPOOHUKOM

tuna B mo IEC 61032: Her KOHTakTa ¢
TOKONPOBOASIIIHMH YACTAMH.
THIA 13

HcnbiTanne NpPpoOHUKOM

NpoHu3BeJeHO yepes OTBepPCTHS B
3a3eMJEHHBIX META/NIMYEeCKHX Kopmycax,
HM e I HX TOKOHENpPOBOAsAIee
HNOKpbITHE: HeT KOHTAKTa c
TOKONPOBOAANIUMH YACTAMH.

Toxkonposoasimue

yacTHu 3alI I eHbI

OCHOBHOI H30JsIIHeEN

Mpubop 1kaacca.

(9.00) 3BAIYCK DJEKTPOMEXAHHUYECKUX NPUBOPOB

(10.00) IOTPEBJASAEMAA MOUOIHOCTb U TOK

IHoTpedasieMasi MOWHOCTL MNPHM HOPMAJbHOI

padoueii TeMmepaTypsl, HOMMHAJIbHOE
HaNpsKeHUe MUTAHUS U PadoUHil pexum:
nojgaBaeMoe HANMPSIKEHHE
HMKJ NPH HCHBITAHUHU
H3MepeHHOe 3HAYeHHe
HomMuHa/IbHOE 3HAYEHHUE
oTKJOHeHHuEe %

npeaea %
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3asiBJIeHHAsi MOUIHOCTH

(11.00) PA3OTPEB

(13.00) Tox YTEUKHU u DJIEKTPUYECKAS ITIPOYHOCTH ITPU PABOYEN TEMIIEPATYPE

CM. JHCT TecTa B NPHUJTOKECHHUH.

Ha ropusonTaabnoii omope 1.06 Vn
2h'
py4yHoii pexumM  QyHKuUHOHHpYeT ¢

NOBTOPEeHHEM NpPOLeAypPbI

He nmpHCYTCTBYWOT TemnJoBble 3alIUTHBIE
ycTpoiicTBa

OTcyTcTBYeT aBTOMATHYeCKass KAaTyHIKa

mHypa.

CM. JHuCT TecTa B NPHUHIIOKEHHH.

CM. JHCT TecTa B NPHUHIIOKEHHUH.

1000 B M ey KOpnycom "
TOKONPOBOASILIMMH YacTAMU; 0e3 npodos

npu UCHBITAHUM.

(14.00) IEPEXOJHOE NEPEHANPAXKEHHNE

IHyTH yre4yku yI0BJIEeTBOPHTEIbHBI

(15.00) BIATOCTOMKOCTH

10.2 IorpebasieMblii TOK HNpH HOPMaJbHOH paboueit
TeMmepartype, HOMHHAaJbHOE  HaNpsiKeHHe
NMUTAHUA U Pabouuii pexrum
- HoMmuHalbHOe 3HAYEHHE:

- H3MepeHHOEe 3HAYEHHUE;
OTKJIOHeHHe Y%:
npeaea %:

11.1- IIpubopsl M HMX OKpYXKEHHE He JAO0JKHBI
A0CTHTaTh

11.10 NMOBbI I €eHHO i1 TeMmepaTtypa B HOPMAJIbHBIX
yCJIOBUSAX IKcHayaTanuu (cMm. Tada. 1)

YcTaHOBKa U KpenJieHue npudopa:
Hanpsi:keHue NUTaAHUSA;
- Tect:
YCJIOBHS HCNBITAHHINA:
TennoBble 3alUTHBIE YCTPOHCTBAa He JAOJKHBI
paboraTthb
Jiasi npu6opoB, OCHAIIEHHBIX aBTOMATHYECKOM
KATYIIKH IHYypa NUTaHHA, NOBbIIIeHHE
TeMmepaTypsl H30JSNHH HJIH TOJ3YHKa He
npeBbIIIAET 32IAHHOTO 3HAYEeHHS

13.2 Tok yTeukH wu3Mepsijicsi ¢ MNOMOMbIO CXeMBbl,
yka3daHHo# Ha pucyHke 4 nmo IEC 60990
HU3mepenus:
npejgen:

13.3 3amep HaNpsKeHHe Npou3BOAHIICS yepes
OCHOBHYIO H30JAUHIO. IIpoGoii B xoxae
HCNBITAHUSA He MPOUCXOAMII.

14.1 Mpudopsl BbIJ€PKHBAIOT nepexoaHble
nepeHanpsxKeHus, KOTOPBIM OHHU MOTyYT
noaseprarbces.

HcnpiTanne HMNYJbCHBIM HaNpsiZKeHHEM, eCJIH
NYyTH YTeYKH HMET 3HaYeHHe MeHbINe, YeM
YKa3aHO B TeXHHYEeCKHX TpeOGoOBaHHAX.

15.1 Kopnyc o0ecmeunBaeT CTemeHb BJAro3amuThl
corjaacHo kJjaccudpukanuu npubdopa.

15.2 IIpuGopsl npu YyCIAOBMHM YTEYKH KHAKOCTH B
HOPMAaJBbHBIX YCJHOBHAX JKCIJIYaTAUHH JOJKHBI
OBITh CKOHCTPYHPOBAHBI TaKHM 00pa3oM, 4TOOBI
TaKHe YTeYKH He BJIMSJH Ha 3JIeKTPOHU30JAIHIO.

15.3 Ipubop cTolKMIi MO OTHOWEHHIO K BJAKHOI
cpeae (McObITAHHE BJIATOCTOHKOCTH B TeueHHe 48
4 B yCJOBHAX BJIaKHOI0 Ka0MHeTa).
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(16.00) Tox YTEUKHU n DJIEKTPUYECKAS ITPOYHOCTD

HU3mepeHnusi TOKa  yTeYKH

(P[CIII:lTaTeJ'leOC

Hanpsi:keaue B 1,06 pa3a 6osibuie HOMHHAJIBHOTO

HaNpsKeHUud):

H3MEpEeHHOEe 3HAYEeHHUE;

npejuei:
TecToBOoe HanpsKeHNWe MPUKJIAABIBACTCH K;
OCHOBHAsl M30JIALHSA

YCuJIeHHasT U301 U

IIpo6oii B X0e HCNIBITAHUSA He MPOMCXOAMI.

(17.00) BAIIUTA OT INHEPET'PY3KU TPAHCO®OPMATOPOB U CBA3AHHBIE LIEITH

Her npeBblICHU A

TeMHmepaTypsl

TpanchopMaTOpa MM CBA3aHHBIX LeNeill B cayyae

KOpPOTKOro 3aMBbIKAHHA, KoTOpoOE

IIpOl/l30ﬁTl/l B HOpMaJbHBIX

IKCNJyaTauuu (PlCl'lblTaTeJ'leOe HaNpsAMKEeHUue B

MOXKeET

yYciaoBuAX

1,06 pa3a 0oJblIe HOMMHAJIBHOIO HANPSKEHHUA).

Hanpsixxenue nuranus: 246 B/50 I'u;

0,392 MmA

lMevars HoTapuyca /llognuce/
/Mognucs/
3,5 MmA

1250 B/50 I'n
3000 B/50 I'x
Be3 mnpo6osi mpu ucnbiTaHuM (CM. TecT

JHUCT B npn.ﬂome}mn)

HanpsixkeHue nuranusi: 246 B;

KopoTkomMy 3aMbIKaHHI0O BO BTOPHYHOI

(18.00) JOJITOBEYHOCTD

He npumenumo

(19.00) CbOHU B PABOTE

Puck BO3rOpaHus HJIH MEeXaHM4YeCKOro
MoBpexkJAeHUs: npu cOoe MJIM HEOCTOPOKHOM
YHPpaBJEeHUH HMCKJIAKYaeTcsd. DJIeKTPOHHbIE CXeMBbl
pa3paboTaHnbl " BBINOJHEHBI Tak, 4TO
HEHMCINPABHOCTH He caenaer npuéop
HebOe3omacHbIM (cM. TecThl 19.2-19.10).

HcnpiTanne npubopa ¢ HarpeBaTeJbHbIMH
jJeMeHTaMHu [ OrpaHUYEeHHBIM
TelmJIOBbIAeJleHUEeM; HanpsikeHue mnutanus (B):

norpediasieMass MOIIHOCTHL cocTaBiasier 0,85 or

HOMMHAJbHOW MOTpedsieMOii MOIHOCTH.

Tect 0€3 BoAbLI B KOTJIE

Tect 19.2 noBTopsieTcs; Hanpsi’keHHMe NHTAHHUSA

(B): morpebdasieMasi MOHmIHOCTH cocTaBasier 1,24

OT HOMMHAJILHOW MOTpedJisieMOl MOIHOCTH.

YciaoBusi wucnbiTanus u3  pasg. 11,

3Je€MEeHT ynpagBJeHHus,

awoboii

orpaHutuamu[m‘fl

TeMmepaTypy BO BpeMs ucnbiTanmii u3 pasm. 11

KOPOTKO3aMKHYTBIE.

Tect 19.4 noBTopsiercs AJs KJaccoB npudopos 01

u I npuboper ¢ TpyOuaToii

BCTPOCHHBIMHM HAarpeBaTeJIbHbBIMH

Her KOPOTKOro 3aMbIKaHH#l, HO OJIHH

000JI0YKOI WIAHN

JJIE€MEHTaMHMU.

KOHel

3JeMEeHTA MOJAKJIKYeH K 000JI0UYKe IJIeMEeHTOB.

Tect moBTOpsieTcss MpM O0OPaTHOH MOJAPH
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OCTH H

obMoTKE npensiTcTByeT 30 HS
TpaHchopmaTopa 0J0Ka NUTAHUS.
Camo3ammura

TecTbl nm. 19.2-19.10 Npoi/1eHbl

YAOBJIETBOPHTEABHO (CM. TeCT JHUCT B

TMPUJIOKEHHH)

Her HarpesaTreJbHOI'O 3JIEMEHTa

Her HarpeBaTeJbHOI'O 3JIEMEHTa

Het HAarpeBaTeJ bHOIO 3JIEeMEHTa

Her HarpeBaTeJbHOI0 3JIEMEHTA

Her HaArpeBaTeJbHOIO 3JIEeMEHTA

HY

HY

Hy

Hy
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Llpyl"Oﬁ KOHeEIl HarpeBaTeJbHOIO 3JJ€MEeHTa

MOAKJIOYeH K 000104YKe.

HcnpiTanue He NpPpOBOAAT  Ha npudopax,
npeiHa3HaAYeHHBIX st MOCTOAHHOT O
NOJAKJIIYEHHU S K CTAMOHAPHOM

3JeKTPONPOBOJKe M Ha mnpudopax, B KOTOPBIX

NPOUCXOAUT OTKJIKWYEHHE BCE€X MOJKHWCOB BO

BpeMsi ucnbiTanus 19.4.

19.6 Ipu6opsl ¢ HAarpeBaTeJbHBIMH 3JeMEeHTAMH THIA
PTC ucnplTaHbl NPH HOMUHAJBbHOM HANPSKEHUH,
obecmeyHBaIee CTAIHOHAPHBIH PeKUM.

19.7 TecTt ocTaHOBKH ABHMrartejss NyTeM OJOKHPOBKH
poTopa npu KpyTfAlleM MOMeEHTeE
0JIOKHPOBAHHOIO poropa MeHbIIeM, qyeM
KPYTSIIHi MOMEHT NpPH NOJIHOH Harpyske, Juéo
npu O0JIOKHPOBKe ABHXKYIMIHXCS 4YacTeil Apyrux
npudopos.

19.8 Tpexdasznbie ABUTATENH padoraloT npu
HOMHMHAJBLHOM  HaNpsKeHHH,00Ha  ¢a3a
oTCOeJMHEHA.

19.9 BoinosHeHHne TecTa meperpysku Ha mpubopax co
BCTPOEHHBIMH 3JIeKTPOABHIATEIAMH c
AHCTAHIHOHHOM HIH aBTOMATHYECKHM
ynpaBJieHHEeM auodo npeIHa3HAYeHHBIMH
padoTaTh HenmpepbIBHO.

19.10 CepuecHblii ABHraTelb padoTaer npu
HanpsixKkeHuun B 1,3 pa3a Ooablmie HOMHHAJbHOE
HANpsSI)KeHHUsS B TeyeHUue 1 MHH;

B XO0/J€e HCOBITAHHS YaCcTH He H3BJEeKaJIHCh H3
npudopa.

19.11 HMcnpiTaHus HA 0TKa3 3J1eKTPOHHBIX CXeM .

19.11,4 Broikaoyen  au6o B  PpexKHMe 0KHMIAAHUS
(mexypHBIN):

- Duaekrtpocraruyeckuii paspsa nmo EN 61000-4-2,
15 kB Bo3ayx , 8 kB KoHTaKT
- DilekTpoMarHuTHble mojsi corjdacuo EN 61000-
4-3 npu 10 B/m
- B3peiB cormacio EN 61000-4-4 ypoBens 2xB
- Hepenanpsixkenue coraacio EN 61000-4-5
ypoBeHb 2kBmexkay ¢pazamu, 4 kB no orHomeHnuro
K 3eMJe
- UHaynupoBanHblie Toku coraacuo EN 61000-4-6
ypoBeHb 10 B mexay 150 kI'm u 80 MTI'u. moxa. 1
kI'n 80%.
- IloHm:keHHe MW NPOBAJBLI HANPSKEHHS COrJIacHO
EN 61000-4-11 yposenn 20 mc OB, 200 mc 40%,
500 mc 70%, 5000s 80%,
- TAPMOHHKH M HHTeprapMoHuku coraacHo EN
61000-4-13:

26/51
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BiokupoBka poTopa Hacoca

TpexdaszHplii MOTOP OTCYTCTBYeT.

He yupapjgercsd IMCTAHUUOHHO.

CepuecHblii IBHraTeJb He HCIOJb3yeTCs

KopoTkoe 3aMbIKaHHE  JJIEKTPOHHOM

IIaThl; NpeJoXpaHuTeadb padoraer (cM.

TECT ONJETKH B l'[pl/lJ'lO?l(eHlfll/l)

Hukakux noBpexaeHu.
Hukakunx NMOBPeKAeHHN, HeT
HelKeJdaTelbHbIX cpadaTbIBaHMI
Huxkakux NMOBpPeKACHHUI, HeT
HexKelaTeJIbHbIX cpadaThIBaHU
Hukakux MOBpPeKAeHHH, HeT
HeKeJaTelbHbIX cpadaTbIBaHMIi
Hukaxux NOBPpeKACHHI, HeT
He/KeJaTedbHBbIX cpabdaTblBaHUI
Huxaknx NOBPpeKACHHI, HeT
HesKeJaTeJbHbIX cpadaThIBaHH
Huxakunx MOBPeKIeHHUI, HeT

HeKelaTeJbHBIX cpadaTbhIBaHUil

lMevyarbs HoTtapuyca /lognucs/

HY

Hy

HY

Vi?



TecToBbIN OTYET

19.12

19.13

20.1

20.2

22.1

27/51

ELETTRA

NOHMKeHUe HanpsiKeHus 10 10 B/cek;

Ecan Oe3zomacHocTh mnpuéopa s Jaoéoro us
aBapHHHBIX YCJIOBMIi, ykadanHelX B m. 19.11.2

3aBHCHT  OT cpadaTbIBaHHS MHUHHATIOPHOMH

njaBkoil BctaBku cooTBercTBylomei IEC 60127,

TO HCNbITAHHE TOBTOPSAKT, MH3MepsAss TOK B
NJIaBKOH BcTaBKe.

B xoae wucnbiTaHuii mnpubop He sABJIAsAeTCH
HCTOYHUKOM NnJaMeHH, pacnjiaBJeHHOr O

MeTaJljia, SIIOBHTHIX BellecTB HJM TOpHOYero rasa
B ONMACHOM KOJH4YeCTBE.
Mocae

HCHLlTaHHﬁ, TECT Ha

3JIEKTPHYECKYIO
NPOYHOCTh ObLJ MPOU3BEJCH.

HcnpiTaTeqbHOE HANPSIZKEHH e cleyloniee;

1250 B K 0CHOBHO# H30JSILUH

3000 B kycuaeHHOH H30ASIUUHT

Mpuédopsr He NnoABepPrawTCcsa omacHoi
HEMCHPABHOCTH, H OTCYTCTBYeT O0TKAa3 3alIMTHBIX
JJeKTPOHHBIX Nemeii, ecam mnpuéop Bce eme B

patoyeM COCTOSIHMH.

R-EL-083-1012-06B

(20.00) YCTOMYMBOCTh 1 MEXAHUYECKUWE [TOBPEXJEHUA

JlocTaTo4yHas yCTOHYHBOCTD:

- Tecr moa HakaoHomM Ha yroa 10 ® (nmpubop
pasMenieHo Ha HaKJOHHOM NJI0CKOCTH /
TOPH30HTAJBHOI MJIOCKOCTH); npuéop He
ONPOKHABIBAETCS;

- TecT mojx HAKJIOHOM NMOBTOpsieTcs AJs MPHOOpPOB
¢ HarpeBaTeJlbHBIMH 3J1eMEeHTAMH, YroJ HaKJOHA
yBeqHueH 10 15®;
- BO3MOXHO TeCT Ha MNeperpes MNepPeBePHYTOM
noJjoxxeHuu (cm. pasa. 11)
- MOBBIIMIEHHWE TeMmepaTypbl He TNpeBbIIaeT
3HAa4YeHU#, NpuUBeAeHHBbIX B . 19.11.

JlocTaToyHasi 3alMTa s NOJABHIKHBIX 4YacTel

npuGopoB ¢ ABHTraTeIeM.

3amuTHBIE Kopmyca, npeloxXpaHUTeNH H

AHAJOIH4YHbIC YACTH HE SABIAITCHA CbEMHBIMHA.

(21.00) MEXAHHYECKASA NPOYHOCTDH

IIpubop obaagaerT AOCTATOYHOH MeXaHHUUYECKOH

INPOYHOCTHIO u 4TOOBI

CKOHCTPYHPOBaH,

BbI/IEPKUBATH HeaKKypaTHOe ofpameHue;
npoBepka ¢ NOMOIIbIO YAapoB mo npudopy B

coorBercTBUHU ¢ Tectom Ehb mo EC 60068-2-75.

/lloonuce/
Tok KOPOTKOro 3aMbIKaHMs B 2 pa3a
6oabIe HOMHHAJbHOIO TOKa
npeJoxXpaHuTens
IIpoBepbTe CcOOTBETCTBHE PpPe3yJbTaTOB
TeXHHYEeCKUM TpeboBaHusAM (cM. TecT
JHUCT B NPUJIOKEHHUN).
YceToiiuuBo ¢ HaKJI0OHOM A0 10®.
HeT HarpeBaTeIbHOIO 3JIeMEHTAa
OTcyTcTBHE MOJABHIKHBIX YacTel
Kopnyc yaoBiaeTrBopsieT TeXHHYECKHM
TpeOOBaHUAM.
TecT MNpPY:XKHHHOrO MOJIOTa, DJHEPrus
yaapa 0,5 Jdx Ha kopnyc. bBes

oTpuuaTeJbHOro 3¢ dekra.

(22.00) CXEMA

DJIeKTPooOOpyI0BAaHUE MapPKHPOBAaHO MNepBoOi
nudpoii 1P-cucrembl, BbINOJIHEHbI
cooTBeTcTBYlomue TpedoBanua IEC 60529
(Knaccupukanus KOKYX0B (000104eK)

3ﬂeKTp0060pyHOBaHl/lﬂ mo CTENmEeHH 3alMuThl OT

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TecToBbIN

22.3

22.5

22.8

22.10

22.11

22.12
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oT4yeT

BO3JeiCTBUSA OKpYXKawueil cpeasl).

ELKTTRA

CranMoHapHoOe 3JIeKTP00OOpPYI0BaHUE: CPeACTBA

AJA MO CHOI0 OTKJIWYECHHS OT CeTH NMUTAHUA.

JnekTpoobopynoBaHmue
KOHTAKTOM: ©0e3 HemTaTHOI
HITencejJbHble PO3ETKH.

6oaee 0,25 HLIOTOH-MeETP.

noCTaBJISETCS ¢
HArpy3KH Ha

Kpyrsimuii MOMeHT He

JaekTpoobopyAoOBaHMe MJsI HarpeBa KHAKOCTeil

" 3JeKTpoodopyioBaHHe,
HeTATHbIE BUOpanumu,

mTenceJbHbIX PO3€TOK OTCYTCTBYIOT.

BbI3blBaK Il €€

KOHTAKTBbI AT

OTCyTCTByeT PHUCK MNMOPaK€eHUHA IJICEKTPHYECKHUM

TOKOM HIPH NPUHKOCHOBEHHM K KOHTAKTaAM BHJIKH,

npuodop O6yaeT OTKJIAKWYEH OT NMHTAHHSA B MOMEHT

NUKA HANPSKEHU.
JjaekTpUYecKas M30JISI U S He
BO3/1eHCTBHIO:

BOJHOI0 KOHJeHCATAa

- YTEYKH KHUIAKOCTH

moamaeTcs

CooTBeTCTBYOI[HE TFAaPAHTHH OTCYTCTBHS PHCKA

H30bLITOYHOTO AaBJIEHUS B 3J'IeKTp0060pyZlOBaHP[l/l

¢ mapoodpasyImuMu npudopamu.

3ﬂeKTpnqec1me COCAMHECHHUSA HE

ciaenyer

BbIICePruBaTh BO BPeMs OYHUCTKH OTCEKOB, 10CTYyIl

K 0TCeKAaM BO3MOJKEeH 0e3 MOMOIIH HHCTPYMEHTa,

HUX OYHCTKAa BO3MOKHAa B HOPDMAJBHBIX YCIOBHUAX

IKCIJayarTauuu.

He caeayer moaBepraTh H30A51HI0, BHYTPEHHIO IO

NPOBOIKY, 00MOTKY,

KOMMYTaTOpBI

KOHTAKTHBI¢ KOJbIA BO3)I[eﬁcTBH}0 Macjaa, Kupa

HJIHA AHAJOIHYHBIX BeEIIEeCTB.

Knonku nepesamycka OTCyTcTBUs CaMoOBO3BparTta

JOJIKHBI OBITH pa3Menl eH bl HIHN

TaKUM obpa3som, 4TO0BI HX

3alI M I CHbI

cayyanHbI i

nmepesamyck OBl HEBO3MOXKEH, €CJIH 3TO0 MOIKET

NnpeacraBjaATb OMAaCHOCTH.

Hanpexnas bukcanus HeChbEMHBIX

KoTOpasi odecnmeynBaer HeOﬁXOL[l/lMle

neraJjeii,

CTENNEeHb

3aIIUTBI OT NMOPaXEHUHA DIJJIEKTPUYECKHM TOKOM,

BJAKHOCTH HJIH KOHTaKTa ¢

YacTaAMH.

ABUIKYIIUMHUCHA

Hopy4YyHH, pyYKH yNpaBJIeHUN, PYKOATKH, pblYaru

U NMOXO0XKHe 4YacTH 3aQHKCHPOBAHBI

crnocodom:

HaJAeX K HbIM

€CJH JdaHHBbIC¢ YaCTH HCHOJB3YHOTCH

IJIsi 0003HAYeHHMs] NMO3WIMHM BBIKJWYATeNell HIN

AHAJOTHYHBIX KOMIIOHEHTOB,

TO HeNnpaBHJbHas

(l)l/ll((:all]/[ﬂ npeacraBJjasieTcsd HeBOSMO)KHOﬁ, ecaun

3TO MOKET NPEeACTABJIATH OMACHOCTD.
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HIHYp OHUHTaAaHUA C BHJIKOH HW CbhbeMHBIM

pa3bemMoM

Hanpsixenue menee S0B B 100 mc

KuakocTb BHYTPH OTCYTCTBYET

HN36b1TOUHOE naBiaeHue orcyTcTrByer. [lap
He o0Opa3yercs
DlIeKTpUYecKHne COeIMHEHUHA He

AOCTYINHBI.

KHonka nepe3anycka OTCYTCTBYeT

lTeyatb HoTapuyca /lTognucs/
Kpeniaenue ¢ momombio BuHTa. Yacrtw,
KOTOPbIe MOI'YT ObITh YJIaJeHbl BO BpemMs
YCTAaHOBKH

HJITH 00cJayXHBaHUS,

pa3o6paHbl u codopans 10 pas.

PykosiTkn " PY4KH OTCYTCTBYIOT.
DJIeKTPOHHBINi CEHCOPHBIH IKPaAH KECTKO

3aKpenjen

HY

HY

HY

HY

Hy



TecToBbLI OTYET

22.13

22.14

22.15

22.16

22.17

22.18

22.19

22.20

22.21

22.22

22.23

22.24

22.25

29/51

ELETTRA

ManoBeposiTHO, YTOOBI PY4YKa NPH OOBIYHOM

HCNO0JB30BAHMU, Harpejach HPU HCMOJb30BAHHU
omepaTopoM YycTpoiicTBa BbIlIe TMNoOKa3aTeJei,
XapaKTepHBIX sl pyYeK, JIKCIUIyaTHPYEMBIX B
TeyeHHEe KOPOTKOIO NMepHo/Ja BpeMeHH.

PBanble wWJM  ocTpble  Kpas, co3lalomue
ONMAaCHOCTh /IS MOJb30BaTeJsi NPH HOPMAaJbHBIX
YCJHOBHSAX  JKCIJyaTanuMM, MJIH BO  BpeMs

oﬁcnymnnannﬂ moJb30BarTejad, OTCYTCTBYIOT.

OTCyTCTBYIOT 3a0CTpPEHHBbIE BHHTOB-

KOHIbI
camMope30B M MOAOOHBIX fAeTalleil, KOTOPBIX MOT
Obl KOCHYThbCH MOJb30BaTelb NPH HOPMAaJbHBIX
YCAOBHAX  IKCIJIYyaTaAllMH WIH  BO  BpeMms
00cJyKHBaHHUS NO0Jb30BaTeNs.

Kprouyku aasi XpaHeHHsT M AaHAJOTHYHbIe s

THOKHX HIHYPOB CIJAa’KeHbl H CKPYIJEHBbI.

Pabora aBTOMaTHYecKOH KaTymKM IIHypa He

BbI3bIBaET Ype3MepHOro H3HOCA Wi

MOBpPeXKICHUA 000J0YKH THOKOTO

Hypa,
00pBHIBa KUJI MHOTOKHJIBHOIO NMPOBOJA, a TaKXKe
4Ype3MEepPHOro H3HOCA KOHTAKTOB.

KoibuneBble MPOKJIaJKN He CHHMAKWTCH CHAPYXKH
BPYYHYI0, ¢ NOMOIIBLI0O OTBEPTKH HJIH TaedyHOIro
KJII0Ya.

DJeKTpONpoBOAsALINE 4yacTu " APYTUX
MeTaJJIHYeCKHEe YAaCTH YCTOHYMBBI K KOPPO3HH B

HOPMAJIBHBIX YCJITOBHUAX IKCIIJIYyaTalluHU.

IIpuBoAHBIE PeMHH He HCHOJb3yeTcsl B KayecTBe
3JIEKTPUYECKOH M30JALHU.

B cayuae, ecaMm uHcnoJb3yeTrcss HepiKaBelOIHIi,
Hern()OCKONMUYHBIA M HeroproYMii MaTepual, TO
NPAMON KOHTAKT MeKAYy 3JeKTPONPOBOASUIUMHU
YacTAMM U TeIJIOBOH H30JsiHell OTCYTCTBYeT.
JdepeBo, XJOmMOK, IWIeJK, o0O0blyHasi Oymara,
BOJIOKHHMCTBIHi MJH THTPOCKONMUYHBINH MaTepuan
He TMNPUHMEHSIIOTCA B KadecTBe W30JAILHH, He
CYHTasi NPONUTAHHOIO MaTepuaJa.

IpuGopsl He copepxaT achecr.

He HCHOJB3YIOTCH MmacJa, coaepkamue

nepxjgopupoBaHHbie Oudenunan (IIXB).

Hezamumennble HarpeBaTeJbHble  3JIeMeHTBI
o0cay:kMBalTCA  HaJuexamum obpa3omM; B
ciliyyae pa3pbiBa KOHTAaKT HarpeBaTeJlbHOIO
NPOBOJHUKA ¢ PabdOYMMHU METANIHYECKUMH

YacTsAMHU MAJTOBEPOsITEH.

IIpudopsl, He oTHOcAamuXca K kaaccy III,

JOJIKHBI ObITH

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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He HaGuomaercss 3HAYHTEJIbHBIH Harpes
NMOBEPXHOCTH

/Mognucek/

OcTpble Kpasi yaajeHbl

OTcyTcTBYyeT aBTOMAaTHYecKash KATyLIKa

mHypa.

Ko.m,uem,le NPOKJAAKH OTCYTCTBYIOT.

IIpuemaeMasi MOIIHOCTD (CM. Pe3yJbTaThl

TecTupoBanus B Pa3nene 19

He ucnoam3yercs.

Tengouzonsiuus He HCIIOJIb3YyeTCH.

He ucnmoan3syercs.

He ucnoas3yeres.

He ucnoansyercs.

He3amumeHHnsble HarpesarTteJbHbIE

3JIEMEHTHbI HEe UCNOJIB3YHTCH.

HpOI‘I/lﬁ HarpeBaTeJbHBIX 3JIECMEHTOB

HY

HY

HY

HY

HY

HY

HY

Y



TecToBbIN OTYET ELFTTRA

22.26

22.27

22.28

22.29

22.30

22.31

22.32

22.33
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CKOHCTPYHPOBAHBI TAKMM 00pa3oM, 4YTOOBI NpH
NPOBHCAHMM  HarpeBaTeJbHble NpOBOJa  He
CONMPHUKACAINCH ¢ PadoYNMH MeTATJINYEeCKHMH
yacTsaMHu.

H3onsiuus MexAy aeTaasiMH,
GYHKIHOHMPYIOIIMMH NpH 0e30MaCHOM OYeHb
HH3KOM HANPSKEeHUHU u APYTrHMH
3JIEKTPONPOBOASIMIMMHE YaCTAMH COOTBETCTBYeT
TpeOOBAHUAM JJISl JABOWHOW MJIM YCHJEHHOH
30 HH.

JleTranu coeJMHEeHbI ¢ TOMOIILI0 3aIIHTHOIO
CONPOTHBJIEHHS], Ppa3ieJeHHOro [BOHHOW WJIH
YCHJIEHHOMH H3o0JisiMeii.

MeTtaanaunyeckue 4actu npudopos 11 kiacca,
NOAKJIOYeHHbIe J1eKTPONPOBOJAMH K ra30BbIM

Tpy6am Jamu00 KOHTAKTHpYHOIIHEe ¢ BOJAOIi,

OT/eJIeH bl OoT YacTeil, HaXOAAUMIUXCA MOJI
HanpsiKeHUuem, JABOWHOWM HJIH YCHJECHHOH
U301 UeH.

YerpoiicTBa KJacca 11, TMOCTOSIHHO
MOIKJII0YeHHbBIe K CTAMOHAPHOI

JIEKTPONPOBOAKE, H3rOTOBJEHB TAKHM 06pa3oMm,
4yTo TpebyeMasi CTemeHb JO0CTyNa K 4acTaM,
HaXoAsIIMMCSH NOJ HANpsiKeHHeM, COXpPaHseTCs
nocje yCTAHOBKH.

Jderanu, cayxamue JJsi JONOJHHUTEIBHOW WIH
ycHIeHHOI H30JISIMHM  3aKpelJeHbl TaKUM
o0pa3oM, YTO OHU He MOTYT ObITh YyAaJieHbl 0e3
cepbe3HbIX MOBpPeKAeHUI, aubo
CKOHCTPYHPOBAHbI TaKHM 006pa3oM, 4YTO OHH He
MOryT OBITh YCTAHOBJEHBI B HeNpaBHJbHOE
nojo:keHne, INPH ITOM, €CJH OHH ONYIIEeHBI,
npuodop CTAaHOBHTCA HepadoYuM WJIH SBHO
HEYKOMIIJIEKTOBAHHBIM.

3a3opsl u KaHAJbI TOKa YTeYKH Hal
JOMOJHHUTEJNbHONH M YyCHJIEHHOH wu3ojasinueii B
pe3yabTaTre H3HOCAa He CHHIJKAWOTCS  HHIXKe
3HAYeHMIii, YKa3aHHBIX B NyHKTe 29.

3a30pbl W KaHAJBI TOKA YTEYKH MeEXKAY YaCTIAMH,
HAXOASIMMMHCS O] HANpPSKeHHEeM, U PadouuMHu
YacTsIMM He CHHKAIOTCA HHMKe 3HAYeHHH s
AONOJHHTENbHOH H30JALMH, B cIy4yae HeKECTKO
3aKpenJieHHbIX NPOBOJOB, BUHTOB U T.1.
JlomoaHuTEABHAS " YCHIIEHHas H30JAHS
pa3padoTaHa ¢ y4eTOM 3al[HTbl OT OCAKACHHS
NbLJIH WJIH TPSA3H.

MpoBoasimue KUIKOCTH, KOTOPbIe ABJIAIOTCH HJIH
MOTYT CTaTh HAOCTYNHBIMH NPH HOPMAaJbHOI
IKCNJyaTaluM, He HaXoasATCS B
HelmocpeaCTBEHHOM KOHTaKTe c 4acTAMH,

HaAXOAAUWUMHUCH NMOA HANIPHAKEHUEM.
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IIpoBoaa He HCHOJAB3YIOTCSH.

I xkn1ace npubopos. HY
3amuTHOE CONPOTHUBJEHHE He HY
HCHOJIb3yeTcs.

He ncnoab3yercs. HY
I kaacc npudopos. HY
He ucnoas3yercs. HY
He ymMenbmaercs 0

lMewyars HoTapuyca /llogrvce/

3J'leKTp0HHaﬂ miaTa 3alliuIIeHa 0

IIpoBoasimue ’KHAKOCTH OTCYTCTBYIOT HY



TecToBbIN OTYET ELETTRA

22.34

22.35

22.36

22.37

22.38

22.39

22.40

31/51

Bajibl onepamHOHHBIX PYYeK, PYKOSITOK, PbIYaroB
U T.I. He HAXOASITCA MOJ HaNmpsi’KeHHEeM, eCJaIH Baj
He HAXOAHTCH B OTKPBITOM COCTOSIHHHU NIPH CheMe

neTajiu.

PyukH, pyKOSITKH H KHONKH, HCIOJb3yeMble HJIH
BKJIOYeHHBIE B HOPMAJBHBIX yCIA0BHAX
IKCNJAYaTAalM¥, He NMONAJAI0T NOJ HalpsiKeHHe B
clyyae MOBPesKJeHUS H30JSANHOHHOIO MOKPbITHS.
JlaHHbIe YACTH M3 MeTaJdJa M HX Balbl WIH
KpeljeHHsl, KOTOpble MOIYT HONacTh MOJ
HanpsKeHHe B cayuae TOBPeKIACHHUS
H30ISIHHOHHOTO NOKPBITHS, aubo
COOTBETCTBYWINMM o00pa3oM HM30JIMPYIOTCH C
NOMONIbI0 H30JSLHMOHHOIO MaTepuaja, Jubdo HX
pa6oune YACTH OTAEJAIOTCS OT BAJOB HJIH
KpemJeHHHl JOMOTHHUTEeIbHOH MH3oAAnHel. ITo
ycJdOBHE He PACHPOCTPaHsieTcsl HA PYYKH, pblYaru
H PYKOSITKH, PACHOJOKEHHbIe HA CTANHOHAPHBIX
ammapaTtax MOMHMO Tex JIeKTPHYECKHX
KOMIOHEHTOB, KOTOpPbIe JHOO COOTBETCTBYIOLIUM
obpa3zom MOJKJII0YeHbI K 323eMJIS10 I UM
3aKHMaM HJH 3a3eMJSIOIUM KOHTAKTaM, HJIH
oTJeJeHbl ¢ HOMOIIbIO 323eMJIEHHOr0 MeTaJjaa 0T
yacTeil, HAXOAAUIHXCS MO HANPSIKEHHEM.
MocrosinHO yAep:KHBaeMble B pyke B
HOPMAJBHBIX YCJAOBHAX OJKCIJIYaTaOHH PYYKH
CKOHCTPYHPOBAaHBI TaKHM o006pa3oM, 4YTO HpH
HCNO0Jb30BAHUH B HOPMAaJbHBIX  YCIOBHAX
JKCIJyaTallMH  pyka omepaTtopa ¢  MaJoi
cTeneHbIO BEepPOSITHOCTH oyner KacaTbes
MeTaNIMYeCKUX 4YacTeil B ciydae, ecJH OHH
oTJejJeHbl OT 4YacTeii, HaxoasfI(HUXcS  HOJ
HANIpsAKEeHUEM, N30 HOIM HJIH yCHIeHHOM
H30JsAIHEH.

Kongencaropsl B mnpubopax kaacca Il me
MOAKJIYeHbl K [JOCTYNHBIM MeTaJJIHYeCKUM
YacTsiM, KpoMe cJydaeB, YKa3aHHBIX B NyHKTe
22.42.

Kongencatopsl He TOXKJII0 Y €eHbI MeKAYy

KOHTAKTaMH NpeJloXpaHUTeJJId.

JlammoBble NAaTPOHBI HMCHOJB3YKWTCH TOJBKO A

NMOAKJIYECHHUA JJaMII.

Ipudopsl ¢ MeXaHHMYECKHM  TNPHBOJAOM H
KOMIJIEKCHBIe NPHOOpPBI, TMepeMeniaeMbie BO
BpeMsi mpoueaypbl, JuOO ¢  AOCTYNHBIMH
MOJBHKHBIMH JyacTaAMH, OCHAIIeHBbI
nepekJjloyYarTenemM IJs yNpaBJdeHHs JABHraTelieM.
HcnoaHuTeabHbIE 3J1eMeHThI KOMMYTaTopa

XO0pOoIIO BUAHBI MU JOCTYNHBI.
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He HaxXoaAsITCHd MO HaANIPSAXKEHUEM

HN3oaupoBano

/Tloonuce/

Jlenrta HU30JIMPOBAHA )4 oTaeJeHa C
nmoMoub K yCMHeHHOﬁ H30JANHA oT

ceTeBOW YacTH.

I k1acc npubopos.

He NOAKJJIYEHO MeEXKay KOHTAKTaMH

npeaoxpaHuTeld.

He HCIOJIb3YyeTCH.

HY

HY

HY



TecTOBbIN

22.41

22.42

22.43

22.44

22.45

22.46

22.47

22.48

22.49

22.50

22.51
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oTyeT ELETTRA

3a uHckII0OYeHHeM JaMI JeTajJH He CoOJepiKaT
PTYTh.

3ammuTHOE CONMpOTHUBJIEHHE BRJIKYaeT, mo

KpaliHeii Mepe, JIBa OTAeJbHBIX KOMIOHEHTA;
3Ha4YeHUs, yKa3aHHbie B 8.1.4 He mpeBbIIAOTCH,
ecJu B KaKOM-1160 u3 KOMIIOHEHTOB
NMPOUCXOIUT KOPOTKOe 3aMbIKaHHMe WJIH padoTa Ha
X0J10CTOM XO1Y.

Bo3Mo:xkHa peryiupoBka npuéopoB B YCIOBHAX
Pa3JIMYHBIX HaNpPsKeHHi,

cnyqaﬁﬂaﬁ CMeHa

napaMeTpPOB HANPSKEHUS MAJT0BePOsTHA.

He paspemaercs 3akjJo4aTh Npudop B Kopmyc, B

KOTOpOM  ammapat OyJeT BOCHPHHHMATBLCH

JeTbMH B KadeCTBe HIPYHIKH B CHJIY ero (popmsl
HJIH 3JIeMEeHTOB JeKopa.

IIpn wcnonb30BaHMH BO3JyXa B KayecTBe
YCHIEHHOH M30JSIHH H30ISINHOHHOE PACCTOSIHHE
He CHHJKaeTCsl HHIKe NMoKa3aTeseil, yKa3aHHBIX B
29.1.4 u3-3a gedpopmanuu B pe3yJabTaTe
NPHJIO0KEHHS K KOPNYyCcy BHeLIIHeH CHJbI.
IIporpamMHoe

ofecmeyeHue, HCHOJb3yemMoOe B

3JeKTPOHHBIX measx NUTaHUS, T OJIKHO
cooTBEeTCTBOBAaTh Kiaccy B uam C npopammuoro
obecneyeHHUs

IIpubopos, npefHa3HAYEeHHBbIE AJSA MOJAKJIWYEHUNA
K BOJAONPOBOAHOI ceTH J0JKHBI BbIICPKHBATH

CoOTBEeTCTBYIHO L[ €C AaBJI€EHHUE BOJAbI B
HOPMAJIbHBIX YCJHOBHUAX IKCIJIYyaTallHH.

le/lﬁopbl, npeaAHasHAYEeHHBbIC TJA NOAKJJHYCHHUSA

K BOJONPOBOJHOI ceTH, 101K H bl OBITH
CKOHCTPYMPOBAaHBI TaKuM o06pa3om, 4YTOOBI
NpeAOTBPATUTH npocayuBaHue B

BOJAONPOBOAHYIO C€Tb BO/JBI, HeﬂpMFO)IHOﬁ s
NMUTHA.

Has

NPOAOKHUTEJIbHOCTh ONNEPANHUU YyCTAHABJIUBACTCHA

AUCTAHUHOHHOM padoThl

nmepej 3amyckoM mnpuéopa, KpoMe clly4aes,

KOrla NMpHOOpP BBIKJIIOYAETCSI ABTOMATHYECKH B
KOHIle IHKJA MJH OH padoTaeT HempepbLIBHO, He
NpeACTaBJsIs OMACHOCTH.

CucreMa YymnpaBjeHHS B cOcTaBe YCTpoiicTBa,

eCJaIHn TAaKOBBbIE€ HMEHTCH, JOJXKHBI HMETh

NpUHOPHUTET OTHOCHTEJbHO AUCTAHIHOHHO

peryjiupyeMbIX CHCTeM YNpaBJeHHS.

Ilepeax wHavasoMm HKcmiayatapuum mnpudopa B

pexumMe JHCTAHUMOHHOH padoThl mapaMeTpsl

cHCTEeMbl YNPAaBJEHHSI HACTPAHMBAIOTCS BPYYHYIO
ajast 1aHHoro pexmma. Ha mpuGope HaxoauTcs

BH3yaJbHas HHAMKALUSA, MOATBEPKAAI0 I ast

BO3MOKHOCThH HCNOJIb30BAHUSA npubopa B

pexume ynajndeHHoii padorel. Haauume pyuHoii

HaCTpOﬁKl/l u Bl/l3yaﬂl>H0]7[ HHAMKAUOHHU PpexumMa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

R-EL-083-1012-06B

He ncnmoan3yercs.

3amuTHOE CONMPOTHBJIEHHNE He

HCIOJb3yeTCH.

Hanpsmceﬂue NMOCTOSAHHOIO TOKAa:

IIpubdop He MoOXKeT paccMaTpPUBAThCH B

KayecTBe HIPYMIKM JJIA JeTei.

Hpudop npeacraBisieT coboii

A0CTATOYHO KECTKYI KOHCTPYKUHIO.

3asiBJeHHBI i KJacc nporpaMmMHoOro

obecnmeuenuss — B kuacc

JuctaHnuoHHas padoTa He NPOBOAUTCH

JucrtaHuuoHHasi pa6oTa He MPOBOAUTCS

)IMCTaHl.ll/lOHHaH pa60Ta HE€ MPOBOAUTCSH

lleyartb HoTapuyca /lTognucs/

HY

Hy

HY

HY

Hy

Hy

HY

HY



TecToBbIN OTYET

22.52

22.101

22.102

23.1

23.2

23.4

23.5

23.6

23.7

23.8

33/51

ELETTRA

yaajlleHHOH padoTbl He SBJsIeTCS He0OXOIUMBIM
IJist NPUOOPOB, KOTOPBIE MOTYT
padoTraTh HempepbIBHO, HJIH

patoTalT B AaBTOMATHYECKOM peXuMe, HIH

IKCIJIYAaTHPYIOTCS YAaJeHHO, He MPpeACTaBIss
c000ii OmMacHOCTH.

Il renceabHbIE pa3bemMbl Ha npudopax,
MOCTaBJSIEMbBIX noJb30BaTeNI0, JTOJIK HBI
COOTBETCTBOBATH HMITENCeJbHbIM pa3beMam,

KOTOpPbIe HCNMOJb3YIOTCS B CTPaHe, I'Ie MPOxaeTcs
npudop.

Hpubopsl ¢ yerpoiicTBOM 151 06pa3oBaHus mapa

3aBuBao W Uit BaJien npuboposn IS
NMepMAHEHTHOW 3aBMBKH, B KOTOpPble BCTpPOEH
HarpeBaTeJbHbI i 3JeMEeHT, JAOJIAKHBI
NOCTABJATHC ¢ 0e30MacHbBIM OYeHb HH3KHM

Hanpsi’keHHeM, He npeBblmarwmum 24 B.

R-EL-083-1012-06B

He ncnoab3syercs

He ucnoas3yercs

He ncnoab3syercs

(23.00) BHYTPEHHAA IMPOBO KA

ToxonmpoBoa raaakuii, 0e3 OCTPBIX KpPOMOK;
npoBoja 3al M I eH bI oT KOHTAaKTa ¢
3a3yOpuHamu, NJIAaCTHHAMH paauartopa

OXJIaKACHUSA HWJIH NOJOOHBIMH KpasMH.
OTBepcTHS AJsi NPOBOJAKH, PAacClNoOJIO)KEeHHbIe B
MeTaJIHYeCKUX YaCTAX, CKPYIJeHbl HJIH HMEIT
BTYJKH.

IIpoBoaka W aABMKYymWIHMecHs 4YacTH mnpubopa He

KOHTAKTHPYKWT APYT ¢ APYrom.

HN3oassuuoHHBIE OycuHKH " AHAJOTHYHBIE
KepaMH4yecKHe H30JISITOPBI Ha NpoBoOJaax,
HaXoASA N MXCS mox Hanps:KeHueM, He
nepeMenIalTCA, He KOHTAKTHPYWT € OCTPbIMH

KpasiM4 HJIH NPOBOJHUKAMMU.

JJaeKTpHYecKHe COeJHHEeHHsT ¥ BHYTpPeHHHe
NPOBOJAHHKHN, NOJABH)KHBIE OTHOCHUTEJIBHO Jpyr
apyra, He NMoABep:KeHHBIE Ype3MepHBIM
neperpyskam.

3akpenyieHHbIe J0CTATOYHO Heymnpyrue
HEH30JIMPOBAHHBIE 3J1eM eHThbI BHYTpPeHHei
NMPOBOAKH.

H3oasiuusi BHYTpeHHeil NMPOBOAKH BbIJEpPKUBAET

3JeKTPHYECKYIO HArpy3Ky, BO3MOKHYIO B

00BIYHBIX YCIA0BHUAX IKCIJIyaTalluH.

Tpyb6uartas H30JA UM HCIOJb3yeTCcH Kak
JONOJHUTEJbHASA H30JISI M S BHYTpPeHHei
NpoOBOAKH, 3ppexTUBHO yaep:KHUBaeMoii B
3aJaHHOM NMOJIOKEHHUH [ MOMOUI b0
nepemMemaeMblX MOOMJbHBIX CPeICTB.

IIBeTOBOE coYeTaHHe 3eJIeHbl i /&K eI ThI i

HCHOJb3YyeTCH TOJBbKO AJIA NPOBOJAOB 3a3€MJICHUA.

Jlass BHYTpeHHeli NPOBOAKH He HCHOJb3YIOTCS

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Mognucs/
OTBepcTHs  JAJsf  NPOBOAKH  JIMIIEHBI
0CTPBIX KpaesB " CcHa0KeHbI

H30JIMPYIO I el 060104KOiT
IIpoBoaka muTaOmieil ceTH OTAeJeHa OT
NPOBOAKM ¢ 0e30MaCHBIM CBEPXHH3KHUM

HanpsizKkeHueM

He ncnoab3syercs.

TosibKO 0OAHA YaCTh

Heusonnposal{ﬂue 3JIEMEHTbl NMPOBOAKH

HE¢ UCIMOJB3YHOTCH.

Ilpenensno AONMyCTHMOE 3HAYeHHe
COOTBETCTBYIO NI HX napamMeTpoB
H30ASA U

Toabko 1Js 3a3eMJeHUsT U MOHTaXKa

IlBeTOoBOE coueTaHHe 3eJIEHBIH/KeJTHI

HCHOJb3YyeTCH NPAaBUJIBHO.

He HCHOJb3yeTCH.

HY

Hy

HY

HY

HY

HY



TecToBbI OTYET ELETTRA

23.19

24.1

24.2

24.3

24.5

34/51

AJIOMHUHHEBBIC MMPpOBOaA.

He npumensieTcs CBHHLIOBO-0JOBSIHHAas mnaiika
MHOIOKHUJIBHBIX TNPOBOJAOB, NPH KOTOPOH OHM
NMOABEPralwTCcs KOHTAKTHOMY /[aBJIEHHIO, Kpome
cjy4yaeB, B KOTOPbIX GUKCHUpYIOLIIHE AeTajJu
CKOHCTPYMPOBAHbI TaKHM 00pa3oM, 4YTO PHCK
MJI0X0r0 KOHTaKTa M3-32 XOJOJAHOI0 TMOTOKA
NPHUIIOSA OTCYTCTBYeET.

ITapamerpsl H30AA1UHH U 000JJ0YKH BHYTpeHHei
NMPOBOAKM, 3aKJWYEHHONW B rubkue Tpyoku Aas
MOAKJIYEeHUs] MpUbdopa K BOAONPOBOAY, 10JKHbI
ObITH MO MeHbIIEHi Mepe IKBHBAJEHTHBI TAKOBBIM
aaa rudkoro muypa c Jjerkoii IIBX o6onoukoii

(koxoBoe o603nauenue 60227 IEC 52).

R-EL-083-1012-06B

Hcnmoansywres duxkcupyromue 0

3JE€MEHTBI

HY

(24.00) KOMTTOHEHTBI

DJIeMeHTHI COOTBETCTBYIOT TpeOOBaHHAM
0e30MaCHOCTH COOTBETCTBYKWIUIMX CTAHAAPTOB
MexkayHapoaHoi 3J1eKTPOTEXHHYEeCKOH
komuccun (MIK).

B ru6kux MHYpPaX OTCYTCTBYIOT BBIKJINYaTeJIH

HJIH aBTOMAaTHYeCKas peryjaupoBKa.
OTcyTCcTBYHOT ycTpoiicTBa, AKTHBHpYIOLIHE
npeJoXpaHUuTelbHbIE ycTpoiicTBa B

CTAIIMOHAPHOI 3JeKTPONMPOBOAKE B ciydae cOos
B paGoTe npudopa.

OTCYTCTBYIOT TelJIOBbIE BBIKJII0YATENH,
NPHBOAHMBbIE B HCX0JHOE COCTOSIHHe NPH maiike.
Brikaouarean, npeiHa3’HaYeHHBIe ISt
OTKJIOYEeHHS] BcCeX TMOJIOCOB CTANHOHAPHBIX
3JIeKTpOoNnpudéopos HenocpeACTBEHHO
NOAKJIOYeHbl K 32KHMAaM HCTOYHHKA NHTAHHS H
HMEIOT 3230p MeK/1Yy 3aMbIKAIOIIHMH KOHTAKTAMH
pele Bcex TMoOJIOCOB, of0ecneyuBass INOJHOe
OTKJYeHHne npu nepeHanpsKeHuu I
KaTeropuu.

Buakm #W  po3erkm a8 O04YeHb  HH3KOTO
HaNpsIKeHUs nenei " HarpeBaTeJbHBIX
3JeMEeHTOB He  3aMeHSAIOTCHA BHJIKAMU u
po3eTkaMu, nepeyucieHHbiMu B ctanaaprax IEC
60083 wmam IEC 60906-1, nu60 ¢ pazbemMaMu Hu
NnpubOpPHBIMH BHJIKAMH, COOTBETCTBYIO I MM
cranaapram IEC 60320-1.

Konngencaropsl, pacmoJyio)KeHHBbIE BO
BCIOMOTaTEJNbHON oOMoOTKE aBuUrareJieii,
MAapKHPOBAaHbI B COOTBETCTBHH c HX

HOMHWHAJIBHBIM Hanps>KeHueM " €EMKOCTHHIO,

IKCIJIYyAaTHPYIOTCH COOTBETCTBYIOIIUM 06pa3om

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CepTudUUUPOBAHHDIE COrJIacHO 0
npejgejabHO J0NMYyCTHMBIX 3HAYeHHH

3JIeMeHThI

CooTBeTCTBYET TPEeOOBAHUSAM. 0
BrikjaloyaTenn, npelHa3’HAa4YeHHbIe s HY
OTKJIIOYeHHs BCeX NnoJI0COB, He
HCMOJB3YIOTCH.

BuJjka He BbIJaHA HY
KonageHcatop orcyTcTBYyeT Hy



TecToBbIN OTYET

24.6

25.1
25.2

25.3

25.4

25.5

25.6

25.7

25.8

25.9

25.10

25.11

25.12
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- TrudOKui

ELETTRA

Padouee HanpsiKeHue 3JIEKTPOABHIaTeeil,

MOJAKJIYEHHBIX K CeTH NHUTAHUsI, ¢ OCHOBHOIl
u3o0Jsinmueii, HeJOCTATOYHON JJI9 HOMHHAJBHOIO
Hanpsi’keHHusi npudopa, He mpepblmapmero 42B.
B JTOTOJHEeHH e K

3TOMY, ABHUTATECIH

COOTBETCTBYHOT TpeﬁOBaHl/lﬂM, H3J0KCHHBIM B

Hpunaoxennn L

R-EL-083-1012-06B

MoTop ¢ Haadexameid U30JasIUEH.

lMevars HoTapuyca /Mlognucek/

(25.00) BJIOK DJIEKTPOIIMUTAHUA U BHEINIHUE T'MBKHUE IIHYPbI

CpeacTBa MOAKJIIYEHHS] K HCTOYHUKY:

IIpnGop mocTaBisierci ¢ OJHHM CPeICTBOM

MOAKJIOYEeHHs] K MUTA el ceTH.

HerlpepblBHoe NMOAKJIWYEeHHEe NMPOBOAOB NMUTAHUA

npubopa K CTAHMOHAPHOIN JJIEKTPONMPOBOIAKE,
JKeJaTeJbHO TMoOcCJe YCTaHOBKH Tnpuéopa Ha
omope.

KaGeap u KkalegbHblii BBOJ PacCYUTAHBI Ha

HOMHMHAJbLHBIH TOK Npubopa, He NpeBbIIAI0MIHIH
16 A, raaBHbIe pa3Mepbl YKa3aHbl B Ta0aune 8.
MeToa coelMHEHHSl IIHYpa 0J0Ka NUTAHUA C
npuéopom

Buaku cHa0KeHBl TOJABKO OJHHUM THOKUM
HHYPOM.

HIHyp NMUTAaHHUA He Jierde, 4em:

- mjeténblii WHYp (60245 IEC 51);

- IIHYP, NOKPBIThIH 00BIYHON NPOYHOIl pe3MHOBOI

000J0ukoii (60245 IEC 53);

HHYP, NMOKPBITHIi 00BbIYHOI

MOJMXJOPONPEeHOBOH 060n0uK0ii (60245 1EC 57);

- IJIOCKHH TMOKMH JABYX:KMJBbHBIH mHYp (60227

IEC41);

- Jerkuil IHYpP, NOKPBITHI MOJUBUHUIXJIOPHIOM

(60227 IEC 52);

- OOBIYHBIH IHYPp, MOKPBITHIi
noauBuHUIAXI0pUIOM (60227 IEC 53);
PacyerHasi mJomaab TNONMEPEYHOro CeYEeHHs

INHYpPAa NUTAHUA:

Baox JJIEKTPONNUTAHUA He COINpHKacaeTcHd Cc

OCTPLIMH MECTAMHU MJIKM KpPpassMH.

AKuniaa kadeass 3eJEeHOro/mKeJToro uBera s

3a3eMJyeHus B npuéopax kiaacca 1.

He NpUMeEHAETCd CBHHIOBO-O0JTOBsIHHASA naiika

MHOTOKHMJBbHBIX TPOBOAOB, IpH KOTOpOﬁ OHH

NOJBEePralTcs KOHTAKTHOMY JAaBJEeHHIO, KpoMme

cly4yaeB, B KOTOPbIX (UKCHpYIOIIHE JeTaJu

CKOHCTPYHMPOBAHBI TaKHUM 06p330M, YTO PHCK

mjaoxoro KOHTAKTa H3-3a XO0JIOAHOI0o IOTOKa

NPHUIIOS OTCYTCTBYET.
MoJaauHr WmWHYpa K

yacTu Kopmyca HE

NOBpe:kAaeT U30JSAIHNI0O IIHYPA NHTAHHUS.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CbeMHBI WIHYDP ¢ BHJIKOIi.

O}Jl/lH HCTOYHHUK NMUTAHHUA.

Mpuéop He npeaiHa3Ha4YeH st
NOCTOSIHHO HOAKJIIYEeHUs; Kabeab B
HAJTHYHH

Mpubop He npeIHa3HayeH st

NOCTOSAIHHO MOAKJIIOYECHUSA.

Pa3beMHBbIi mIHYp:

/Moanuck/

IIHYP ¢ BHJIKOM.

HO5VVF3G1.00

1 mm”

CooTBeTCTBYET TPEGOBAHUAM.

3eneHo-xkeJTHI i Kabeab

IIpoBoga 6J0KOB DJJEeKTPONMTAHUSA He

moaJe:KarT 1aBJICHHUIO KOHTAKTOB.

Hy

Hy

HY

HY

HY



TecToBbIN OTYET

25.13

25.14

25.15

25.16

25.17

25.18

25.19

25.20

25.21

25.22

25.23

25.24
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FXETTRA

BpinyckHoOe oTBepcTHE HMeeT Takylo ¢popmy Auas
npeaoTBpaniesrasi MNOBpexxAeHUs] WHYpa NUTAHHUA.

Baoxk NMUTAaHUSA KR 011070114 oT YpeiMepHoOro

crudaHus.
cucTeMa JKeCTKOro

Kryrosas KpenJeHust

jamuuraeTr NPOBOAHUKH oT HANPpHANXKEHUSA,

IWHYP
BTOJIKHYTh B NPHOOP A0 TAKOHl cTemeHH, YTOOBI

CKpyYMBaHUuHA u HCTHPAHUSA HeJb3d

NOBpPeAUTh IMHYP MJIM BHYTPEHHHE YacCTH
npubdopa.
PaccTrogHuss yTedykH M 3a30p0OB He MeHbINe

3HaYeHHH, yKa3aHHBIX B 29.1.

XapaKTepHuCTHKA CHCTEMBbI KECTKOr0 KpemJeHus
IWHYpa IJIA NPUCTAaBKH K npudopy Tuna X.
XapaKTepHCTHKA CHCTEMBbI KECTKOI0 KpemjeHHs

HIHYpa A5l NPUCTABKH K npubopy tuna Y u Z.

Cucrema KeCTKOro KpenJeHus Hypa
OTKpBIBaeTCs TOJABKO c NOMOUIbI0
COOTBETCTBYIO Il €r0 HHCTPYMEHTA, aundo

CKOHCTPYHPOBaHA TAaKHM 00pa3oM, 4YTO INHYP

BXOIHUT 0e3 3a3opa npu HCINOJb30BaAaHUHU

HHCTPYMEHTA.
Ipucrabka k npuéopy tuma X, yNJOTHAKWIAs
MaHKeTa He HCHOJb3yeTCHd B KayeCTBe CHCTEMbI

KEeCTKOro KpemjieHus IMHYpa B HNEePEeHOCHBIX

ycTpoiicTBax; He HCHOJb3YyeTcs CBS3bIBaHHe

HWHYpa B y3eJ HJIH ¢ NIOMOIbI0O BepeBKH.
IIpoBoasimas 4yacTh 0J10Ka MUTAHUSA NMPHCTABKH K

npudopy THna Y M Z COOTBETCTBYWIIUM

oﬁpasoM AONOJHHUTEJbHO U30JIHPOBAHA.

MecTo pIgus: pasMelmieHus 0a0Ka NMUTAHUSA

NpHCTaBKH K mnpudopy TtHma X wuam 0OJokKa

NMUTaAaHUS CTaHHOHapHOﬁ NMPOBOAKH YCTPOEHO

TaKuUM o6pasom, 4TOOBI obecnevyuThb

BO3MOKHOCThH NpoBepKHU NPOBOIHUKOB B
OTHOUIEHHWHW NPABMJIBbHOH (GHKCANMH MOJOKEHUS
H CBS3M HepeJ YCTAHOBKOH JH000ro mOKpBHITHS
0e3 pUCKa MOBpPesK/JAeHHUS NMPOBOJHUKOB B TeUeHHe
3TOTO KOHTAKT ¢

npoumecca, AOCTYNHBIMH

METANIUYECKUMHU YacTiaAMH npu CBOOOJTHOM
NMPOBHCAHHUMU NNPOBOJHHUKA OTCYTCTBYET.

XapaKTepHUCTHKH NPUOOPHBIX BHJIOK.

I aypsI BHYTPHCXEMHOTO coOeHMHEHHU s
COOTBETCTBYT  TpPeGOBAHUAM s 610Ka
NUTAHUA, €CJH HACTOSAIMM JOKYMEHTOM He

YCTAaHOBJICHO HHOEC.

B caywasix, eciaMm Hapymaercs COOTBeTCTBHE

cTaHIapTy, OTCOeJHHEHHE IHYPOB
BHYTPUCXEMHOIO0 COeIMHEHHS BO3MOKHO TOJIbKO
NpH MOMOIIHM COOTBETCTBYK I Ero MHCTPYMEHTAa B

BBIKJIHY¢HHOM COCTOSAHHUH.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

R-EL-083-1012-06B

Pa3beMHBI mHYp:

IIpuGop He mnepememaercs BO Bpems
padoThl.

Pa3beMHBI mHYp:

CheMHBIH MHYP ¢ pa3bemom MK 320.

TunX

He sBisieTcsi HOPTATHBHBIM NPHGOPOM

TunX

Pa3beMHBbIii IIHYp:

B coorBercTBHHE ¢ IEC 320

OTcyTeTBYeT

OTcyrcTBYyeT

HY

HY

HY

Hy

HY

HY

HY

HY

ofA



TecToBbIN

25.25

25.101

26.1

26.2

26.3
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oTyeT FXETTRA

XapaKTepHUCTHKH WITENCeJAbHBIX IITBHIPE.

BepTarwxHoe coelMHEHHE D OJIKHO OBITH
COOTBETCTBYIOUIEro YPOBHS JJA HOPMAaJbHOM
IKCIIyaTAll UK npudopa. CooTBeTCcTBHE

nposepsiercss ¢ NIOMOIIbIO CJeAYHOLIEro Tecra.

Mpudop IKCMIyaTUpyeTcs B yCIOBHSAX,
yka3aHHbIX B pa3geje 11.101, yuciao odoporTos

yBeauuupaercs 10 20 OO0

R-EL-083-1012-06B

He ucnoamsywres

He HCHOJb3YHOTCH

lMevarb HoTapuyca /llognuce/

(26.00) TOYKWM MOAKITIOYEHNA BHEWHWX NMPOBOAHNKOB

Mpudopsl, 000pynOBaHHBIE TOYKAMH
NMOAKJIOYeHHs] BHEI[HHX MNPOBOJHHKOB, WJIH
CXOJAHBIMM N0 (YHKUMH YycTpoiicTBaMu JJis

MOAKJKWYEHUA BHEIIHUX NMPOBOAOB.
TouykH NOAKJIOYEHHUS AOCTYNHBI TOJBKO IOCJE

CbeéMa KPBINIKH.

Mpubopsl ¢ npucraBkamMu THna X H npuodopsI,

KOTOpbIE BKJIIYAK0TCSA B CTAHOHAPHYIO
NPOBOJAKY, CHA0KeHBl TOYKAMM HOJAKJIIOYEHHS,
cxemMa COeJMHEHHIl KOTOPBIX BBINOJHEHAa C

NOMOIIbKW BHHTOB, IaeK H INPOYHUX DJJIEMEHTOB,

Kpome ciay4yaes, Koraga CXeMBbI coeIMHEHU
CIIasiHbI.

BuHTHl W Traiiku CJHyxKaT TOJBKO AJ#A 3a’KuMa
CHJIOBBIX nmpoBoOaOB, 3a HCKIIYE€HHEM

BHYTPEHHHUX MPOBOJAHHMKOB; OHH PAacCHOJOKEHBI

TAaKMM 00pa3oM, YTO CMelleHHe NMPH YCTAHOBKeE
CHJIOBBIX MPOBOAOB MAaJOBEPOSITHO.

Ecan HCMOJB3YHOTCH nmasiHble CXeMbI

COeIMHEHUN, TO CHJIOBBIE nposoja

pacmoJiararoTcH HIH q)l/chl/lpleTcﬂ TAaKHUM

o6pa3oM, 4YTO HajJeKHOCThL o00ecHeYHBAIOT He
TOJAbKO Hamaiku.

Hcenmoab3yercs ToJAbKO naiika; 6apbepbl, 3a30pbl U
CYHUTAIOT

paccrogaHus YTeuKHn

YAOBJIETBOPHUTEIbHBIMH, €CAH CHJIOBOH NPOBOJ

OTACJASAECTCH B MECTEC 3AalIasIHHOIO COCIUHECHHUA.
ToYKHM NMOAKJIWYEHHS IJIsI NMPUHCTABOK THIIA X u
IS NMOAKIIYECHHUHA K cTaunonapHoﬁ npoBoOaAKe

pa3pa6oTraHbl TaKuMM 00pa3oM, 4YTO CHJIOBOI

nposona 3axar MeEXRAY METANJIHIYCCKHUMHU

MOBEPXHOCTSIMH € JOCTATOYHBIM [JaBJeHHEM B
MecTe KOHTAaKTa 0e3 NOBpEkKJAeHHS CHIOBOIO
npoBoja.

ToOYKM NMOAKJWYEHUS A HPUCTABOK TUma X H
AJsi MOAKJWYEHHsT K CTAINHOHAPHOH NpOBOAKeE
3aKpenjieHbl ¢ TAaKHM pPacyeToM, 4TO MNPH
3aTATMBAHUU WJIM 0CTA0JIEHHH 3aKUMa:

TOYKHM MOAKJIYEHUs He PA3BUHYNBAIOTCSH;
Hampsi’KeHHe B

cTaunonapHoifl npoBOaAKE HE

HU3MEHAECTCH;
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Bkiw4yeHue NpPpH NOMOIH CbEMHOIO
mHuypa u pazbema IEC320.
Hapy:xkHoe 3a3zemjJeHHe ¢ NOMOIbIO
BUHTA

/MMoanucen/
Bkiaodyenne HOpH NOMOIH CHEMHOIO
mHypa u pa3sema IEC320.
BkJo4YeHne mNpH NOMOIH CbEeMHOIO

mHypa u pa3eema IEC320.
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26.4

26.5

26.6

26.7

26.8

26.9

26.10

26.11
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pPaccroaHusA YTe4KH u  3a30poB He MEHbII e

3HAaYeHMIii, YyKa3aHHBIX B pa3jenae 29.

ToYyku MOAKJIOYEHUS s NpHUCTAaBOK THIIA X, 3a

HCKIKWYECeHHUEM NPHUCTABOK co CIIeNHATBbHO
MOATOTOBJJEHHBIM HIHYpOM )4 NPpUCTABOK,
BKJIKYaeMbIX B CTaAalHOHApHYIO

3J1eKTPONPOBOJAKY, He Tpedyer cHenMajJbHOIl
NOATOTOBKH NPOBOAHMKOB, OHM pa3pabdoTaHbl H
pa3Meln eHbl TaKHM obpasom, 4YTOOBI He
JONYCTUTh BbICKAJb3bIBAHUS.

Touykn noaAKJWYEHUS AJs NPUCTAaBOK THma X
PacnoJiokKeHbl MU JKPAaHHPOBAHBI TaKUM
0o0pa3oM, YTO eCJAM MHOIOKHUJIBHBIH NpPOBOJ He
NoJiyyaeT JOCTAaTOYHON HArpy3km B Ipouecce
JEKTPUYECKON TPEHHPOBKH, OTCYTCTBYeT PHCK
CA1y4aliHOro mNOAKJIIYEHHS K JAPYroi yacrw,
npeiacTaBisilOlIee OMACHOCTh.

TecT MHOroKHMJABHOIO TMNPOBOJA ¢ YyAAJeHHOMH
H3oasiuMed TodMWUHONH 8 MM.

KoHTaKT Me:kKay 4YacTAMH, NOAKJIYEHHBIMH K
CeTH, U JOCTYNHBIMHM METAJNJIHYECKHMHU HACTAMHU
orcyrcTByeT. /[l KOHCTPYKUMii, OTHOCSLIMXCS
ko II kaaccy npuGopoB, MekAy 4YacTAMH,
MOAKJKWYEHHBIMU K Ce€TH, M METAJJIHYECKHMHU
YacTAMH €CTh JONMOJHUTEJbHAsI H30JISINHUS.

To4ykH NOAKIIOYEHHUS AJS NPUCTABOK THma X H
ISl MOAKJIYEeHHUs K CTAMOHAPHOIN TMNpoBoOAKe
MOKHO NMOAKJIWYHUTH C NOMOIIBI NMPOBOJHUKOB €
HeO0OXO0UMMBIM 3HAYEHHEM NONMEPEYHOIr0 CeYEeHUS
corjgacHo tTadaune 13.

ToykM TNOAKJKWYEHHS MOAXOASIT TOJBKO sl
CneuuajbHO 000PYAOBAHHOIO LIHYpA.

TouykH mnoAKJIOYeHUS A HNpucTaBok THma X
JOCTYNHBI MoOCJde YAaJeHUs KPbIIKH MJIH 4YacTH
Kopmyca.

ToykH TNOAKJIWYEHHS JJs TOAKJIIOYEHUS K
CTALMOHAPHOM NpoBoOJKe, BKJWYas BBIBOJI
3a3eMJIeHUS, PACNIOJIOKEeHbl BOJIM3M APYT Apyra.
Toukn MOJKJII0OYeHH T KYJHCHOTO THOA
CKOHCTPYHPOBAaHBI " PacnoJoKeHbl B
COOTBETCTBHHU € YKA3aHHBIMH TPeOGOBAHUSMH.
ToYKH MOAKJIYEHUS] ¢ BUHTOBBIMH 32:KMMaMHU H
0e3BHHTOBBIE TOYKH MOAKJI0YeHH A He
HCNOJB3YWTCH Jisl JABOWHBIX THUOKHX WHIHYpPOB,
KpoMe cJiydaeB, KOIJa KOHIbI TPOBOAHHUKOB
MOJOTHAHBI st ycTpoiicTs, KOTOpbIe
NOAKJIYAITCA K TOYKaAM TMOAKJIIOYEHHS C
BUHTOBBIMHU 32aKUMAaMHU.

HcnbpiTaHuEe MeTOAOM OTpbIBa COCAUMHEHHUHA C

cuaoii 5 H.
s npucraBok THmna Y u 7 MOTYyT
HCHO0JIb30BAThCS nasiible, cBapHbIe,
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Bkawuenune npu moMouu

mHypa u pazsema IEC320.

BxiaovyeHne NpH MNOMOIIH

mHypa u pa3sema IEC320.

Bkawuyenue npuH  NmOMOIIH

mHypa u pa3sema IEC320.

Bkiw4yeHne Tmnpu MNOMOIIH

mHypa u pa3sema IEC320.

Bo6au3u apyr apyra

ChbEeMHOI0 (0]
ChbEeMHOTO o
CheMHOTO o
CheMHOT 0 o
(0]
HY
HY
HY
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27.1

27.2

27.3

27.4

27.5

27.6

28.1
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(27.00) IOJTOXKEHMUE NJ4 3A3EMJIEHU A

oTyeT FXETTRA
roppupoBaHHbIe H AHAJTOTHYHBIE COeAHHEHHS.
JocTynHble MeTalIHM4YeCKHe 4YacTH mnpubopos
kaaccoB 01 wm I, mocTrosiHHO ® 0e3omacHo
NpHcoeHHEHHbIe K BBIBOJAY 3a3eMJeHHs HWJIH
KOHTAKTaM BBO/JA.

3azemMasilomine KJIeMMBbl He TOIKJIIOYEHBI K
HeliTpaJbHOI KIeMMe.

CBepXHH3KOBOJbTHAsl 0Oe3omacHas cXxemMa He
3azeMJeHa, 3a HCKJIIYeHHeM cJydaeB, Korjaa
3aI[MTHOE HANPSKEeHUe LeNH 0YeHb CHHIKEHO.
3aKUMBI rapaHTHPOBAHHO 321 M I eHbI oT
cJy4aliHOro caMOOTBHHYMBAHHA.

Hpu chbeme yacTei, 3a3eMJEHHBIX H
NOJAKJIIYEHHBIX K JApyroi uyactm npubdopa,
3a3eMJeHHe  JOJKHO  TNPOBOJHTHCA 0 "
OTKJIIOYATHCS nocJiae NMOIKJIIOYeHHsI
TOKONPOBOASAIIHX COeJUHEHHII.

Puck KOppo3uH BCJeJCTBHE KOHTAaKTa

MeTA/JIMYeCKOH 4YacTH 3a3eMJSAIIEro 3a;kuma ¢
APYTMMH MeTAaJJHYeCKMMH YacCTAMHU OTCYTCTBYeT;
JeTalld U3 CTAJU € NOKPBITHEM MJHU 0€3 MOKPBITHS
HajJlekalMuM o0pa3oM 3alMIIEHbl OT KOPPO3MH,
JeTajdu BBIJEPKHBAIOT AaBJeHHe B 30He KOHTAKTa
H NnepesamT ero.

Hu3skoe

CONMPOTHUBJICHUE COCAUHECHHUHA

3a3eMJISI 10 LI ero 3ajKkuMa c 3a3eMJEHHBIMH
MeTANJINYEeCKHMH 4YacTsaMH mnpuéopa. Bo Bpems
TecTa npu HH3KOM CONMPOTHBJIEHHHU
conpoTuBieHue He npesbimaer 0,1
- 3azeMJadAOM U 3aKUM - KOpHyc:

- 3a3eMJAOMHUIl 32)KUM - KOpIyc MOTOpa:

- 3azemMJsilO MU 32KUM - JOCTYNHBIE
MeTAJJHYeCKHEe YACTH:
IleyaTHble TNPOBOAHHMKH TMEYATHBIX IJaT He

HCMOJb3YIOTCH A5l ofecrne4yeHHs] HeNPepPbIBHOCTH

3a3eMJICHHUSA B MOPTATHBHbBIX l'[p]/[60an.

JocTymubie MeTaJJIMYeCKHe 4yacTu
MOAKJIIOYEHBbI K 3a3eMJEHHOW menu
3am v eH bl oT caydaiiHoro

CaAaMOOTBHHYHUBAHUA
lMevars HoTapuyca /llognuce/

CbeMHBIE YACTH OTCYTCTBYIOT.

/Moanuce/

Mennoe nokpbiTHe

Cwm. NPOTOKOJI HCIbITAHUHT YacTH

obopynosanusi. TecT npoiigen

He saBasiercs NMOPTATUBHBIM yCTpOﬁCTBOM

(28.00) BUHTHI M COEJUHEHHU S

Kpeniaenusi, »dJJeKkTpHYecKHe  COeJHHEHHS "
coelHHeHHsI, o0ecme4yuBalIIHe HeNPepPLIBHOCTH
3a3eMJIeHHU, BBbIACPKUBAKT MeXaHUYecKHe
HanpsiKeHHs.

- HcnpiTaHue HAa CKpy4YHMBaHMe 1Js 00JTOB M raek
npubopa.
BP[HTI:I, HUCIMOJb3yeMBbI € pIgus: JJIEKTPUYECKOro
COeJHHEHHs] HJIH COeJHHEHMsI, odecneYyHBAalO I ero
HelpepbIBHOCThH 3a3eMJIeHHS

METAJNJIHYECKHX YaCTAX.
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BUHTOB B

BuHTHI nin raiku 3aTATUBAJIH "
OTKPYYUBAJIM NeCATUKPATHO, €CJAU BHHTHI
KOHTAKTUPOBAJIH c HHUTBIO HJIH
H30JSIMOHHBIM MaTepHAJIOM, JJs raek M
NpoYMX BUHTOB NMPOUEAYPY HOBTOPHIHN 5
pa3. [loBpexaeHUSI OTCYTCTBYIOT.

CooTBeTCTBYET TPEOOBAHUAM.

HY

Hy



TecToBbI OTYET ELETTRA R-EL-083-1012-06B

28.2 Hoakaw4yenne K  HCTOYHHKAM NUTAHUSA H KoapueBbie MNPOKIAAKH KOMIEHCHPYIOT 0
coelHHeHHs, o0ecnmeYyHBAIOIIHE HENPEPLIBHOCTH AaBJjaeHuUue B MecTe KOHTaKTa I
3a3eMJeHHsl, CKOHCTPYUPOBaHbI TakKuM o0Opa3om, 3a3eMJA I Ero CoOeIMHEH U1

YTO JaBJI€EHHE B MECTE€ KOHTAKTa, KOTOpPO€e MOIXKET
MCKAa3UTh UJIHU CNOCOOCTBOBATH yYcaake marepuaJja,
He mnepenaercs 4epes M30JISII[MOHHBI it Marepual,
Kpome cjiiy4yaeB, B KOTOPBIX ycaaka HJIn

HCKaXKeHHe KOMIeHcHpyeTcs.

28.3 Hcnonb3oBaHue BUHTOB ¢ 00beMHONH pe3b0oii u He wucmoan3ywress B COeJHHEHHAX, HY
BHHTOB-CAMOpPE30B. ofecnmeYynBa0 I HX HENpepbIBHOCTH
3a3eMJEHHA.
28.4 Buntel W raiikg, KOTOpble 00eCmeYMBAOT CooTBeTcTBYeT TpeOOBAHUAM. 0
MeXaHHYECKOe COeJIHHEHHEe, 3aAlUIEHBl  OT

CaMOOTBUHYHMBAHUSA B cjy4dae, ecJd OHH TaKKe
HCHOJAB3YHOTCH IJsl NMOAKJIYEHUS K MCTOYHHKAM
NUTAHUST WJIH CcOoeJHHEeHHI, oOecmeYynMBalOUIUX

HENMpPEepbLIBHOCTL 3a3€MJIEHHUS.

(29.00) UB3OJSIHUOHHOE PACCTOSSHHUE. PACCTOSSHUSA YTEUKU U TBEPJAAS U30JA0USA
29.1-2 PaccTossHMA yTedyKH W M30JANUOHHBIE PACCTOSAHHS He 0

MeHbIIe 3aJaHHbIX 3HAYEHMIi.

Yacrsp 1t yucras yTeuka no uucTas yreuka mno

MOBEPXHOCTH, Mpeeabl NOBEPXHOCTH, pe3yJabTaThl
H3MepeHu i

MeK Y BCHUH " qacTAMH, 3,5/5 mm 5,2/8,0 mm

HOAKJIIOYEHHBIMH K HCTOYHUKY NUTAHUS

mexay uenavmu SEL u 110V 1,0/3 MM 4,4/ 4,4 mm

MeKAy JHHHEelH mepeladn M «3eMJeii» 2/2,5 Mmm 3,5/4,1 mm

MeKAY JHHUel mepexauyu u "HedTpaabwo" 2/2,5 mm 2,2/3,3 mm

29.3 PaccTOSIHHS yT€YKH M H30JANHOHHbIE PACCTOSHHUN 4Yepes > 1 MM 0

H30JSAIMI0 MEXKAY METANJINYeCKHMH YacTAMH He JTO0JIKHBI
ObITH MeHbIIEe 1 MM JIJ51 JONMOJHHUTEJbHOW M30JASAUUU U 2 MM

IS yCI/[J]eHHOﬁ H30JAINHH.

(30.00) XKAPOITPOYHOCTb u OTHEYIIOPHOCTb

30.1 HapyxkHble NOBEPXHOCTH HeMeTAJJHYECKHX MaTepHAJIOB, TecT nmpoiifeH ¢ WapHKOBBIM 0
yacTeil, MOAMEPKUBAKIMMX NOAKJIWYEHHbIE K da3e yacTu, a 3JekTpoaom npu 75® C
TaKiKe TePMOIJAaCTHYHBbI i MaTepual, u3 KOTOpOro

H3TrOTOBJICHA [JONOJHHUTEJbHAHA HJIH YCHJECHHasd MH30JAIUA,

AO0CTATOYHO YCTOHYHB K HATPEBAHHIO.

30.2 CoO0TBETCTBYIOIIME 4YAaCTH HEMETAJJIUYECKHX MATEepPHAIOB TecTt mpoiinen mNpoBOJOKOIi 0
AOCTATOYHO YCTOHYHMBLI K BO3TOPAHMIO M PACHPOCTPaHEHHIO CBeYEHUs Ha BHeII Heil
nJjaMeHH. nosepxHoctu npu 550® C

(31.00) KOPPO3HMOHHAS YCTOMUYHABOCTH

31.1 CooTBeTCTBYOIIME JKeJe3Hble YacTH 3allHIIEHbI  OT CooTBeTCTBYET 1}
KOppo3uu. TpeGoBanusiMm. KoMmoHeHTHI
3a3eMJIEHH ST u YacTH,
coaepIKauue KHIKOCTH,

3alMIIEHBl OT KOPPO3HH.

(32.00) PAIUOAKTUBHOE U3JYYEHUE TOKCUYHOCTb U AHAJOTUYHBIE ONACHBIE ®AKTOPBI

40/51
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5.

32.1 IIpuéop He wu3ayuaer Bpeanoe musiaydyenue. IlpubGop He

NMpeacTaBasieT cO00H TOKCHYHYIO HJIH APYIYI0 OMAaCHOCTb.

METOABI U YCJIIOBUA TECTUPOBAHUA

R-EL-083-1012-06B

DleKTpHYECKHE noJs 0
MeHbIIe npegeabHBIX
3HavyeHuid EN 62233

[Teyarbs HoTapuyca /lTognucs/

/MMognucek/

VcpITaHusI ¥ KOHTPOJIb, BEIIIOJHEHHBIE C YCTPOWCTBOM, YKa3aHHOM B ITyHKTE 2, OBUIM IPEICTaBICHB HAa IpUMepe

I, B OJIMHAKOBBIX YCJOBHSIX C TEMH, KOTOPBIE MOATOTOBMJ 3aKa3udK (NP COOTBETCTBYIOMIEH SKCILIyaTaIlHu
koH(purypanun) B momenienussx ELETTRA s.r.l. laboratory ELETTROLAB via Matteucci, 10 - 50041 Calenzano
(FT).

VYcnoBus okpysxarouieit cpeasl coxpansanuck BHyTpu 20+£3°C n 45+10%.

HOI‘peH.IHOCTI/I PISMepeHHﬁ, OOCHCHHBIC A0 COTBIX ‘{aCTeﬁ, OBLITH pacCUuTaHbl W ONPCACIICHBI B CICAYIONINX

npeaenax:

Hamnpsxenue: 0,2%

Tok: 1,5%

Toxk yreuku: 1,78%

Temmnepartypa: 2° C

Hampspkenue nuanextpudeckoi mpounoctu: 3,8%
ComnpoTHBIIEHHE 3aIUTHOTO MPOBOTHIKA 7%

3BykoBoe nasienue: 1,5 nb

41/51
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TectoBoe obopynoBaHHE:

DyHkT

10

13
14
15
16

17
18

19
20
21

22

23
24
25
26
27
28

42/51

Tun odbopyaoBanus

Kaauopatop: Kanuéparop SEB moaenr 1362.150

Mpecc: PTL mon. F 22.50

cep. Homep 5080111

Kaumaruyeckasi cxema Perani moa. ACS520 cep. nomep 11124
H3mepurteab  AH3JIEKTPHYECKOI NMPOYHOCTH: Vitek V63
cep.Homep 20066

TemnepatypHblii perucrpatop: Permcrparop naHHbix Agilent
34970A cep.Homep US37028187

mMujanommerp: Lutron mox. MO-2002 cep. nomep P856675

HU3meputennr nutanus: Infratek SM201 cep. nomep 01114888
Tecrep TokoB yreuku Fluke moa. 620-04 cep. nomep 1833050

Tepmokamepa: TITANOX moa. PASTEUR

MyasTtumerp Agilent moa. U1242A cep. Homep MY49170012
CnupTt usonponuaosbiii RS kox. 227-4427

YcTpoiicTBO HMCHOBITAHHS HAa TBEPAOCTH METOAOM BJAaBJHBaAHHEM
mapuKa:

Yraomep Solatronic moa. EN 17

Hcrtounuka nmepemennoro toka Kfactor GMMO07/4 cep. Homep
0707017

Metp - RS komnounento BMO1

MeTtaaandeckuidi map OMM Montenero

JAunamomerp Dinabeta mox. S82F cep. Homep OJY 052555

Ocnuanorpad METRIX MoOJ. 0X7102-C cep.HOMep
134226EDH

Aynuomerp Deltaohm mox. HD2010 cep. Homep 32817
Yraomep Solatronic EN17

TectoBbiii myn - OMM Montenero OMM3

TecToBrpIii Myn - mapaupHeIii - OMM Montenero E058
TectoBpIii mTekep - OMM Montenero 0M M 5
N3mepuTesb CBETOBOTO M3JIYYeHHUS] U IKCIO3HIIHHI
Gigahertz-Optik moaear X1-3 cep. Homep 8842M

C MoMOMmBI0 JeTEKTOPOB:

XD-45-HUV -4 cep. nomep 17041

XD-45-HB-4 cep. Homep 17037
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Ne
Oo6opynoBanus
83

190

65
192

13

55

45
273

30
232

32

175
176

177
32
40

178

159
175
34
68
65

243

'b

KaaunodpoBku
Hdara
30/04/2013
30/04/2013

13/08/2013
08/02/2013

18/07/2013

30/04/2013

31/07/2013
26/11/2013

15/07/2013
09/02/2013

15/07/2013

24/01/2014
12/04/2013

12/07/2014
24/11/2013
20/04/2013

26/03/2013

05/04/2013
28/01/2014
28/01/2014
28/01/2014
28/01/2014
31/03/2013

[Tewvarb HoTapuyca /lTognuce/

/MMognuncs/

t’3
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5.1 TenmnoBoe BO3IEeHCTBHE

CchliKka Ha CTaHOAPT:
EN 60601-1 pa3a. 11; EN 60335-1 paza. 11
Y cnoBuUS UCHBITAHUSA:

YCcTpoHCTBO MOAKIIOYEHO K HCTOUHUKY MUTAHUS
IMuki 3anmycka: [locTostHHBIE TPOTPAMMBbI PACTIBIINTEINS U AKyCTHIECKOI BOJIHBI

Hanpspokenune nuranus: 253 B/50 T'n

Temnepatypa okpysxkaromei cpeasl: 20° C

R-EL-083-1012-06B

rdl

TemnepaTypa MOBEpXHOCTH, HMOITyUYEHHBIE C IIOMOIIBIO T€pMONap THUHA J, COEIMHEHHBIX ¢ MHCTPYMEHTOM cOopa

JTaHHBIX.
Pesynbrat: Tect npoiigeH

TemnepaTtypa BHyTpHU NpeJeioB

Yacru

IpudopHas BHIKA

DuAbTP 3JeKTPOMATHHUTHBIX MOMeX
Kommnpeccop

Hepekawuyaresb

IIpoBoJa HCTOYHHKA NHTAHUA (BHYTPEHHMIi
npubop)

HOuranue naarel PAS00
KongeHcaTophbl 3JIeKTPOJHTHYECKHE
TpanchopmaTtop 0.10ka NUTAHUSA
Jducnaei

BHyTpeHHsAs NpOBOAKA

Kopnye

IpumensieMble 4YacTH

Pa3bem NPHUKJAAHBIX KOMIOHEHTOB

5.2 Tok yTeuku
CchlnKa Ha CTAaHAApPT:
EN 60601-1 pa3z. 8.7
YcnoBus UCHbITaHUA:

YCTpOoiCTBO NOAKIOUYEHO K HCTOUHUKY TUTAHUSA
Hukn 3anycka: HenpepbrlBHBIN

Hanpsoxenue nuranus: 253 B/50 T'm;

UsmepeHHoe
3Ha4YeHue:
27
33
78
27
31

45
41
55
28
37
28
28
44

OrpaHn4eHs!
=
60
70
105
70
70

105
50
120
50
70
40
40
70

I/ISMepeHI/Iﬂ BBIMIOJHAIOTCA B HOPMAJIbHBIX pa6oq1/1x YCIOBHUAX W HNOBTOPACTCA OO KU NOCJIC BBIACPIKHBAHUA BO

BJIAKHOM Kamepe B TeueHHe 48 wacoB npu 30° u oTHOC, BIaXXHOCTH 95%.
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N3mepeHusi, BLINOJHEHHDbIEC NPU YCJIOBUU €JHMHHUYHOIO HAPYLWI EHHUA :
- NuBepcust MOJNAPHOCTH HCTOYHHKA NUTAHHUSA
- HyaeBoii npoBOa OTKJI0YeH

- IIntanme ywactu npudopa

PesyabTar: TecT npoiiaen

Tect; 253 B nepeMeHHBI i TOK

Tok yTeuku Ha 3eMJI0:

H3mepeno Ipenea
PaGoune ycaoBus Enunnunoe Pabouue ycnoBus Enunnunoe
HapyLIeHHe HapylIeHHeE
302 MxkA 142 MxA 5 MA 10 MA
Tok NPUKOCHOBEHHS
H3mepeno IIpenen
PaGoume yciaoBus EauHuuHoe Padoyue yciaoBus Eannaudnoe
HapylieHHe HapylIeHHeE
0 MkA 304 MxA 0.1 MA 0.5 MmA
Tok yredku Ha malmMeHTa:
HU3mepeno Ipeagea
PaGouue yciaoBus EanaunyHoe PadGoume ycioBus Eannndnoe
HapylIeHHe HapylIeHHe
4.5 MKA 48 MkA 0.1 MA nmepeMeHHBII 0.5 MmA
nepeMeHHBbI i TOK nepeMeHHbI i TOK nepeMeHHBbIH TOK
0.3 MKA TOK 0.0 1mA mocTOSAHHBIH 0.05TA
NOCTOSIHHBIH TOK 0.3 MkA TOK NOCTOSHHBIH TOK
NOCTOSHHBI I 5 MA
TOK (3J1eKTpOCeTH B
481 mMkA NPHKJIAIHBIX
4yacTax)
468 MKA (3JIeKTpOCeTH B
Kopmyce)

Mevars HoTapuyca /lTognuce/

/Mognucek/
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TecToBbIV OTYET

5.3 JusnexTpuueckas IPOYHOCTH

CchllKka Ha CTaHIApT:
EN6060M pazza. 8.8.3

APXUTEKTypa H30ISAIUHU

OCHOBHAas U30JAUUA
Huranune 230 B
YCHJIEHHAs] U30JANUsA
BJilok NHTAaHUA B yCHJIEHHOH M30asIUH
MJAacTUKOBBII Kopmyc
Henu nuranus
OCHOBHASI U30JALUSA
OCHOBHASI U30JAUUA
OCHOBHAasl M30JIALUSA
3a3emMJeHHBI Kopnyc
0y4YKa yNnpaBJieHUs

K NPUKJAAHBIM YaCTAM

Cchelnka Ha YCIOBHUA UCHBITAHUSA:

ELETTRA

Basic insulation
Supply 230V
Reinforced insulation
Power supply reinforced insulation
Plastic enclosure
Power circuits

Basic insulation
Basic insulation
Basic insulation
Earthed enclosure
handle

To applied parts

R-EL-083-1012-06B

Y cTpoicTBO HE MOAKIIOYEHO K CETH JICKTPONUTAHUSA, PACHOIOKEHO Ha 3eMJIe Ha N3OJISIIIUOHHONW MOMIOKKE.

[{uki 3amycka: yCTpOWCTBO CHapy’KH; TECT MOBTOPSETCS IIOCIIEe MPEIBapUTEIbHON THIPOCKONNYECKON OATOTOBKH.
[Iutanue B TedeHHe | MHHYTHl CHHYCOUIANBHBIM HampskeHHeM dacToTod 50 I'm yka3aHHOM BENIMYHHBI MEXKAY
CIENYIOUIUMHU YacTAMHU:

- Hcrouynuk nurtanus - 3emus: 1500 B

- Hcrtounuk nutaHug - BeIXxogHou curnai: 3000 B
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TecToBbLI OTYET ELETTRA R-EL-083-1012-06B

- Hcrounuk nuranus - kopuyc: 4000 B

- Ilpuxnagusie yacTu - kopmyc: 1500 B
Pesynsbrat: Tect npoiineH

bes BO3AYIIHBIX HUJIX MOBEPXHOCTHBIX HpO6OGB

5.4 HenmpaBunbHBIC yCIOBUS SKCIJIyaTalluu U YCIOBHUSA OTKa3a

CchrlnKa Ha CTAaHOAPT:
EN 60601-1 pa3n. 13; 15.5
Y cnoBHSA UCTIBITAHUS

YcTpoiCTBO NOAKIIOYEHO K CETH JJIEKTPONHUTAHMS, PACIOJIOXKEHO Ha 3eMlie, C COOJIIOJEHHEM CIEeIyIONIHX

HETPaBHJIBHBIX YCIOBUH AKCIIyaTalu (OJHO B CBOIO OYEpesb):

- BbnoxupoBka poTopa KoMmpeccopa Ha 3 MHHYTHI, TEIJI0Bas 3allMTa 0OMOTKH cpabareiBaeT npu Makce 1 116°C

- Kopotkoe 3ambikanune C9 miatel PAS5S00-1: cpaboTtan miaBkuil mpenoxpanutenb. KopoTkoe 3ambikanue BY-
BBIXOJa: Pelie CAaMO3alIUThI

- Kopotkoe 3ambikanue C [ 1 mnater PAS00-2: pene camo3aniuTsl

- Kopotkoe 3ambikanne R29 nnatst PAS500-3: He cyuiecTBEHHO

- Koporkoe 3ampikanne C4 minatel PAS5S00-3: cpabotan npexoXxpaHuTeIb

- KopoTtkoe 3aMbIKaHue U eperpy3ka HCTOYHUKOB NUTaHUs. MakcuMmaiabHas u3MepeHHas temneparypa: 88° C

- Ileperpy3km u KOopoTKoro 3aMmbikaHus Tpanchopmaropa 230 B/120 B PA500: 134° C TemmepaTypa 0OMOTKH;

TerIoBas 3alIUTON cpabareiBaeT npu 4' u 35”7
Temneparypa oxpyxaromieit cpeasl: 25° C

Temmneparypa MOBEPXHOCTH, MOJYyYSHHBIE C MOMOIIBIO TepMomap TUNa J, COEMWHEHHBIX ¢ WHCTPYMEHTOM cbOopa
naHHbIX. PesynbraT: TecT npolinen
3HadeHN TOKA U TEMIEepaTyphl BHYTPH MPEICIOB.

U3MCPEHHOC 3HAYCHHUC

JlocTynHbIe YacTH: 37° C
Pazbwemsr: 44° C
OOMOTKH: 116° C
Tox yTeuxu: 486 MKA

5.5 DnexTpOMarHuTHBIEC MOJISI MPU HU3KUX YaCTOTaX
CchlKa Ha CTaHIApT:
EN 62233 Vcnosue TecTa:

Paccrostaue nsmepeHus ot Tectupyemoro obopynoBanus: OcM oT mpuKIagHBIX dyacTel, 30 cm oT mpubopa

lMTewyarb HoTapuyca/llognucs/

Maruutnoe noje (MxTu) B3BemeHnHoe Ipenea PesyabTar
3JHAYeHHUe (B3BemI eHHBI i)
Boxkpyr 2,3% 100% TecTt npoiiaen
IIpukaagHbie YacTH 1,1% 100% TecT npoiigen
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/ognucek/

5.6 TOYHOCTH BBIXOJJHBIX CUTHAJOB
CchlKa Ha CTaHIAPT:
EN 60601-2-3 . 50
YcioBus ucnbplTaHUS:

YcTpoicTBO MOJKIIOYEHO K CETH JIEKTPONUTAHUS, PACIION0KEHO Ha CTOJIE, HANPSIKECHUEM ITHUTAaHUS PEryJupyeTcs
B npenenax 230V £ 10% 50 I'o

Brixonnoi pazpeMm coenmHeH ¢ Harpy3kamu oT 50 Om go 200 Om
Pesyasrat: OTKa3

WN3mepeHHOE 3HaUeHHE

Yacrora (f) Homuuaiabh H3mepenHnas Harpy3ska Omuodka Ipenen
as MomHOCTh (W) (Om) (%) (%)
MOIHOCTH
W)
1 MTI'u 90 70 50 -22,2 30
1MTI'n 90 93 100 3,3 30
1 MTI'n 90 64 200 -28,9 30

5.7 ®oTobuonoruueckas 6€30MacHOCTD
CchlnKka Ha CTaHAAPT:
EN 62471
Y cnoBUS UCIIBITAHHS:

VecerpoiictBa nurtaerca HanpsokeHueMm 230B. MK ucTOYHMK, akKTUBUPOBAHHBIM NPOTPAMMHO B HENPEPHIBHOM

pexxume, BBI6paHHLII>i Ha nepeL[Heﬁ IaHCINW U 110 HAXXAaTHUHW KHOIIKHU
I/IBMepeHI/IH MpoOBOAUIINCH HA PACCTOSAHUU 200 MM oT TECTUPYEMOTIO OGOpyHOBaHI/IH.

PesynpTar:

JaccTosinme 200 Mmm

OnacHocTh PesyabTaTr Mpenen nas ocoboii Knaccupukanus
rpynmsl
AKTHHHYeCKHH YD 0,0001 Brm”* 0,001 Ocoboe
Boauzu Y@ 0,0 Br m* 10 Ocoboe
Cunnii cer 0,778 Bt m”* cp™ 100 Ocodoe
CuHuii cBeT caaboro 0,004 Br-m* 1 Ocoboe
HCTOYHHKA

PeTHHaAbHBIH TeN10BOI 0,385 Bt m* cp-’ 280000 Ocoboe
UK uszayuenue 0,010 Bt m”* cp" 100 OcoGoe
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6. UCIILITBIBAEMOE OBOPYJOBAHUE

BHenrnsasa gacte

[MTeyarb HoTapuyca /lTognucs/

/Moagnucek/
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BHyTpeHHsisl YacTh
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%
%*

lMevyars HoTapuyca /[Tognucek/

/Mognuce/
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7. BBIBOIbI

Ol.leHKl/l, YKa3aHHbBIE B MNMOCJHEAHEM INYHKTe, MNO3BOJANT cAeJaTh 3aKJIW4Y€eHHE O COOTBETCTBHH ychOﬁcTBa

crangaprtam EN 60601-1 uw EN 60335-1
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Bios S.r.). s.u.

6uoc (bios)

Reboot your life. Hranua - (Munan) 20090 Buomapose — Bua I'suno Pocca, 10/12
Ten. +39 02 27304275 - daxc +39 02 27304276
biosgroup@pec.it - www biosgroup.eu
HAC IT 02721570964 - F.C. 01729150985
Kan. o6 10920 eBpo (8KeceH UCTHKOM)

Komnauna BIOS S.R.L., yupexaennas B Bumoapone (MH), Bua I'suno Pocca, 10/12, MTHH 1 Homep 3anucu s
Peectpe 1opuanveckux nnix r. Munana 01729150985, MHH iopuandeckoro nnua 02721570964, Homep B
IKOHOMHKO-AIMMHHCTPATHBHOM peecTpe MI-1545479, ycrasumit xarran 10920,00 eBpo (aecaTs ThicAY
ACBATLCOT ABAJLATL €BPO K HOMNb LICHTOB) NONHOCTLIO OMUIAYEH, B JIMUC €AHHCTECHHOTO YIPARIAICWICro ANbIO
KA3AJIMHO, ponusmerocs 31 uona 1951 r. 8 Mandpenonnn (OXK), soMuIpHpoBaHHAR ANR YIUIATH HANOTS B
3aperHCTPHpOBAHHOM Odiace,

JAABJET,

aro ycrpolicreo BIOSHAPE MED smnserca HanuM NPOAYKTOM, MPEOHASHAYCHHBIM LIS MCTIOAL3OBAHHA B
00RACTH MEIHLINHDGI, B YACTHOCTH B SCTETHUYESCKOH MEAHLMHE W PH3HOTEpaNHH.
Ero none aesrensHocTh:

YMeHb1ICHHE OTCYHO-PHEPOCKACPOTHHECKOH NAHHHKYAONATHY

YMCHBUICHHE MHMHUCCKHMX MOPUINH H HATIOKCHHA KOXKHOR TKaH:,

Jleuenne paccTpoiicTs OpraHKIMa, HanpuMep Bo3aelcTBHe Ha PACTIPEHACNICHHE BHY TPHTKAHEBOH MHAKOCTH B
HEUTIONUTHBIX TKAHAX;

JleueHne DATONOIHYECKHX COCTOAHMA KOXKH, AcreHepaTHBHBle PyOuUbI (WPAMEI H OXOrH), & TaKKe
PETCHEPATHBHBIC WIH BOCTIANHTENbHBIC COCTOAHNA (OTEXH H A3BbI).

YeTpanenue TeMHBIX XPYTOB M CKAAAOK BOXPYT I3, MELIKOB NOA MIA3aMK;

JIMpTHHr BEPXHETO BEKA H YCTPAHEHHE MOPLUHH;

KoHTypHas naacTika Tena nocne GepeMEHHOCTH;

JedexThl 13-32 NOKANHIOBAHHOIO OXHPCHHA, YLANCHUE XKHPA, NOATILXKKA KOXKH (PYKM, HOTM, maeuHw M
CITHHA, BKPbHI, ATOAHLL);

[podunaxrixa pacToKex.

B noaTeep:acue BHUICYKA3aHHOTO MBI NPHNATaCM:

PyxoBoacteo no sxcrutyatausin «[Ipunoxenue A»

Knnnwueckan ouenka «[Ipunoxenne B»

IMporokon TecTHposarus Elettra — anexrpomarnurtan comecTiMocTs «[Ipunosenne Cr»

IMporokon TecTpoparus Elettra — anexrpobesonacuocts «[Ipunoxkenne D»

TEKCT HACTOSIMENO 3AABNCHHA HA AHIJIMHCKOM H3bIKe O TOM, YTO HIDKenoAnucaBumiics 3aseaxer B
cootaercTeHH ¢ DPR 445/2000, cooTBeTcTBYET HTANBAHCKOMY TEKCTY, [IpHnoxesrue «E»

[Tevame nomapuyca /ITodnucy/
/Hoonucy/
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YIOCTOBEPEHHE NOATMHHOCTH NOATIHCH

COI'VIACHO JEKPETY IPE3ANEHTA PECITYEJIHKH M445 OT 28 JEKABPA 2000 T,

A, mikenonnucaptuuiics, a-p sayx, MEKEJIE TOMMA3HHH JEHBS, Hotapuyc r. Munana, wieH
Horapxanuroilt Ko/wternn r. Munama, yaocToBEpAIO, YTO I-H

- KAJAJIHHO Anvao, mecto poxaenna: Mandpenorns (npoennias Qomku), nata poxkaenus: 31
mona 1951 r.,  kavecTse EanncTaennoro ynpaeasioumero koMnanuu BIOS S.R.L., anpec: r. Bumoapoue
(npoBununs Munana), yn. I'enno Pocca, 10/12, HHH un HoMep 3aNHCH B peecTp IOPAAHYECKHX NHI T
Muwman 01729150985, HHH iopuamueckoro muua 02721570964, IKOHOMHMKO-AAMHHHCTPATHBHEIH
Peectp Ne MI-1545479, yerapnniit kanutan 10920,00 Espo (decats Toicay Jdepsrneor JBanuats, Homb
UEHTOB), BHECEHHBIH 8 MOMHOM O0OBEMe MO IOPHAMHECKOMY 8Ipecy, JHYHOCTh KOTOPOTO MHOIO
YCTaHOBMECHA, B CNIYHAe HEAOCTOBEPHOCTH WIH NOANOKHOCTH CBHAETENLCTBYEMEIX AAHHMX, NOANanas
noa aeiicreue craten 76 Jlexpera Ilpesnnenta PecryGnuxu NeddS or 28 gexabpa 2000 r., B Moem
APHCYTCTBHH BBIAAN H MOANMUCAT NPHBEACHHYIO BLILC JCKNAPALMIO ¢ MPHIMKEHHEM HA AHTTRACKOM
: AIBIKE, TEKCT KOTOPOH MHE HIBECTEH.

Kononvo-Momnueae,
¥Yn. Hnpuneupenun, 26, 9 (eparoe) annapa 2015 ([lpe THICKUH NITHARLATOTO) r.
/Todnucey /

ITevams vomapuyca ‘

‘ ATIOCTHIb ;
(TAATCKA I KOHBEHLIU ot 05 oxts6pst 1961 )

- 1. Ctpana HTAJTHUA
Hacrosmmit opunnansHbll HOKyMeHT
| 2. 6nin nopmucan I'-soM M., Tommasunu Jlenss
3. BuICTYnAIOIHM B KavecTse HoTapuyca
4. CKpelieH NeJaThioO BRINEYKA3aHHOro HOTapayca

Ynocrosepeno

5. B Munane 6. 28 auBaps 2015 .

7. OtaenoM NpOKypaTyph

8. 3a Ne 1201

9. Neyarw/IliTamn 10. Hoanuce

Ilevamy ITpoxypamypw Murana 3amecTHTEINH POKYPOpA
nok. Maypummo ACITUOHE
/Toonuce/
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:Bé&1 npodeccuonanbublii nepeBounk Kyuun Buktop BukrtopoBuyu
I'Bpon MockBa, Poccuiickasa ®@enepanusi.

lagmaroro MapTa AB€ ThICAYH NATHAALATOIO roaa.

A JEMUITOBA DJIMHA BJAIUMHUPOBHA - BpeMeHHO HCHOJHAKIIAS O0A3aHHOCTH
™ ycI' r MockBbl IOJAIIKUHON 3UHAUJIbI BUTAJBEBHBI, CBU/IETEJIbCTBYIO
«IaHHOCTb NOJNHCH, cAeNaHHON mepeBoa4ukoM rp. Ky'unneiM Bukropom BukropoBuuem B

MOEM NMPUCYTCTBUU. INYHOCTH €ro yCTaHOBJIEHA.

3aperucTpupoBaHoO B peecTpe 3a Xa
B3bickano no tapudgy 100 pyodeii

Bp.n.0. HoTapuyca
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Npon Moaea W’l
2 7 MAP 2015

5L Porynesa Huha 3acunbeBHa. BpEMeHHO UCNONHAL WU 06F3aHHOCTH HOTapuyca

ropopa Mockebl 3ioHuHOA Enexsl BunbBBHbI, cB*[neTenbcT8yi BepHOCTb 3TO
KoM ¢ NOANMHHUKOM AOKYMEHTa, B nocnefHeM MOAYUCTOK, TPUMMCOK, 3a4EPKHYTHIX
CNOB U MHbIX HEOTOBOPEHHbIX UCNPaBNEeHMit Unu kakux-nubo ocobeHHoCTel HeT.

Moto, nuyy, o6paTuBlemMycs 3a COBEPUEHNEM HOTAPUANBHOTO AEHCTBUS, Pa3bACHeHa,
4TO NPU CBUAETENBCTBOBAHMUIA BEPHOCTH KOMMU AOKYMEHTA He MOATBEPKAAETCH 3aKOHHOCTb
COAEPXaHUS AOXYMEHTA Ul COOTBETCTBUE U3NOXKANHbIXAH DaKTOB [eHCTBUTENbHOCTH,

3apeructpuposaHo B peecrpe 3a No

BabickaHo rocnownuHel {no Tapudy)

Bcero nmpomnTo, NpOHYMEpPOBAHO M CKPeEILICHO

neyatbio 274 (ABecTH ceMbAecsT YeTbIpe) JUCTA.

Bp. u. o. HoTapuyca

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



